
Jlncronrca: nnQoplraqnq 3a flaqtrenTa

Xenapnnyu WZX' 5 000 IU/ml rrnrr(exrlrroHerr pa3TBop
Ileparinum WZF 5 000IU/ml solution for injection

Xenapun tarpuit (Heparin sodium)

ilpouerere BlrtrMareJrno qqrara JrlrcroBna, rrpeAtr Aa 3a[orrHere Aa rr3rroJr3Bare roBa JrenapcrBo,
rrfi naro rff cbAbprra BaiKHa sa Bac unQoplraqnn.
- 3anasere ra3r4 Jrr{croBKa. Moxe Aa ce HaJrox}r Aa -fl flpoqerere orHoBo.
- Aro plMare ITTIKaKBI4 AonbnHr4renHr,r Bbrrpoct4, uonurafire Banus,JreKap znu $apuaqenr.
- Tosa JreKapcrBo e npeAlrl4caHo eAprHc'rBeHo r{ JrurrHo na Bac. He ro npeorcrunsafme Ha Apyrrr

xopa. To Mo)Ke Aa I4M HaBpeALr, HesaBr{caMo qe nprrcHarlr,rre Ha rrxHoro sa6olrpane ca cbrrlr.rre
6419 Barrrzre.

- Alco [orytILITe HflKaKBLI Hex(eJraH]I nenapcrBeHr4 peaxrlr4lr, yBeAoMere Baurn{ JreKap r,InH

Sapuaqenr. Tosa sKrIo.{B a vI Bavlrrrpt Bb3Mo}(Hr{ HexeJraH}r peaKrrr{rr, HeorvcaHl{ B TasuJrr{croBKa.
Bmrcre roqxa 4.

Kaxno cbAbplr€ Tasr{ JrucroBna
1. Karcno npeAcraBJrflra Xelapznyrr,r WZF u3a KaKBo ce
2. Karcso rpx6na Aa 3Haere, npeAra Aa u3noJr3Bare Xenap

bFt.i{ ill"stri'E i{A eE" E ri q i,t fi ["E {} ji i: tu{F [TS;i{'"

3. Kax 4a v3noJr3Bare Xetaprnp,r WZF
4. BrsMontrrprHexeJranprpeaKrlr,rr4
5. Kax Aa cbxparrJrBare Xenapzrrpr WZF
6. Cr4rpxranue Ha orraKoBnuravAontJrHnreJrHa

1. Kaxno [peAcraBJrrna Xeuapunyu WZX'H Ba KaKBo ce tr3rroJrsBa

Jlercapcrnenl{Jlr rlpoAyKr Xenapurryrra WZF cr4spxa He$paKq}roHr4paH xenapr{H, rcofiro [plrre)KaBa
nporprBocbclrpBatrl eQexr. Tofi ce r{3[oJr3Ba rrpr{:
- trpo$uraKTvrKana Au6ora BeHo3Ha rpou6osa u 6elo4po6eu eu6onasru;
- reqeHve na 4u6ora rpou6osa, 6eno4po6na eM6onus, uecra6urua aHr:a:ua rreKTopr{c, ocrpa

nepra$epua apr epvanHa eu6olrEr ;

- npoQurratTnnaHa npr{creHHa rponr6osa cle4 unSapKT Ha Mr4oKapAa;

- oleparlrlr4ceKcrpaKopnopaJrHorprnoo6parrleHr4e unprxeMoAr4anrrca;
- npoMWBKavI pI3IrJraKBaHe Ha BbrpemHara qacr Ha r,rrrrpaBeHo3Hlr Karerpr{ rr KilHroJrlr (xvpypruuHlt

BHIoBe rpr6nvxra) 3a cl,trypHocr, qe rulMa ya6rgar 6roxr.rparra rro BpeMe Ha r43loJr3BaHero r{M;
- AI{arHocrHKa u JreqeHrre Ha ocrpa r{ xpoHr4rrHa KoHcyMarr{BHa KoaryJrorrarrfur (uanp. IZK

cr4HApoM - Ar{ceMr4HlrpaHa r{HTpaBacryJrapHa rcoarynar1z-r).

2. Karcso rpr6na Aa 3rraere, trpeAtr Aa rr3troJr3Bare Xenapnuyrvr WZF'

IIe rsuorsnaftre Xenapnnyu WZX'npn
- cBpbxr{yBcrBldreJrHocr K6M xenap}rH anu 6engranoB zulKoxoJr rrJIH KbM H{Koe or noMotrlHr4Te

BeuecTBa Ha npoAyKTa;

B clyrafi Ha I,IHTpaBeHo3Ho HJrr4 noAKolnHo rrpr4JroxeHue - He usnorgsafire Xenapznyir,r WZF
rlpe)KAeBpeMeHHo poAeHra 6e6era r{Jrrr HoBopo4enu (cr,.4rpxa 6enspmon alrcoxol);
xelroSznlr.r HJrpr Apyru pa:rpoficma Ha KpbBoobclrpBaHero, c rr3xJrroseHr,re Ha

I{HTpaBacKyrrapHa KoaryrraqrEx ([4IQ;
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- cbrlecrByBalrla LrlrkrilpernrnHa rpoM6oqr{To[eHr{s (Halra-ireu 6poft ua rpolr6oqzrzre); pr4rar4
floqBa Ha KoxHa HeKpo3a y flalvleHrr{, rloJlyqlLnu xenapr4H e npoTLIBonoKa3aHHe 3a rro-
HararblrlHa ylorpe6a Ha neKapcTBOTo KaKTo rroAKor(Ho, TaKav ITo I,IHTpaBeHo3eH nbT, nopaAfi
pHcK or rpovr6oqurorreHrlr.

- Te)KKu uepuo4po6Husa6onrsaHax (rnn. Bapnr\r4Ha xpaHonporo4a);
_ D/pnypa;
- aKTrrBna ry6eprylosa;
- Te)KKa apTep}IaJIHa XVnepTOHr4Jr;

- rloBlrlreHa Kanr4nf,pHa npolycKJlr{BocT;
- prsflBeHa B Mr{HaJroro rpolr6oqr4ToleHr4{;
- Te)KKLl TpaBMI{;

- naqueHTv, KoHc)aMulparrr,kl foJIeMI{ KonIFIecTBa €IJIKOXOJI, KOpITO Ca qyBCTBI,ITeJIHI4 KbM
neKapcTBoTo unr,I KbpBsT aKTr4BHO.

llopagu Bepo.trHocr-ta 3a rloflBa Ha cneAorreparriBHo KbpBeHe, nprrJro)KeHr.rero Ha xerrapuH e
nporllBorloKa3aHo rlpu onepaql{I n o$rarnronorr{rrra. Trfi r<aro cbilIecrByBa oco6en pucK KbM
Irocroneparl{BHo KtpBeHe, xerrapprH e nporr{BotloKa3aH rlpr4 orrepaqrrv Ha rJraBHulurpr6uauuut
MO3:bK, npl4 rIpOIIeAypu Ha Mecra, KbAero cbrqecrByBa pr4cK or KbpBeHe, nplll [arlr4eHTu, Kor{To cKopo
ca lpeTbpnenpl xl4pypll4qecKa ollepalll4{ 14 IIpI4 naIIHeHTII IIoAJIO)I(eHH na nynl6anna [yHKrIr4r r4Jrr{

MecrHa aHecrerurrHa 6nora4a (ynoftna).
Ornonrenuero pracr<,/non3a or n3rroJr3BaHero Ha xenapr4H r,pxlnaAa 6rAe BHr4MareJrHo nperleHeHo trpv
rIaIII4eHTpI, C TeHAeHIIl4t KbM KbpBeHe rrJrl{ TaKLrBa CT'C CbrqeCTByBarIU r4Jrr4 noTeHIILtaJrHIl{ MeCTa 3a
KT,pBeHe, KaTO Hanpl4Mep OTBopeHa xepHplfl, IIeIITHqHa t3Ba, HeOfIJIaSnAa, 6alcrepnurcIJ eHAOKapAr{T,
perl,IHonarl4fl, KbpBttqu xeMopol{Ar,r, noAo3r4paHa BbrpeqeperrHa xeMoparrrfl, qepe6panna rpou6osa
H Irlr, sarurarrrrarq a6opr.

MeHcrpyaqwfi a He e nport4BonoKa3aHpre 3a npr,rlo)KeHr{ero Ha xeilapr4H.

Ilpegyupefl(Aenns n npeAna3Hrr Meprrr
fonopere c Barua.s JreKap, npeAr.r Aa v3no.rr3Bare Xelapunyru WZF.

Xenapraul.'r,r WZF rpx6ta Aa ce npunafa c oco6eso BHr{MaHLre or:
- naqr{eHT[, npv KoI{To I{Ma AaHHLI 3iI CBpT,XIryBCTBr{T€JTHOCT KbM HT4CKOMOJTOKyJTHI,I XenapI{Hr,I;
- [aIII4eHTrr cbc 3axapeH gua6e7 npeAllrecrBarqa uera6olarHa aIIpIAo3a, xr4nepKiurr4eMuA) vr]rkr

I{3rIon3BarIII{ ranuft-crxpaHABar\v JIeKapcrBeHI4 npoAJ[(TkI, TT,fi Karo xellapl.{H Mo}ce .qa rroBr{rr[4,
o6raxrroeeuo o6parnuo, cepyMHara KarrrreBa KoHrleHrparlrrJr;

- tIpoAbJIxt4TeJIHo JIeqeHrIe, nopaAkr pucK or rponr6oqrrorreHrrrr (naualeu 6pofi ua
rpolr6oqzrure) unu xunepKzurueMulr,

- rIpoAbJIxIrreJIHo reqeHr.re Ha )KeHr4 naA 60-roAurrrHa B:Bpacr, rropaAn pr,rcK or Kt,pBeHe.
Koncy.nrnpafire ce c Bamus Jrexap, arto ce orHacflTe KbM Hqxoq or ropeo[ucanrrre rpyrrlr.

IIo epetve na ynompedama ua Xenapuny"u IVZF:
- rIpI4 IraqpIeHTI,l, Ha KOI4TO e HanpaBeHa cTIHHZUIHa VJM elll1nypanHa aHecTe3I4Jr e BT,3MO)rCHO

pa3BI4TI,Ie na 6onxa n rsp6a, HapyIIreHI4rr B qyBcrBl4TeJrHocrra r{ Moropr{Kara, HapyrxeHr{f, Ha
rlepkIcrtlJlTllKara Ha Ae6eloro qepBo, KaKTo I{ HapyrrreHwr nT'n Qynr<rglra Ha nr.rKorlHr,rJr Mexyp.
Tesu cur,IrroMl{ Morar ra6r[ar nporBa na o6pasyraH xeMaroM ua rpr6nauuur N{osrr. Axo
BS3HI4KHaT HIKOI4 oT OIII4CaHzTe CLIMIITOMII, ne:a6aenO nU$opuUpafire Barrrns JreKap;

- Bs3MoxHo e Aa ce pa3Brre pe3l{creH'rHocr KbM xe[apr{H - 4erpznzpaua Karo HeaAeKBareH
orfoBop KbM xerraplaH npl{ craHAaprHa Ao3a 3a rrocrr4raHe na neqe6en pe3yJrrar; ToBa ce
ua6mo4ana qecro [pI4 nar\vleHTvl c ocrpo sa6orseaHe , TaKLlBa c 3JroKaqecrBenz sa6orse aHvrg H
rro BpeMe Ha opeMeHHocT r4rrr4 [ocTTpaBMaTHrIeH nepHOA.
rropaApr prrcK or pa3Bwrue na rpolr6oqrlToleHur e r{yxeH KoHTpoJr na 6por ua
BpeMe Ha npoAbJDKaTeJrHo JreqeHpre c xenapr4H; rrplr piBBr{Tr{e Ha
rlpl{Jro)KeHr4ero Ha xenapr{H rpx6ea Aa 6rAe rrpeKpareHo nega6aeno.



npenopbqBar ce Iro-Ht4cKIr Ao3u xenapr4H, Kofaro ce npunara Ha rrarueHTr4 c re)(Ka 6r6peung
ul utu uepuo4po6ua HeAocrarlrrHocr.
npn no-Bb3pa0THr4 ITaqLIeHTV MO)r(e Aa Ce Hanonor HaMzrJIqBaHe Ha.tro3ara.

Ilurfopuaqrlq 3a npoMlaBa;lilre Ha Br,TpemHr{ KaHroJrrr
Burtaru Koraro ce I43IroJI3Ba Xenapunyrvr WZF rpr6n a ra ce ynorpe6rnar acenrr4rrHr4 TexHr4Krr, 3a na ce
us6erue 3aMbpc.f,BaHe.

BaurL|-flr JIeKap nle I43cJIeABa KpbBTa Bu, aro rz3rroJr3Bare Xelaprzrryr.r WZF zalpoMrrBKa Ha rrocraBeHr4
B T{Jroro Brl rcamolu rloBeqe or rler rHr4.
-florraprqoro ce npoMI'IBaHe Ha Karerbp c xenaprrH Mox.e Aa AoBeAe Ao crrcreMeH nport4Boc6cr4pBarrl
eSercr.

Apyrn JreKapcrBa n Xelapnnyrvr WZF'
znQopulrpaftlg Barrrlu JIeKap, aKo II3IroJr3Bare, HacKopo cre r43rroJr3B€uu4 LrJpr e Bb3Mo)KHo ra
pr3rroJr3BaTe Apyrv neKapcTBa.

Xenapuuylt WZF mpnfloa da ce npu.nrcu c ocofleuo BHuMaHue npu
' AsTuKoaryJlaHTHrr-flr eQexr Ha xenapr,rH ce 3acllJrBa or arlerrrJrcaJrrilIznoBa KlrceJrr{Ha.

Senun6yra:oH, I4HAoMeraIIrrH u rpyrkrHCfIBC, AunvpkrAawoJr, AeKcrpaH, errorpocreHoJr,
KJrOrrLrAOrpeJr, TrlKJrorrr4Azu, qeQauan40n, qerforepa3oH, qe$arnop, qesrplraxcoH,
aHrurpou6uu III. IIpu eAHoBpeMeHHa ynorpe6a c KeroponaK r{Ma rroBr4rueH pr,rcK or xeMoparr{f,
(e4uonpenreHHara ynorpe6a Aa ce lts6srBa Aopr4 npn HLrcKr,r 4osv xenapnn). llaqueurr,r, Konro
I43IroJI3Bar no4o6ua neKapcrBeHa rcon6zuaqrarl, Moxe Aa6r,gLar rrocbBerBaHu or rexHr{.rr JreKap,
ra6r4e HaMaJreHa Ao3ara Ha xenapr4H.

' AHtmcoafynaHTHI'IJIr e$erc Ha xenapnH ce HaMuuurBa or: Hr4Tpornr4r{epuH (oco6euo upvJro)KeH
ilHTpaBeHo3no), 4urzrall{coBtl rJII'IKo3ItALr, Terparlr4rurlltrrr, lvrufrn, aHTr4xt4craMr4HHr4 [poAyKTr,I.

' flpu ynorpe6a Ha xenapl{H c unxz6zropr4 Ha aHrr,roreH3nH-KoHBeprrrparrlu-fl eH3rrM (rcouro ce
ITPIdIATAT npH neqeHl4e Ha apTepIIaJIHa XI{nepToHIuUI, HaIIp.9HUUIaIpLIJI, KaIITonpZl) e Bb3MOxHo
I]OKA\IBAHE HA CEP)'MHATA KOHIIEHTFI AL\KIL HA FrAJWIfl .

' flpu eAHoBpeMeHHoro npvJloxceHl{e Ha xerlapuH cbc crpenroKlHa3a(rarro u c Apyrr4
rpou6onzruqlr) ce rroBrzrrraBa pr{cKbr or KbpBeHe.

' E4noBpeMeHHoro npriloxeHile Ha xenapr4H c arIporL.IHI{H Mo)Ke Aa yAIJDKI,I BcI{qKr{ uoKa3areJlr4
Ha KOarynarILroHHr4_S cTaryc.

' fIpo6eHerIHA Mo)r(e Aa [oBr{rrrr{ aHT]aKoafyJrvrpan\Lrs e$ercr Ha xenapr4H.

' Hutcorl4H Mo)I(e qacruuHo Aa [oBJrrure aHTr4KoaryJrvpan\vreQerir Ha xenapaH. llpu rryruava
Mo)Ke Aa ca ueo6xo4uMpr rloBl4rxeHr4 Ao3r4 xelapaH.

Bpeuennocr rr KbpMeHe
Axo cre 6pelreuna unrr KbpMlrre, cM.nrare, qe Mo)r(e Aa cre 6peuenua uru rltraHrpare SpguenHocr,
nocleersafiTe ce c Barrrl4r neKap npeAr4 ynorpe6ara Ha ToBa neKapcrBo.
Jleraprr Mo)Ke Aa rlpeAnl{ne xenapl4H caMo npu onpeAeJreHz crryra:z, cneA BHrrMarenHa rrpeqeHpa Ha
pl{cKa I{ noJl3ara 3a r(eHara. Jlexapcrneu{JlT npoAyKT rprrlna Aa ce npunara c oco6eHo BHrzMaHHe B
Tperl4tr Tpl{Mecrr,p or 6penaenHocrra u B nepLrHurnJrHufl ilepvoA , rropa1r orracHocr or KbpBeHe.
cto6rqana ce 3a HaMiIJUIBaHe Ha KocrHara rrJrbrnocr nplr npoAbJDKr4TeJIHo neqeHr4e c xenapvH rro
BpeMe ua 6pelrennocr. llpe 6peueHuocrla rr cJreA paxrAaHe xeMoparr{rrra Morre Aa [peAcraBJrrBa
rpo6reu.
Begonacnocrra Ha Xelapzuy'nr WZF, uzttotrcBaH 3a BbrperrrHu KaHroJrr rro BpeMe Ha opeueunocr He e
ycraHoBeHa, Ho Karo ce pIMa rIpeABprA r{3rroJl3BaHara Ao3a,ue 6nrpx6n:rno Aa ce oqaKBa Aa
rrpeAcTaBJrrBa onacHocT.

XenapraHynr wZF se npeMVHaBa npes mrarleHTapHata6apuepaLt He ce eKcKperHpa B
KbpMa.

IlloQnpane u padora c MarrrHHrr
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Xenaprarryrvr WZF ne roBru.f,Ba cnoco6nocrra sa uoSupane u pa6ora c Marrrr4Hr,r.

XenapNnyrvr WZF cr.qrpxa 6en:uloB aJrKoxoJr n uarpufi
BeHslanoslaflT aJlKoxon Moxe Aa nptrrrnHkr orpaBsHe Lr {ureprr4qHrl peaKrluu npr4 KbpMaqera }r Aerla Ha
Bs3pacr 4o 3 ro4uun, oco6euo aKo re cavMaJr4peaxqr{u Ha cBpbxrr}tscrBr4TeJrHocr B MrzHaJroro.
flpo4yrmr cbAbpxa 0,219 mmollml (5,04 mg/ml) uarpuit. Tona rp-u6na Aa ce rrMa npeABuA rrprz
rrar\veHTvr, Koaro ca Ha 4vr.era c KoHTpoJrupaHo cbA6p)KaHI{e ua uarpuitt.

3. Kan Aa rr3rroJrsBare Xelapuuyu WZF

Bunaru ugnon:eafire roBa neKapcrBo roqHo KaKTo Br,r e rcasar Bauru-f,T netap. Aro ue cre cr4rypHr{ B
Herlo, nomarafire Barura.fl neKap.

llbr na etse)KraHe
JlexapcrreukIllT rIpoAyKT rpx6ya Aa ce npanara lrHTpaBeHo3Ho t4Jrrr Ha orAeJrHrr 6orryc ro3u, vrv cre1
pa3pe)KAaHe c S%o-e]J piBTBop Ha InIoKo3a utm 0,9%o-eH pa3TBop Ha HaTpI{eB xJropr,rA Ha
rrpoAbJDKL.rreJrHa BeHo3H a ulu.$yzut, znr4 qpes rroAKo)KHo krDKeKTLrpaHe.

floKasano e, rle JleKapcrBeHvtlr npoAyKT Xenapnnyrr WZF e xr{Mt4r{ecK[ r,r Sr,rsu.recrcr,r cra6ranen cre4
pa3TBaptHeAo 1000IU/mlu 100IU/ml c\,9Yopa3TBopnaNaCl wm5%o pa3TBopHarnroKo3alrcrreA
pa3rBap.flHe 5 000 nrrer (sa 4a ce roJtyqa KorrrleHrpaqw I IUlml) c 0.9%o pa3rBop ua NaCl arco e
cbxpaHflBaH npl{ TeMnepurypa rrcA25"C 3a He rroBeqe or 24 uaca. Pa:pexAaHero rpr6na 4a ce
npoBexla Ha MfcTo c KoHTpoJrr4paEM u Burl'4p'I4panlr acenTI,MHI{ ycnoBr.rfi .

O6erurr xerrapuH, uHXeKTupaH rrHTpaBeHo3Ho, He rpx6na Aa HaABr.[uaBa 15 ml.

Trfi raro ,qeftcrnuero Ha xeilapl{H e KparKorpaitno, za npeAnoqr{TaHe e Aa ce nprirara qpe3

I'IHTpaBeHo3nauutyzut rrJlu noAKoxHo, orKoJrKoro rrpe3 nepvoAr{rrHr{ r4HTpaBeHo3HH HH)r(eKqI{r{.

4oszpoexa

IlpoQunaxmuKa Ha danfloxa BeHosHa mpomfiosa u 6enodpo6ua euflonun

Bnspacmau
2'laca npeAorleparl4Bno: 5 000 IU noAxoxcno, [ocJreABaHo or: 5 000 ru rroAKo)KHo Ha BceKr,r 8-12 qaca,
za7-10 4laukl-ltur AoKaro rraur4eHT:br 6r,[e asnucaH.

He ce usHcKBa la6oparopeH MoHrlroplrHr rro BpeMe na rpoQunaKTlrKa c Hr{cKr4 Ao3r{ xenapuu. Aro ce
npeIIeHLI, qe e neo6xoAl{Mo MoHHTopHpaHe, ro rpx6ra Aa ce rr3noJr3Ba H3cJreABaHe Ha a]FIru-Xa
aKTI4BHocrra,rt'ir Karo aKTI4BI,IpaHoro lapqr{aJrHo rpou6oruracrlrHoBo BpeMe (aPTT) He ce yAbJDKaBa
3HaTILIMO.

flo npenae Ha 6peuennocr: 5 000 - 10 000 IU_Ha BcpKr4 72 uaca, rroAKo)KHo, aAanrlrpaHo anpf,Mo APTT
ull.uauru-Xa.

Ilu4ueumu 6 cmapqecKa swpacm
Moxe Aa ce Huuroxrl peAyrlrpaHe Ha Ao3ara u npocJreA{BaHe Ha APTT.

Ieqa
Ilarura npenopbrraHo Ao3r.rpaHe.
JIeq e H ue u a dan 6 o xa mp o m 6 o s a, 6 eno dp o 6 n a etn 6 on un,

Bnspacmnu



Haqalna Ao3a: I{HTpaBeHo3Ho 5 000 IU (1 ml or pasroopa), [pr.r re]ffia 6elogpo6na eir.r6orus Ao3ara
Moxe Aa ce rroBr{rrru ao 10 000 IU (2 ml or pa":rnopa).
flo44rpxarqa Ao3a: 1 000 - 2 000IUlqac rpr4 npoAbJDrr4reJrHa r4HrpaBeHo3Ha uu$yzutrEnr.r 10 000 -
20 000 IU na 12 qaca noAKo)KHo) rrltkr 5 000 - 10 000 IU e4uorcparHa rlHrpaBeHo3Ha aruu4Kaur4l,
ftpuJ]ararrla ce Ha BceK4 4 qaca.

Ilaqueamu 6 cmapqecxa swpacm
flprz lo-srspacrHr{ naqpleHTr4 Morme Aa ce H€IJroxH HaMaJI.f,BaHe Ha Ao3ura.

f,e4a u rbspacmHu c no-Hucno menecHo me?ilo

f,a ne ce npunaza npu nedouoceHu a uoaopodeuu 6e6ema
Haqama Ao3r4poBKa: r4HrpaBeHo3uo ce npr4Jrarar 50 IUlkg relecHo refJro.
Ilo44rpxarr{a Ao3a: 15 - 25 IU/kg rereuro reuo/qac npu lpoAr,Jr]trrrreJrHa r{HrpaBeHo3Ha nnsysur
uttu 250IJJlkg 12 qaca noAKoiKHo, rrJrr4 100 IU/kg reJrecHo rerJro 3a eAHoKparHa ilHrpaBeHo3Ha
aruwrKar\vs., nprzJrararqa ce Ha BceKr,r 4 qaoa,

Jleqeuue aa aecmafwtHa aHzuHa neKm.rpuc, ocmpu neput|epnu apmepuutHu enflonuu

Bnzpacmau
Haqamra Aosa: 5 000 ru LrrrrpaBeHo3Ho;

llo44rpxtarqa Ao3a: 1 000 ao 2 000 IU/qac Karo rrpoAbJDKr.rrenHa r{HrpaBeHo3Ha uu$y:nr unu 5 000 ao
10 000 IU e4norcparHo BbrpeBeHo3Ho rrpr4JrormeHrde Ha BceKr{ 4 \aca.

Ilaquenmu 6 cmapqecwa sffipacm
llpu no-rrspacrHt4 rraqzer{Tr.I Moxe Aa ce HaJroxH HaMaJr{BaHe Ha Ao3ara.

fe4a u stspacmHu c no-HtrcKo meilecHo mezno

fia ne ce nptaraza npu uedouoceHu u aoeopodeau fiedemu
Haqanlua 4osa: 50 IU/kg renecHo rerJro B'brpeBeHo3Ho.

flo4grpxarqa Ao3a: 15 -25 IU/kg renecHo remo/qac Karo [poAbJDKnreJrHa Br,TpeBeHo3Ha uu$yzut
euu 100 IU/kg renecHo rerJro eAHoKparHo BtrpeBeHo3Ho BceKr{ 4 qaca.

Heo6xo4I,Irvr e e)KeAHeBen ra6oparopeH MoHlrropunr (nafi-lo6pe nceru AeH rro eAHo 14 cbrrlo BpeMe,
sanoqnafixl4 4-6 qaca cJreA Hautuloro Ha reqeHuero) lo BpeMe Ha JreqeHue c rrbJrHa Ao3a, c aAarrrupaHe
Ha Ao3ara 3a IroAAlp)KaHe Ha crofinocrra na APTT 1,5-2,5 x cpeAHara crofinocr Ha HopManHras o6xBar
r4Jrrr KoHTpoJrHara crofi uocr.

IlpotlunaxmuKa Ha npucmeHrua mpo"wflosa cned ryatpapxm ua "uaoxapda

Bnspacmuu
12 500 III sa 12 qaca [oAKoxHo B npoAb.rrxeHr{e rroHe na 10 4nu.

Ilaquenmu 6 cmapqecKa sbspscm
Moxe Aa ce HzlJrornpr HaMaJUIBaHe Ha no3ara.

ff a 4u e nmu, no dn o uc en u H a e Kc mp aKop n op orHo xpa e o o 6p at4 e H ue ur u xeno d uan us a

Bnzpacmuu
Excrpaxopnoparuo nprsoo6paueH He

Haqalna Ao3a - 300 IU/kg reJrecHo rerJlo, nocJreABaHa or npoAtJDntlTenHo rrpr4Jro)KeHr4e,
qen Aa rroAAbpn€ ACT s fpaHrlrltr or 400 ao 500 cen.

Xelrorua;rprsa
Haquftlero3a - 1 000 - 5 000 ru.



Ilo44rpxarqa Ao3a - 1 000 - 2 000 IU/qac 3a no4bpl(aHe Ha BpeMe Ha cbcr{pBaHe ual40 Mr.rHyrH.

3a nponueaHe Ha t'bmpeurHu KaHn,nu
Jlelopcrneul4rlr rlpoAlr(T Moxe Aa 6r4e paspe4eH rrpeAr,r ynorpe6a c 0,9Yo pa3rBop Ha HaTpr,reB xJropprA,

(nux pa:4e:r -,,flbr na mnex4aHe").
O6uxHoseuo Marepl,IaJrrr, rofiro ce rsrroJr3Ba 3a npoMt4BKa Ha BbrpecbAoBa KaHroJra r4nr4 Karerbp e

200 ru (nanp. 2 ml 100 IU/ml pasrnop) BceKr4 4,raca r4Jrr{ KoJrKoro ce rd3HcKBa.

4. BrsMoxnlr He)r(eJraHrr p€aKrlu[

Kalcro BcI{IIKI4 JleKapcrBa, ToBa JleKapcrBo Mo)Ke Aa npeArl3BI,IKa He)KeJraHnpea-r.r\Hw, Bbnpexr4 qe He

BCeKr4 rH nOJrJAraBa.

O6u4u

Hafi-qecrare, Ho B rloBeqero crt1y.lm,v Hecepplo3Hrl HexeJraHrl peaxrlr4r4 ca peaKrlr4r{ B Mrlcroro Ha
rrpr4Jro)KeHr{e.

Ycnoxnenras c KbpBeHe cr,tuo Morar Aa Bb3HrrKHar.

Ilpe,4uanranaHa or xerapr{H rpou6oqzrorerurrr rlrn II ce na6mo4ana pJrAKo (< Ill000), no rasu
He)KeJraHa peaKrlr.rr Mo)Ke Aa craHe cepr{osHa. T.f, ce cqr{Ta 3a peaKrlr{r Ha cBpbxrryBcrBr4TeJrHocr,

Me4l,zi'4paHa or cneqr.rSutrHr{ arrrr4rena. 3a no4po6nocu{ BtDKTe rro- AoJry.

Bt'sN,{o}(Hure He)KeJraHrire peaKrII4I{ ca npeAcraBeHr4 B cborBercrBr{e rfxHara qecrora, KaKTo cJIeABa:

Muoro qecrr4 (> 1/10)
r{ecru (> 1/100 ao < 1/10)
Heqecru (> 1/1,000 ao < 1/100)
Pe4xz (> 1/10 000 to < 1/1 000)
Mnoro peAKr4 (< 1/10 000)

Mnoro qecrr,r

- B 3aBprcuMocr or Ao3ara, yBeJrrueHa rlecrora Ha KbpBeHe, oco6t:no KT,pBeHe or Kolrara,
Jrr4faBArIr4Te, pzHvr, B cToMarrlHo-rlpeBHr,ur TpaKT, tII{KoqHuTe nbTr{IIa L IIoJIoBaTa cIIcTeMa.

YcnoxHenrEs c KbpBeHe Morar Aa 3acerHar H opraHn Karo Mo3bKau6etwne,upo6ore.
- flosulxeHrr HI{Ba Ha cepyMHnre rpaHcaMnna-:u (AST, ALT), farvra-fq/raMnnrpar.cav'prma3rra,

JlaKTarAexuAporeHa3araprrv[ra3ata, Koltro ca o6paruuwu6ez ]srr4HrzrrHo 3HaqeHI,Ie.

r{ecru

- B HaqaJloro Ha JreqeHr4e c xenapl{H JreKa npeArl3BrlKa}ra or xerrallr4H rpou6orryrorreHu{, He

MeAI4pIpaHa or aHrrrreJra (6poft na rpou6oqvrrvtre 100 000 - 150 000 Hil Mr,rKponr.rrrp), 6es rpona6osa.
- Mecrnz rrKaHHlr peaKrIIrI4 B ]\trf,croro Ha rlpprJroxeHl4e Karo BTBr)pA{BaHe, 3aqepBrBaHe,

o6eqn eun an e v Har:BpBauus.

Heqecrra
- CucreMHI,I afleprurrHr{ peaKrlr{z, BKJrrolrBarqu raAeHe, tlano6onzre, rroBnrrraBaHe Ha

TeMrleparypata, 6onna n rpafrnruc, yprr4Kapus, noBpbulaHe, crpSem, 3aA)ix, 6porrxocna"a:su,
IIOHtDKaBaHe Ha KpbBHOTO HilrrrfaHe, peaKrlprr4 Ha JroKiurHa pr cHc,TeMHa cBpbxrryBcTBI{TeJIHocT,

BKJrrOqBaruu aHraoeAeM.
- flpexoAHa aJroneqraJr, HeKpo3a Ha Ko)Kara.

Pe4ru
- Texcra npeAH3Br4KaHa or xerraprrH, MeAr4r4paHa or arrrrrreJra rpou6oqzroneHrrt

rpou6oqvronenux), BTDKTe uogpo6nocr[ ilo-AoJry.

(



- XenapplH Moxe Aa npeAH3BI{Ka xlrloanAocrepoHusbM, BoAerq 4o uera6orvrrHa arytnosakl
xrlnepKanl'Ieltur, oco6euo npu naqueHTl,r c yBpeAena 6r6peuna $ynrqzr unu Ina6er.

Mnoro peAKr,{

- AuaQrrJIaKTIrIIeH lror, oco6eHo npu coacu6urtuzvtpaHurralllreHTv, noJ5lraBurnv lpcArl xenaprzH
Haqano Ha rurr II rpona6oqzrorreHrur crc ga6as-f,He Ao rr{KonKo ceAMr4qr4 cneA Kpa.rr Ha
rrpvno)KeHr.Ie Ha xenapuH.

- CraoB crrur3bM.

- flpuarrr{3bM.
- Kanql4Ho3a Ha Mscroro Ha I{H)KeKTapaHe, [per,rMJ.rrlecrBeHo rrprr naqrreHrpr c re)r(Ka 6r6peuua

He.[ocTaTsqHoCT.

Moxte Aa ce IIO{BH ocreonopo3a cJIeA npoAbJDKr4TeJrHa ynorpe6a (nreceqa), oco6eno lrpu BrrcoKrr Ao3r{
t4 TIyBcTBI{TeJrHI{ naIII4 eHTIt.

Zu0opllauplx ga nsKou He)KeraHz rerapcreeHr,r peaKrlran
IlpeduseurcaHa om xenopuH mpou1o4umoneHut mun II
Terrxa npeALI3BkIKaHa or xerrapuH, Mel.vrvrpaHa or aHTVTena rpou6oqvrorreHr4rr (ran II
rpou6oqzroneHu.r) ce xapaKTepvsnpa c 6pofi na rponr6oqrrrLrre3HaqvreJrHo nol 100 000 na
Ml'IKponarbp vrrv 6r'pso HaMiIntBaHe Ao no-M€lJrKo or 50% or nbpBoHarraJrHara croftuocr u
rlpI4ApyxeHa or aprepl4UrFIvlrurn BeHo3HI4 rpou6osu utu etvr6otu3bM, KoHcyMaruBHa Koaryronarr4s,
KonGrI{ HeKpo3I4 B Mrcroro Ha I4DKeKTI,rpaHe, TorIKoBt4AHpI KpbBolaglrLrBu (nerexr,u.r), I,r KarpaHeHo rrepHr,r
rrcnpiDKHeHHt (nleneua). llporunocrcplpBalllr4Jrr eQercr Ha xenapr{Ha Mo)Ke 4a 6t4e orcna6en.
rlpu naqueurkl cr'c cbilIecrByBarrlannpeArcBpbxrryBcrBr{TeJrHoor KbM xenapr4H, HaMzurqBaHero Ha
6pol ua rpolr6oqurure rvrrltqHo 3arroqBa MexAy 6 lo 14 AHr,r cJreA 3arroqBaHe JreqeHue c xenapr4H.
flpu laqvlenrra cbc cbqecrByBan\acBpbxlryBcrBr{TeJrHocr KbM xcnapuH, TaKoBa HaMa.JrrrBaHe Mo)Ke Aa
3anoqHe orqe cneA H{KOTKO qaca.

Ilpznorxenuero Ha xerrapl,IH rpr6na ga 6rge npeKpareHo nesa6aeHo npu no;rBara ua rpou6orrr4To[eH]rfl
rzl II. Cnennoro reqeHue 3aBncv or xapaKTepa u rexecrra Ha cr4MrrroMr4Te.

IIpIE usnonsBaHe Ha pa3TBopa 3a rIpoMI4BKa Ha BbrpelxHll KaHroJIr.r B HrMa BepoflTHocr HrrcKHTe HrrBa Ha
xeilapr{H, AocrvranlH KpbBTa Aakwlur clrcreMHo qeficrnae. Bce nalc r.rMa peAKH cro6rqeurax sa
I4MyHoMeAI'rvpaHa rporvr6oqurorleHHil u rpou6osa [pr4 [aqt4eHTr4, nonyqaBarrlrl xenapr4H. Peaxquu na
cBpbxqyBcrBl'ITeJrHocr KbM xenapl4H ca peAKI4. Te nxnroqsar yprvnapvl', KoHroHKTprBLrr, pvturltr) acrMa,
I-lI4aHo3a, Taxl4flHe.fl, rtyBcrBo sa oppressiotl, TpecKa, TpbnKH, arrrploHeBporr4qeH eAeM Lr aua$unarrrueu
IIIOK.

Cro6rqanane Ha He)ReJraHH peaKrlrru
Axo norDruure HTIKaKBII HetKeJIaHI{ JIeKapcrBeHr4 peaKqr4z, yBeAoMere BamusneKap unu Qapuaqerr.
Tona sKrloqBa Bcrrrrrl{ Bb3MoxH}r, Heolrr{ciaHrr B TaguJrlrcroBKa He}I(eJIaHI{ pea1r{I,il,I. Moxere cbrllo Aa
cro6rqzre He)I(eJIaHI{ peaKqrrl4 AIzpeKTHo .rpes Haqr{oHurHuracr.rcreMa sa cro6rqanaHe, nocoqeHa B
IlsrrrHarerHa areHrlr4Jr rro JreKapcrBara
yl. ,,fiatvuu fpyen" J\b 8

1303, Co$r.r.r

Ten.: +35 928903417
ye6caitr'. www.bda.bg
Karo cr,o6rqaBare HelmeJraHr4 peaKIIr,rH, Moxere Aa AaAere cBor npr4Hoc 3a rroflyrlaBaHe Ha troBeqe
zu$oplraqafl orHocHo 6esonacHocrra Ha loBa neKapcrBo.

5. Karc 4a cr,xpaHqBare Xenapunyu WZF'

.{a ce crxpaHaBaHa Mlrcro, HerocrbnHo 3uL Aeqa.



.{a ce crxpaHxra no4 25oC.
cneg ulpnoHarluulHo OTBap.[He $lar<ourr Aa ce csxparrrrBa B xJraAHJrHr4K (2"c -g.c) ue nopeue or 3
AErr4.

cne4 paspexAaHe Ha neKapcrBeHl4fl rrpoAyKr c o,9%opa3rBop ua Nacl wm Syop-p Ha rJrroKo3a,
pa3TBopbr Mo)Ke Aa ce cbxpaHtBa 3a He rroBeqe or 24'aacanpr{ TeMrreparypa no4 25oc.

He 
'nsnorsnafire 

rona Jle*apcrBo cneA cpoKa Ha roAHocr, or6enf,saH Bbpxy KaproHeHara orraKoBKa.

He zsxerplxfire nercapcreara B KaHaJl[3ajJknffarrJrr4 B KoHTefiuepa 3a AoMarxHr{ ornaAbu{. -flonnrafireBatrrsq Qapvraqeer KaK Aa ItxBbpJltre Jle*apcrBar4 Kot4To Beqe He rr3noJr3Bare. Tesa MepKr{ ,,.eclroMouHaT 3a OIra3BaHe Ha oKoJrHaTa cpeAa.

6. Cr4rpxan[e Ha orrarcoBnara n Ar)rrbJrnrrreJrHa nneopuaqnn

Karcno cbAbp)r(a Xenapnnyrvr WZF
- ArruBHoro BerlecrBo e: xenapr4H Harpufi 5 000 IU/ml- IlouorqHlr BeruecrBa:

Harpraen xJropHA
Beugznos aJrKoxoJr 9 ms/ml
l\Yo uurpue" 

""4po*."!BoAa sa r4rDKeKukrr4.

p1l(a orIaKoBKaTa
TAUJWT f,pKo 3eneHa npo3paqHa TeqHocT.
prfi.
u Qnarconu or 5 ml, xaro 1 ml cr4rpxa 5 000 ruxenapr4H uarpuit.

Kaproueuara orraKoBxa cbAbp)Ka 10 $naxona.

lpurexareJr Ha pa3pemeHrrero sa yuorpe6a tr [poa3BoArrreJr
Warsaw Pharmaceutical Works polfa S.A.
Karolkowa Str.22124
0I-207 Warsaw, flonla

3a AolrmrureJlHa zu$opuaqu.r orHocHo roBa JreKapcrBo, MoJUr, oBbpxere ce c roKzuIHI.s
npeAcraBr4Ten Ha npuTe)KareJr.[ Ha pa3perleHrrero ea ynorpe6a.
TII,,3. (D. flolSapua"
Co$nx, 1734, CrygerrrcKr4 rpaA
6yn. ,,CutleoHoBcKo moce,. 83, er. 6, o$uc 10
Tet.:021440 0 843
offi ce. b g@p o lp harm a. clm
www.polpharma.com

{ara na [ocJreAHo rrpepa3rJrexAarre Ha Jrr{croBxara: 15.07.2015




