JIncroBka: HHpoOpMaLIHA 32 NALHEHTAa

Xenapuaym WZF S 000 IU/ml nHKeKUHOHEH pa3TBOp
Heparinum WZF 5 000 IU/ml solution for injection
XenapuH Hatpuil (Heparin sodium)

[IpoyeTeTre BHHMATEJHO LSAJIATA JHCTOBKA, MpPeAH Ja 3an04YHeTe Ja H3MO0J3BaTe TOBA JIEKAPCTBO,

ThH KaTo TH ChAbpP:Ka Ba>KHa 32 Bac uHdopmauus.

- 3anasere Ta3u JUCTOBKA. MoOXe Oa ce HaloXKHM Aa s Mpo4eTeTe OTHOBO.

-  AKO UMaTe HAKAaKBM AOIMBJIHUTEIHHU BBIPOCH, nonuTaiiTe Bawus nekap win gpapMauesr.

-  ToBa nekapcTBO € npeanucaHo eAMHCTBEHO U JIMYHO Ha Bac. He ro npeorcrbnBaiiTe Ha apyru
xopa. To MOXxe 1a UM HaBpeaM, HE3aBUCUMO Y€ NMPU3HALMTE HA TAXHOTO 3a00/ABaHE Ca CHIIUTE
kato Bamure.

- AKO noJIyyMTe HIKaKBH HEXEJIaHHU JIEKAPCTBEHHU peakluy, yBeaoMeTe Bawuus nekap wiu
(papmaneBT. ToBa BKJIIOUBA U BCUYKH Bb3MOXXHU HEXETAHU PEeaKkLMH, HEOMMMCAaHHU B Ta3H JIMCTOBKA.
Buxre Touka 4.

—— i —
ASHTLTHUTE/THA ATEHUMA NO NEKAPCTBATA

Kakso CbABLPKa Ta3H JIHCTOBKA
Jluemobka [Mpunoxenue 2

1. KakBo npencrasnsiBa XenapuHyM WZF U 3a KakBO C€ U3MO0JI3B

2.  Kakso Tps0Ba na 3Haere, npeau aa usnonssare XenapuiymM WAk, . o . o VRSLY Wa MI¢

3. Kak na u3nonssare Xenapuiym WZF et
4.  BB3MOXKHHU HEXEJAHH PeaKLHu Faspewerue Ne ] 1 -05- 200

5.  Kak na cexpanasare XenapuHyM WZF BG/MA/MP ... éJ i, ssvalisg O sk
6. CbabpkaHUE Ha ONaKOBKaTa U JOIMBJIHUTENIHA HH(OpMaLIKA I

1. Kakso npeacrasasisa XenapuHiym WZF u 3a KakBoO ce H3M0./13Ba

JlekapcTBEHUAT NpoAyKT XenapuHyM WZF cbabpka HepakLIMOHUPAH XerapuH, KOUTO NMpUTeXasa

npoTHBOCHCcUpBaLl edekT. Toi ce u3non3sa rnpu:

- npodunakTUkKa Ha AbJ100Ka BEHO3Ha TpoMOo3a u 6enoapobeH eMOOIN3bM;

- JedYeHHue Ha abpiaboka Tpom003a, OesmoapobHa eMOOIHA, HECTAOWTHA aHI'MHA MEKTOPUC, OCTpa
nepudepHa aprepuaiHa eMOOHA;

- npodHIaKTHKA Ha MPUCTeHHA TpomMOo03a cnen HHPAPKT Ha MUOKapAaa;

- Onepaluy C eKCTPAKOPNOpPaTIHO KPbBOOOpaILlEHHE U IIPH XEMOAHATH3A;

- MPOMHBKA U M3IJIAKBAHE Ha BTPEIIHATA YacT Ha HHTPABEHO3HU KaTETPH M KAHIOJIH (XUPYPrHYHH
BHIOBE TPbOHYKH) 32 CHT'YPHOCT, 4e HAMaA Ja ObaaT 6;10KHpaHu 10 BpEME Ha U3MOJI3BAaHETO HM;

- NHArHOCTHKA U JIeYeHHE Ha OCTpa U XpPOHUYHA KOHCyMaTuBHa koarynonarus (Hanp. JJUK

CHHIPOM — JHCEMHHHpaHa MHTPaBacKyJ/JlapHa KoaryJaLus).

2. KakBo TpsiOBa 1a 3HaeTe, npeau Aa ninoa3pate Xenapuuym WZF

He n3noassaire Xenapuuym WZF npu
- CBPBXYYBCTBHUTEIHOCT KbM X€NapHUH WK OEH3UJIOB aJIKOXOJI MJIM KbM HAKOE OT ITOMOILIHUTE
BELIECTBA Ha MPOAYKTa;

B cnyuait Ha MHTpaBEHO3HO MJTH MOJAKOXHO NPUJIOKEHHUE — He u3nonspaiTe XenapuiyM WZF npu:

- npexJeBpeMeHHO poaeHHu 6ebeTa UM HOBOPOAEHHU (ChaAbpka OEH3UIOB aJIKOXO0J1);

- XeMOGHUIUA WK ApYyry pa3TpOHCTBA HA KPBbBOCHCHPBAHETO, C M3K/IIOYEHHE HA NHCEMHUHHpaHa
MHTpaBackyJjapHa koarynauus (JAUK);

- ChILIECTBYBAILA WK NpenuilHa TpoMbouuToneHus (HaMaieH Opoil Ha TPOMOOLIMTHTE); psaKaTa
MosiBa Ha KOYKHA HEKpOo3a Yy MaluUeHTH, MOJYYUIIH XENapuH € MPOTUBOMNOKAa3aHHUeE 3a I0-
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HaTaThbIIHA YNoTpeda Ha JIEKapCTBOTO KAKTO MOAKOXHO, TaKa ¥ 110 HHTPaBEHO3€H ITbT, MOpaau
PUCK OT TPOMOOLIUTONEHHUH.
- TE€XKH 4epHOAPpOoOHH 3a00naBaHuA (BKJI. BAPULIM HA XpPaHOMNPOBOaA);
= nypnypa,
- aKTUBHA TYOEpKYJ103a;
- TeXKa apTepHaliHa XUNEePTOHHUS;
- MOBHUILIEHA KallWIApHA NMPONYCKIUBOCT;
- H3BEHAa B MUHAJIOTO TPOMOOLIMTOIEHHS;
- TE€XKKH TPaBMH;
- MalMeHTH, KOHCYMUPpALLH r'oJIEMH KOJIMYECTBAa AJIKOXO0J, KOMTO Ca YyBCTBUTEIHH KbM
J1€KapCTBOTO UJIK KBPBAT aKTUBHO.
[Topagu BepoATHOCTTA 32 M0siBa HA CIEAO0NEPaTUBHO KbPBEHE, MPHUII0KEHUETO HA XEMAPHH €
MPOTUBOIIOKA3aHO MPH ONepauuM B opTanimMosioruara. I'si Kato ChLUECTBYBA OCOOEH PUCK KBM
MOCTONEPATHBHO KbPBEHE, XENMapHH € NPOTHBOMOKAa3aH MpU onepauuy Ha riilaBHUs U rpbOHaYHUA
MO3bK, ITPU MPOLIEAYPH HA MECTA, KbAETO CHLIECTBYBA PUCK OT KbPBEHE, MPH MMALAEHTH, KOUTO CKOPO
ca MpEeTbPNENIH XUPpYpPruyecka onepauys ¥ Npy NauMeHTH NoJI0KEHU Ha JTyMOaiHa My HKLUMA WK
MEeCTHa aHecTeTU4Ha Onokana (yrmnoika).
OTHOLIEHHETO PUCK/MO3a OT U3MOJ3BAHETO HA XENapuH TpsA0Ba Aa Obae BHUMATENHO NPELIEHEHO MPH
NalydeHTH, C TEHAEHLUS KbM KbPBEHE WJIM TAKMBA CbC ChLUECCTBYBALLM WM MOTEHLMAIHUA MecCTa 3a
KbpBEHE, KATO HarlpuMep OTBOPEHA XEePHHS, NeNTUYHa A3Ba, HeoI1a3Ma, OaKkTeprUalieH eHIOKapIMT,
PETHHOMNATHSA, KbPBAILM XEMOPOHIH, MOA03UPaHa BbTpeUYepenHa Xxemoparus, uepedpaida TpoM003a win
3arsiamBaiy abopr.

MEHCTP}’BL[HHTH HE € MPOTUBOIIOKA3aHHE 3a IMPUIIOKECHHUCTO HAa XCIIapHH.

[IpeaynpexaeHus H Npeana3Hy MepKH
["'oBopeTe ¢ Bawus siekap, npeau aa usnonssare XenapuHym WZF.

Xenapuuym WZF tpsabBa na ce npunara ¢ 0COO€HO BHUMaHHUE OT:

- MaLMUEHTH, TPU KOUTO UMA IaHHHU 3@ CBPbXYYBCTBUTEIIHOCT KbM HUCKOMOJIEKYJIHH X€IMapHHHU,

- MaLMEHTH ChC 3axapeH auadeT, npeauecTnaila MeTaboNnUTHA alKMa03a, XUNEPKATUEMUA, UITH
W3MON3BAILM KAJTUN-CbXPaHABALLM JICKAPCTBEHU MTPOAYKTH, Thl KATO X€NMapHH MOX€E /a MMOBHIIIH,
OOMKHOBEHO 00paTUMO, CepyMHaTa KalueBa KOHLEHTpaLus,

- MPOABIKUTENHO JIEYEHHE, MOPAAH PUCK OT TpoMOOLUTONEHHUs (HaMaieH Opoit Ha TPOMOOLIUTHTE)
UK XHUITEpKaTUEMHS;

- MPOABDKUTEITHO JIEYEHUE Ha XEHU Hala 60-roguiuHa Bb3pacT, MOpaau PUCK OT KbpPBEHE.

Koncyarupaiite ce ¢ Bamus jgekap, ako ce 0THACATE KbM HAKOA OT rOpeonHCaHHTe rPynH.

ITo epeme na ynompebama na Xenapunuym WZF:
- MpU MaUUEHTH, HA KOUTO € HallpaBE€Ha CIIMHATHA WM €NMUaypaliHa aHeCTE3Us € Bb3MOXXHO

pa3BuTHe Ha 60Jika B rbpba, HapyLUEHUs B YyBCTBUTEIHOCTTa U MOTOPHKATa, HapyllIEeHHA Ha
MepUCTaJTHKaTa Ha 1e0e/I0TO YepBO, KAKTO M HapyLUCHHWS BbB QYHKLHATA HA MTHKOYHHUA MEXYP.
Te3u cumnToMu Morar aa 6baar npossa Ha oOpa3syBaH XeMaToM Ha rpbOHa4YHHA MO3BK. AKO
Bb3HHUKHAT HAKOM OT OMMCAHUTE CUMNTOMHU, He3abaBHO UHOpMHUpaiiTe Balus iekap,

- Bb3MOXXHO € Jla C€ pa3BHe PE3UCTEHTHOCT KbM XeNnapHuH — Ae(prHUpaHa KaTo HealeKBaTeH
OTrOBOp KbM XEMapHWH NpH CTaHOapTHa 4032 3a [NOCTUraHe Ha ne4edeH pe3yJsiTarT; ToBa Ce
HabJIrogaBa YeCTO MPH NMalKMeHTH ¢ OCTpo 3aboJisiBaHe, TaKKMBa C 3710Ka4e€CTBEHH 3a00/I9BaHHA U
Mo BpeMe Ha OpPEMEHHOCT WIH MOCTTPaBMaTH4Y€eH NEPHO.

- opasii PUCK OT Pa3BUTHE HA TPOMOOLMTONEHUS € Hy)KEH KOHTPOJI Ha Opos Ha TPOMOOLIUTHUTE MO
BpEeMeE Ha MPOABDKUTETHO JIEYEHHE C XEeMapuH; NPU pa3BUTHE HA TPOMOOLIUTONIEHMUS,
MPUIOXKEHUETO Ha XenapuH TpsabBa aa Obae npekpaTeHo He3abaBHO.

- Mpenopb»4YBaT C€ MO-HUCKH JO03M XEeNapHH, KOraTo ce Npujiara Ha MaLMeHTH C Texka ObOpedyHa
W/WIH YepHOAPOOHa HEJOCTATBEYHOCT.

- IpH NO-BB3PACTHHU MALMEHTH MOXE J1a Ce HAJIOXKH HaMallsiBaHe Ha no3ara.




Hudopmauusa 3a npoMHBAHE HA BbTPELIHH KAHIOJIH

BuHaru koraTto ce u3nosnspa XenapuHym WZF TpabBa na ce ynoTpe0saBaT acernTUYHU TEXHUKH, 3a Ja ce
n30erHe 3aMbpCsBaHe.

BaiwuusiT nekap e u3cnensa kpbera Bu, ako usnonssare Xenapuiym WZF 3a npoMHBKa Ha MOCTaBEHH
B TAJIOTO BHU KaHIO/IM MOBeYe OT MET JHM.

[ToBTapsAIMIOTO C€ NPOMMBAHE HA KAaTEThpP C XEMapyUH MOXeE a JOBENE 10 CHCTEMEH NPOTHBOCHCHPBALLL
edexr.

HApyru gekapcTBa H Xenapuuym WZF
Undopmupaiite Bawus nekap, ako H3NoJ3BaTe, HACKOPO CTE U3IOI3BAIH HIIH € Bb3MOXXHO J1a

M3MO0JI3BaTe APYrH JIeKapCTBa.

Xenapunym WZF mpabea oa ce npunaza ¢ ocobeno 6Humanue npu

. AHTHKOAryJIJaHTHUAT €(EKT Ha XEerapuH C€ 3aCKWiBa OT aLeTUICATULIMIIOBA KUCENHHA,
¢enundyrazoH, unagoMmeTauus U apyru HCIIBC, nunupuaamon, nekcrpaH, €nonpocTeHo,
KJIOMUAOrpeSi, TUKIONUAWH, uedamannon, uedonepason, uedaxknop, uehTpuakCoH, aHTUTPOMOUH
[11. IIpu enHOBpeMEHHa ynoTpeda ¢ KeTopoJaK MMa MOBUILIEH PUCK OT XeMoparus
(enHOBpeMeHHaTa ynorpeba na ce u3dArea OpPH NMPH HUCKH 103U XenapuH). [TauueHTH, KOUTO
M3MO0JI3BAT NMoaoOHa iekapcTBeHa KOMOUHaIsA, MOXe na ObAaT NOCHBETBAHM OT TEXHMUS JIE€Kap,
na Obe HamalieHa 103aTa Ha XenapHH.

. AHTHKOAryJIJaHTHUAT €(DEeKT Ha XelMapHH Ce HaMaJlsiBa OT: HUTPOIIHLEPHUH (0COOEHO MPHUITOXKEH
MHTPABE€HO3HO), JUrHTAIMCOBHU INTUKO3UAH, TETPALUMKIUHH, XHHUH, aHTUXHCTAMUHHH NTPOAYKTH.
. [Tpu ynorpeba Ha XenapuH ¢ HHXUOUTOPH HA AaHTHOTEH3WH-KOHBEPTUPALLUA €H3UM (KOUTO Ce

[pyjarar rnpy J€4€HHE Ha apTCpHaiHa XUINICPTOHHUA, HAIIP.CHAJIATNIPHII, K&HTDHPHJ’[) € Bb3MOMXHO
MoKa4YBaHE Ha CEpyMHATa KOHLUCHTPALUA HA KaJIHA.

. [Ipy eqHOBPEMEHHOTO MPUIOKEHHE HA XEMapyH CbC CTPENTOKHHA3A (KaKTO U C JpYTH
TPOMOOJUTHIIM) C€ MOBHUILLIABA PUCKBT OT KbPBEHE.

. EnHOBpEMEHHOTO NMPUJIOKEHHE HA XENMapuH C allpOTHHHH MOXKE 1a YABJDKH BCHYKH MOKa3aTes Iy
Ha KoaryJlauMOHHUA CTaTyC.

. [IpobeHeunn MoXKe Aa MOBUIUM aHTHKOAryaupauius eQeKkT Ha XenapHH.

. HuKOTHH MOXX€ YaCTHYHO [1a MOBJIMAE aHTUKOArynupauus epekT Ha xenapuH. I1pu mymayu

MOJXeE 1a ca HeOOXOIUMH MOBHUILEHH J103H XCIapHH.

bpeMeHHOCT H KbpMeHe

AKO cTe OpeMeHHa WIH KbPMHTE, CMATATe, Ye MOXKe [1a cTe OpeMEHHa WK TU1aHupaTe OpEMEHHOCT,
nochbBeTBaiTe ce ¢ Bammus nekap npeau ynorpedara Ha TOBa JIEKapCTBO.

JlekapAT MOX€ [a NMpeanuile XernapuH caMmo IMpH ONPEAEIEHH CIy4aH, cjiell BHUMAaTeIHa MPeLeHKa Ha
PHCKa M 10J13aTa 3a keHarta. JlekapCTBEHUAT MPOAYKT TpAOBa Aa ce npusiara ¢ 0COO€HO BHUMaHHUE B
TPETHS TPUMECTHP OT OPEeMEHHOCTTa U B NEPUHATAIIHHUSA NIEPHUO/I, TOPaAH ONMACHOCT OT KbpPBEHE.
Crpobuasa ce 3a HaMaJIfBaHe Ha KOCTHATA IUTBTHOCT MPH MPOAB/DKUTEIHO JIEYEHHE C XEIapHH 10 BpeMe
Ha 6peMeHHOCT. [Ipe3 GpeMeHHOCTTa U ciell pakaaHe XeMoparusaTa MoXe Ja NpeAcTaBlsaBa npobiem.
BesonacHoctTa Ha XenapuHyM WZF, H3non3BaH 3a BbTPELUIHH KaHIOJIH 110 BpEME Ha OPEMEHHOCT He €
yCTaHOBEHA, HO KaTo ce HMa NMpeABUI M3MoJI3BaHara 103a, He 61 TpsAbBasio a ce 04akBa 1a

npeacrasjisiBa OMaCHOCT.

Xenapunym WZF He npeMHHaBa npe3 naLeHTapHara Oapuepa v He ce eKCKpeTHpa B MaiiuHaTa

KbpMa.
BixTe cblo HHpOopManmaTa no-nony B “XenapunyM WZF cpabpika O€H3UIIOB alkOX0J1 M HATPHA .

Lllopupane u padora ¢ MAILHHH
Xenapunym WZF He noBnusBa cnocobHoCTTa 32 WwogpupaHe U padoTa ¢ MalllMHH.

Xenapuuym WZF cbabpxa 6€H3HJIOB aJIK0X0J H HATPHH
Tosa nexkapcTBO ChABPkKA 9 mg GeH3UI0B ATKOXO0J BBB BCsAKa 1 ml, KOMTO ca €eKBUBAJICHTHH Ha
45 mg/5 ml. BeH3uIOBUAT AJIKOX0JI MOXE 1a MPUYHHU aIEPrHYHH PEAKLHH.




bEeH3UIOBHUAT AJIKOXOJT C€ CBBP3Ba C PHUCK OT TEXKHU HEXEJIAaHU PEaKLIMH, BKJIIOYUTEIHO MpobsieM

C AvIIaHeTo (HapeyeH “CHHAPOM Ha 3aJyllaBaHe”) Npy MaJIk4 geua. [la He ce npuiara npyd HOBOPOIEHU
(Ha BB3pacT 10 4 ceAMHULIHM) - BUXKTE no-rope ,,He usnonzsaire Xenapuuym WZF*,

Jla He ce u3MoJ3Ba 3a noBeye OT €1HA CeAMHLA NMPH MaNKH aeua (Ha Bb3pacT noj 3 roAMHH), OCBEH aKo
HE € npenopbYyaHo oT Bamusa nekap.

Ob0bpHeTe ce KbM Baluus nekap win ¢papmaleBT 3a CbBET, aKo cTe OpeMeHHa, KbpMadKa, WM aKO UMaTe
3a00/1sBaHe Ha ObOpeuuTe WIK YepHUs Apo0, 3a110TO roJIeMH Konu4vecTBa OEH3UI0B aJIKOX0J1 MOrar Aa
C€ HaTpyImnar B opraHu3Ma Bu U MoXke 1a MpUYMHAT HeXeJlaHa peaklusa (HapeyeHa ,,MeTa00JIMTHa
auuaoo3a‘).

Tosa nekapcTBo cpabpxka 26,65 mg HaTpUil (OCHOBHA CbCTAaBKa HAa roTBapcKaTa/Tpane3Hara coJ1) BbB
BCeKH 5 ml. ToBa KOJIMYECTBO € eKBUBAJIEHTHO Ha 1,33% OT nNpenopbYUTEIHUSA MAaKCUMaJIeH IHEeBEH
XPaHUTEJIEH [IPUEM HA HATPHI 3a Bb3PACTEH.

Tosa nekapcTBo MOXe na ce paspexaa. CbabpXaHUETO HAa HATPUI B pa3TBOPHUTES TpsOBa na ce uMa
MpeaBUI, KOraTo ce npecMaTa O010TO ChbAbPKaHUE HA HATPUI B MPUIrOTBEHUA Pa3TBOP Ha NMPOIYKTA.
3a no-noapoOHa UH(GOpPMaLIMS OTHOCHO CHABPKAHUETO HA HATPHUI B pa3TBOpa, H3MOJI3BAH 3a
pa3pexJaHe Ha NpPOoAYyKTa, OTHECETE Ce A0 KpaTKaTa My XapaKTepHUCTHKa.

3. Kak na n3noaszpare Xenapuuym WZF

BuHaru u3non3BanTe TOBA JIEKAPCTBO TOYHO KaKTO BH € Ka3zan Bamuar nekap. AKO HE CT€ CUTYPHH B
Hello, nonuraire Bamus nekap.

[I5T Ha BbBEX1aHE
JlekapCTBEHMAT NPOAYKT TPsAOBa a Ce npujiara HHTPaBeHO3HO WJIM Ha OTAENIHH 00J1yC [03H, WIM Clie]

paspexnane ¢ 5%-eH pa3TBop Ha riioko3a unu 0,9%-eH pa3TBOp Ha HATPUEB XJIOPUA Ha
NPOABb/DKUTEIHA BeHO3HA UH( Y3, WK Ype3 MOAKOXKHO HHXKEKTHpaHe.

[Toka3zaHo e, 4ye nekapcTBeHUAT NpoAyKT XenapuHyM WZF e xuMuuecku U PpU3NYECKH CTaOuIeH cief
pastrBapsiHe 10 1 000 [U/ml u 100 1U/ml ¢ 0,9% pa3rsop Ha NaCl wiu 5% pa3rBop Ha riroko3a U clieq
pastBapsHe 5 000 nbTH (3a aa ce noayuu koHueHTpauua 1 IU/ml) ¢ 0.9% pa3zrBop Ha NaCl ako e
CbXpaHsBaH NpHu TeMneparypa noa 25°C 3a He noBeye oT 24 yaca. PaspexnaHero TpsaOBa aa ce
MpOBEX/J1a Ha MACTO C KOHTPOJIMPAHU M BaIMAMPAHHU ACENTUYHH YCJIOBHAL.

O0emMBbT XEnapuH, MHXEKTUpaH UHTPAaBEHO3HO, HE TpAOBa na HaaBuiuaea 15 ml.

Tt KaTO NEHCTBHETO HA XEMapHUH € KpaTKOTpanHo, 3a NpeArnoYnTaHe € 1a ce nmpujiara 4pes
HHTpaBEeHO3Ha HH(DY3US WM MOJAKOXHO, OTKOJIKOTO Ype3 NMEPHOAHYHH HHTPABEHO3HH HHIKEKLIMM.

J103upoBKa

Ilpogunakmuxa na ovn60ka éeno3na mpombosa u benoopobrna embonusn

Bwv3pacmnu
2 yaca npenoneparuBHO: 5 000 IU noakoxHo, mocneasano ot: 5 000 IU noakoxHO Ha BCekH 8-12 Yaca,
3a 7-10 IHHU WM OOKATO MALMEeHTHT ObJie U3MHCaH.

He ce n3uckBa nabopaTropeH MOHUTOPHUHT 1O BpeMe Ha NMpO(UIIaKTHKA C HUCKH A03H XENMapHH. AKO ce
NpeLeHHy, Y€ € HeoOX0OUMO MOHUTOPHpPAaHE, TO TpAOBa 1a ce M3MOoJI3Ba U3C/IEABaHE Ha aHTH-Xa
AKTMBHOCTTA, Thil KATO aKTMBUPAHOTO NapUUaHO TpomboruiacTuHOBO BpeMe (APTT) He ce ynbikasa
3HAYUMO.

[To Bpeme Ha 6pemeHHoCT: 5 000 — 10 000 IU Ha Bceku 12 yaca, NOAKOXHO, anantupaHo crnpsaMo APTT
WY aHTH-Xa.




ITayuenmu 6 cmapuecka ev3pacm
Modke na ce HaJIOXKM pedyLrpaHe Ha jo3ara ¥ npocnensasade Ha APTT,

Heua
Hsama npenopbyaHO gO3UpaHe.

Jleuenue na ovaboxka mpombo3sa, 6enoopobna embonus,

Bw3pacmuu

HauanHa no3a: untpaBeHo3Ho 5 000 IU (1 ml ot pa3rBopa), npu Texka 6enonpodbHa eMbons no3ara
moxe na ce noBuiuu a0 10 000 IU (2 ml ot pasTBopa).

[Tonaobpxaia go3a: 1 000 — 2 000 IU/uac npu npoab/pkuTeNHa UHTpaBeHO3Ha HHQY3us wiM 10 000 —
20 000 IU Ha 12 yaca noakoxHo, 1y 5 000 — 10 000 IU enHOKpaTHa HHTpaBEHO3HA arIMKaLus,
npujiaraiia ce Ha BCeKH 4 yaca.

Iayuenmu 6 cmapuecka ev3pacm
[Ipu no-Bb3pacTHHU MALIMEHTH MOXE [a Ce HaJlOXKH HaMaJIsiBaHE Ha J03arTa.

eya u ev3pacmuu ¢ NO-HUCKO MENIECHO ME2N10

Jla He ce npunaza npu HeOOHOCEHU U HO8OopoOoeHu bebema.

Hayanna no3upoBka: MHTpaBeHo3HOo ce npuiarar 50 [U/kg TenecHo Terino.

[Moamwepkawa no3a: 15 — 25 IU/kg TenecHo Terno/4ac npv NpoABbIDKUTENHA HHTPaBEHO3HA HH Y31 WK
250 IU/kg 12 vaca noaxoxHo, unu 100 [U/kg TenecHo Terno 3a €e1HOKpaTHa HHTPABEHO3HA aruIMKalu4,
npuiaraiia c¢ Ha BCeKH 4 yaca.

Jleyenue Ha HecmabuIHa AH2UHA NEKMOPUC, OCmpu nepudpepru apmepuannu emoonuu

Bw3pacmnu

Havanna no3a: 5 000 IU uHTpaBeHO3HO,

[Monmsprkama go3a: 1 000 mo 2 000 IU/gac kato npoAbIHKUTETHA HHTpaBeHo3Ha HHDYy3us uiH 5 000 mo
10 000 IU eqHOKpaTHO BTPEBEHO3HO MPUIJIOKEHUE HAa BCEKH 4 vaca.

Iayuenmu 6 cmapuecka év3pacm
[Tpn no-BB3pacTHH MAaLMEHTH MOXE 1a C€ HAJIOXKW HaMalsiBaHE Ha J103aTa.

Meua u ev3pacmuu ¢ NO-HUCKO MENIECHO Me2No

Jla e ce npunaza npu HeOOHOCEHU U HOB0pOOeHU bebema.

HauyanHa pgo3za: 50 IU/kg TenecHo Ternio BbTPEBEHO3HO.

[Monaspxaia mo3a: 15 — 25 IU/kg TenecHo Teryo/4ac Karo MpOAbKUTEIHA BbTPEBEHO3HA HH)Y3Hs
win 100 IU/kg TenecHo Teryiio eAHOKpPaTHO BbTPEBEHO3HO BCEKH 4 yaca.

Heob6xonuM € exenHeBeH J1abopaTropeH MOHUTOPUHT (Hal-100pe BCEKH JEH IO €QHO U ChIIO BPEME,
3ano4yBaiiky 4-6 4aca cijieq HayanoTo Ha JIeYEHHETO) 110 BPEME Ha JICYEHHUE C ITbJIHA /1034, C aJanTHUPaHe
Ha Jj03aTa 3a NoAJbp)KaHe Ha croiHocTTa Ha APTT 1,5-2,5 X cpeaHaTa CTOHWHOCT Ha HOpMaIHUA 00XBaT
WM KOHTPOJIHATa CTOMHOCT.

IIpogpunakmuka na npucmenna mpombosa cied uH@papkm Ha Muokapoa

Bw3pacmnu
12 500 IU Ha 12 yaca noOKOXKHO B MpoAbJKeHHE noHe Ha 10 aHHu.

ITayuenmu 6 cmapuecka év3pacm
Mose ma ce HaJI0)KH HaMaJIsiBaHe Ha Jo03arTa.




Iayuenmu, noonoxcenu Ha eKCMPAKOPROPAIHO KPb80OOOpawieHue uiu xemoouanusa

Bw3pacmuu

ExcTpakopnopajlHO KpbBOOOpaLEHUE

Havanna no3a - 300 IU/kg TenecHo Tersyio, nociaeaBaHa OT NMPOABIKHTEIHO MPHIOKEHHE, KOETO HMa 32
uen aa nogabpxa ACT B rpanuum ot 400 no 500 cek.

Xemoavaiusa
Hayanna no3a - 1 000 — 5 000 IU.
[Mopnspxkama no3a - 1 000 — 2 000 IU/yac 3a nogabpkaHe Ha BpeMe Ha cbcupBaHe Hal 40 MUHYTH.

3a npomueane Ha GbMPeUIHU KARIOAU

JlekapcTBEHHAT NPOAYKT MOxe na 6bae pa3zpeacH npeau ynorpeda ¢ 0,9% pa3TBop Ha HaTpUEB XJIOPHA.
(Bux pasnen —,[IbT Ha BbBEXAAHE").

OOMKHOBEHO MaTe€pUATBT, KOWTO C€ M3MOJI3Ba 3a NMPOMHUBKA HAa BHTPECHAOBA KaHIOJAa WM KAaTeThp €
200 IU (nanp. 2 ml 100 [U/ml pa3TBop) Bceku 4 yaca WiK KOJIKOTO CE€ H3MCKBA.

4. Bb3MOXKHHM HeXKeJIaHH peaKUHH

KakTo BCHUKH JICKApCTBa, TOBA JICKAPCTBO MOXKE Ja NpEAH3BHKA HCXKCIIaAaHU PCAKLIMH, BBITPCKH HEC HC
BCCKH I'H TOJIy4aBa.

Obwu

Hait-yecTuTe, HO B MOBEYETO CIyYal HECEPHO3HH HEXEJIAHHU PeaKLMH Ca peakLMy B MACTOTO Ha
[PUIOKEHHE.

YCN0OXXHEHHUs C KbPBEHE ChILIO MOraT Ja Bb3HUKHAT.

[Tpenu3BukaHa oT xenmapuH TpoMOGouuTonenus tun I1 ce Habnronasa psako (< 1/1 000), Ho Ta3u
HEXXeJlaHa peaklMs MOXe J1a CTaHe Cepro3Ha. T ce cYuTa 3a peakLMs Ha CBPbX4YBCTBHUTEIHOCT,
MEIUHUpaHa OT cneuuPUYHHM aHTUTENA. 3a NOAPOOHOCTH BHIKTE MO- J0JY.

BB3MOXKHHUTE HEXETAaHUTE peaKLMU ca NMPEeICcCTaBeHU B CbOTBETCTBUE TAXHATA YECTOTA, KAKTO CJIE/BA.
MHoro yectu (> 1/10)

Yectu (> 1/100 no < 1/10)

Heuectu (> 1/1,000 no < 1/100)

Penxu (> 1/10 000 to < 1/1 000)

MHuoro peaku (< 1/10 000)

MHOro 4ecTH
- B 3aBHCHMOCT OT A03aTa, YBeJIMYeHa 4YeCTOTa Ha KbpBEHE, 0COOEHO KbPBEHE OT KOXKarTa,

JIMraBULIMTE, PaHH, B CTOMALLIHO-YPEBHUA TPAKT, MUKOYHUTE IIBTHILA U M10JI0OBAaTa CHCTEMA.
VcnoXHEHH ¢ KbpBEHE MOraT Jia 3acerHaT i OpraHH Kato Mo3bKa u benure apodose.

- [ToBulIeHH HUBA Ha cepyMHUTe TpaHcamMuHasu (AST, ALT), rama-rinyraMHJITpaHCaMHHA3aTa,
NaKTaTAEXUAporeHas3ara  Jiunasara, KOMTo ca oOpaTtuMu U 0e3 KIMHHYHO 3Ha4YEHHE.

YectH

- B HayanoTo Ha JIEYEHHE C XEMapHH JieKa NpeAr3BUKaHa OT XerapHH TPOMOOLIMTONEHHS, HE
MeauHpaHa oT antutena (6poit Ha tpombouTrTe 100 000 - 150 000 Ha MUKpPOIHTBP), O€3
TpoMbo3a.

- MecTHM ThKaHHM peaklMd B MACTOTO Ha MPHJIOKEHUE KaTO BTBbpAABaHE, 3a4€pBsBaHE,
00e31BETABAHE U HAThPBAHUA.

Heuecrtn
- CHCTEMHH aJlepriyHy peaklyy, BKIYBallY rajeHe, rnmaBo0osnue, noB1ilaBaHe Ha

TeMIeparypara, 00Jika B KpaiiHUK, ypTHKapHs, NOBpbILAHe, CbpOex, 3a/lyX, OpoHXOCNas3bM,




MOHWXKaBaHe Ha KPbBHOTO HANATaHe, peaKUWH Ha JIOKaJIHA U CHCTEMHA CBPBXYYBCTBUTETHOCT,
BKJIFOUYBALLM aHIMOENEM.
- [IpexonHa anomneuus, HEKpo3a Ha KOXKaTa.

Penku

- Texxka npeau3BUKaHa OT XENapuH, MEAUUpaHa OT aHTUTeNa TpoMbouuToneHus (Tun I
TPOMOOLIMTOIEHHU ), BOKTE NMOAPOOHOCTH NO-10J1Y.

- XernapuH MOXe Ja Npeau3BUKa XUIMOAIA0CTEPOHU3BM, BOAELL 10 META0OIUTHA auMa03a U
XHUIepKaiMeMus, 0cCoOEHO NpH NMalUeHTH ¢ yBpeaeHa 6b0peyHa pyHKUMA UK oUabeT.

MHoro peaku

. AHa(uUIaKTH4YEH LIOK, 0COOEHO NMpHU CEHCHOMIU3UPAHU MALMEHTH, NOJTy4YaBaiu Npeay Xenap1H
Hauano Ha tun Il TpoMGounToneHus cbhe 3abaBAHE 10 HAKOJIKO CEAMHULIM Clel Kpas Ha
MPUJIOKEHHE Ha XerNapHH.

- CbI0B CITa3bM.

- [IppanussM.

- KanuuHo3a Ha MACTOTO HAa MHXKEKTHpaHe, MPeUMMYILIECTBEHO NMPH MalUEHTH C TeXKa 0b0peyHa
HEOCTAaTbYHOCT.

Moxe na ce NnosiBU OCTE0NnOopo3a Ciea NpoAb/LKUTENHA yroTpeda (Meceluu), 0COOEHO NMPH BUCOKH 103H
M YYBCTBUTEJIHUA MALMEHTH.

HWHdbopMaLms 32 HAKOW HEXEJIaHU JIEKADCTBEHH PEaKLIUH

IIpeoussuxana om xenapun mpomboyumonernus mun 11

Texka npeau3BHKaHa OT XeNnapuH, MEAUMpPaHa OT aHTUTeNa TpoMboumuToneHus (Tur Il
TpoMOOLIUTONEHHUA ) ce XapakTepu3upa ¢ 6poit Ha TpomboumTuTe 3HauuTenHo noA 100 000 Ha
MUKPOJIMTHP WK Obp30 HaMmassiBaHe A0 no-Mainko oT 50% OT mbpBOHa4YaiHaTa CTOMHOCT H
NpUApYyX€Ha OT apTePUATTHU UJIH BEHO3HHU TPOMOO3H WIH €MOOJIM3BM, KOHCYMATHBHA KOAryJionaTus,
KO’>XHU HEKPO3H B MACTOTO Ha MH)XXEKTHpaHe, TOYKOBUAHU KPbBOU3IMBHU ([TETEXUH), U KATPAHEHO YEPHH
H3npaxHeHus (MeneHa). [IpoTuBoCchCUpBAIIMAT €(EKT Ha XenapuHa Moxe aa 0bae orciadeH.

[Ipy mauMeHTH CbC CHIIECTBYBALLA U NTPeAX CBPBbXYYBCTBUTEIHOCT KbM XENapHH, HAMaJIIBaHETO Ha
Oposi Ha TPOMOOLIMTUTE TUITMYHO 3anoyBa Mexay 6 10 14 oHM crnep 3anoyBaHe JieueHue ¢ xenapuH. I1pu
MaLMEeHTH ChC ChLIECTBYBAllla CBPbX4YyBCTBUTETHOCT KBM XETIApHH, TAKOBa HaMalIABaHE MOXe J1a
3alOYHe OLUE CJiel HAKOJIKO Yaca.

[IpunoxkeHneTo Ha XenapuH TpaOBa na Obae npekpaTeHo He3abaBHO MpH NosiBaTa Ha TPOMOOLIMTONEHHSA
tun II. CnemwHoTo neYeHue 3aBUCH OT XapaKTepa U T€KECTTa Ha CHMIITOMHUTE.

[Tpu M3non3BaHe Ha pa3TBOpa 3a MPOMHUBKA HA BbTPEIUHH KAHIOJIU B HAMA BEPOSITHOCT HUCKHUTE HUBA Ha
XernapHH, JOCTUrally KpbBTa Ia HMaT CUCTEMHO AelcTBUe. Bee mak uMa peakH cboOILeHH 3a
MMYHOMeIHHpaHa TPOMOOLIMTONEHUA U TpomMO03a NpH MAaLMEHTH, MOJTyYaBallld XenapuH. Peakuun Ha
CBPBbXUYYBCTBUTEIHOCT KbM X€MapHH ca peAkd. Te BKIoYBaT ypTUKapHus, KOHIOHKTHBHT, PUHHUT, aCTMa,
LMaHO03a, TAXUITHES, YYBCTBO 3a Oppression, Tpecka, TPbIKH, AHFTHOHEBPOTUYEH €1eM U aHa(pHIaKTHYEH
[LIOK.

CrobmiaBaHe HA HeXKeJIAHH peaKkUHH
AKO MoNy4YuTe HAKAKBH HEXeJIaHH JIEKAPCTBEHHU peakluu, yBeaoMere Baus nekap uinv ¢papMalesT.
ToBa BkIrOYBAa BCUYKH Bb3MOX<HH, HEOMTUCAHHU B Ta3H JIMCTOBKA HEXENAHU peakuu. Moxere Cbllo Aa
ChOOILIMTE HEXETAaHH peaKLMY JMPEKTHO Ype3 HallMOHAJIHaTa CUCTeMa 3a ChoOLaBaHe, MOCO4YeHa B
HU3nbsaHUTENHA areHUM 1o JeKapcTBaTa

yn. ,,JdJamsiH ['pyes” Ne 8

1303, Codus

Ten.: +35 928903417

yebOcaiit: www.bda.bg

Karo cbo0l11aBaTe HeXellaHH peakliuyi, MOXKETE a JaieTe CBOs MPUHOC 3a MojlyYaBaHe Ha MoBeye
HH(pOopMaLIUs OTHOCHO O€30MacHOCTTa Ha TOBA JIEKAapCTBO.




S. Kak na coxpansiBate Xenapuuym WZF
Jla ce cbXpaHsBa Ha MACTO, HEAOCTBITHO 3a JAELa.

Jla ce cbxpansBa nmoa 25°C.

Cnen nbpBOHaYaJIHO OTBapsiHe (akOHBT 1A ce cbXpaHaBa B xJaauiHHUK (2°C — 8°C) He noBeue oT
3 OHMU.

Cnen paspexxaaHe Ha JiekapcTBeHus npoaykT ¢ 0,9% pasrBop Ha NaCl unu 5% p-p Ha riiroko3sa,
pa3TBOPBT MOXE 11a Ce ChbXpaHsABa 3a He rnoseye oT 24 yaca npu Temneparypa noa 25°C.

He u3non3saiiTe ToBa JICKApCTBO CJI€A CpOKa Ha rOqHOCT, oTbesnsn3aH BbPXY KAPTOHCHATAd OIIaKOBKaA.

He u3xBbprnsiiTe nekapcTBara B KaHaJAU3aLMATa UM B KOHTEHHEpa 3a AoMallHM oTnaably. IlonuraiTe
Bamus ¢papMaleBT KaK 1a U3XBBPJIATE JIeKapcTBaTa, KOUTO BE€Y€ HE U3no3Bare. Te3n Mepku Lie
CNIOMOTHAT 3a OMNa3BaHe Ha OKOJIHATa Cpena.

6. CobabpxkaHHe Ha ONAKOBKATA H AONbJHHTEJNHA HH(pOpMaALIHA

KakBo cbabpika Xenapuaym WZF

- AKTHUBHOTO BELIECTBO €: XenapuH HaTpui. 1 ml oT uHxeKkuHOHHUs pa3TBop chabpxka 5 000 [U/ml
xernapuH Hatpuil. Bcexku ¢gnakon ot S ml ceabpxka 25 000 IU xenapuH HaTpH#.

- [ToMOLIHM BELLECTBA: HATPUEB XJIOPUA, OEH3WI0B aKk0oXx0, 10% HaTpHeB XUAPOKCHL,
BOJA 3a UHXKEKLIUH.

Kak n3raexna Xenapuaym WZF 1 KaKkBO ChAbpKa ONAKOBKATA

XemapuHym WZF e 6ucrpa, 6e31uBeTHa, APKO K bJTa WIH APKO 3€JIeHa Npo3pavyHa TEYHOCT.
To3u nexkapcTBeH NPOAYKT Ce npejiara B CTbKJIeHU (QiakoHH oT 5 ml.

KaproneHaTa onakoBka cbabpxka 10 ¢pnakoHa.

IpuTexkaTes HA pa3pelieHHETO 3a ynorpeda H NpoU3BOAHTE

[Iputexaren Ha pa3pelieHUETO 3a yrnorpeda
Zaklady Farmaceutyczne POLPHARMA S.A.
ul. Pelplinska 19, 83-200 Starogard Gdanski, [Tonwa

[IpousBoauren

Warsaw Pharmaceutical Works Polfa S.A.
Karolkowa Str. 22/24

01-207 Warsaw, [losawa

Alfasigma S.p.A.
Via Enrico Fermi, 1

65020 Alanno
HUranus

3a nombJHMTENHA HH(OpMaLMs OTHOCHO TOBA JIEKAPCTBO, MOJIs, CBBP)KETE CE€ C JIOKAJTHUA
[peICTaBUTE/ HA MPUTEXATENIA Ha pa3pellieHHETO 3a ynoTpeoa.

TI1,,3. ®@. [londapma*

Codus, 1734, CtyneHTCKH rpaj

Oyn. ,,CumeoHoBcko 1woce™ 83, er. 6, opuc 10

Ten.: 02/440 0 843

JlaTa Ha MOCJIeAHO npepasrJexaaHe HA JHCTOBKATAa:




