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JIACTOBKA C HHOOPMAIIUS 3A TATIMEHTA

IpouereTe BHAMATEIHO USIATA JIHCTOBKA, NPEAH Ja 32N01HETE A2 npuJarare TOBA JEKAPCTBO.

-  3anazeTe Ta3H AHCTOBKA. Moke Na ce HaANOKHK A2 A NPOYeTETE OTHOBO.

- AKO BMarte HsKkakBH JONBIHUTENHH BBNPOCH, nionutaiite Bamus sexap unu GapManesT.

- ToBa nexapcTBO € MPeANnHCaHo AMYHO Ha Bac. He ro npeotcTuigaiite Ra apyry xopa. To moxe Aa
UM HaBpeH, HE3aBHCHMO OT TOB3, Y€ TEXHUTE CUMIITOMH Ca ChLIUTE KAaTO Baiuure.

B Ta3H JUCTOBKA:

VkazaHus 38 IPHrOTBAHE M NPUIIOKEHHE
JonbauuTensa uaGopMaims

1. Kakso npencrasiaea FEIBA u 3a kakBo ce H3non3sa

2. Kaxgo TpsbBa Aa MMate NpeABHMA NPENy A2 U3f10538aTe FEIBA
3. Kax na npuemare FEIBA

4. B1:2MOKHN HEXENaHH peaKiiy

5. Cuxpatenue Ha FEIBA

6.

7.

FEIBA NF 500 U / 1000 U, powder and solvent for solution for injection.
Factor Eight Inhibitor Bypassing Activity

DENHA H® 500 U / 1000 U, npax ¥ pa3TBOPHTER 32 HHKEKLWOHEH pasTBOp
AKTMBHOCT, 3a06uKansma pHxuouTopa Ha daxrop VIII

Hpax:

_ JlexapcTBEHOTO BellecTBO € IasMeH TpOTeHH 3aGfHO C AKTHBHOCT, 3aobuKanaia
ynxubuTopa Ha ®axtop VIII 500 U (1000 U). Crea pasTeapsHe TOTORMAT PasTBOp MM
AKTUBHOCT, 3aobMKansma uaxubnTopa Ha @aicrop VIH cborBeTHO 25 U/ml (3a onakoska OT
500 U) mum 50 U/m! (za onakoska ot 1000 U).

- [lomOWHKTE BeHIECTBA Ca: HATPHUEB XAOPHI H HATPHUEB LIMTPAT.

Pasmesopumen:
- CrepuiHa BOAA 32 HHIKEKHUH

IIpouseodumen ¥ Npumesicamei Ha paspemienemo 3a ynompeba:
Baxter AG, Industriestrasse 67, A-1221 Vienna, Austria

1. KAKBO ITPEJICTABJISIBA FEIBA ¥ 3A KAKBO CE H3IOJA3BA

Kakso npeacrasaasa FEIBA

FEIBA npuHaznexu kbM $papMakoTepanesTHHHa FPyna, HapeueHa akTusHpan NPOTPOMOHMHOB KOMIIAEKC
cpewy daxrop VIII anturena.

Enun dnaxon chabpia 500 U (1000 U) axrusHoct, 3a06ukansiua uHxubuTopa Ha daxrop VII. Cien
pasreapsne ¢ 20 ml cTepunna BOJa 3a WHKEKLMK TOTOBHAT pasTsop HMA aKTHBHOCT, 3ao0MKkandia
unxubuTopa Ha @axrop VIII choteeTHO 25 U/ml (3a onaxoska ot 500 U) unu 50 U/ml (3a onakosxa OT
1000 U).

FEIBA chabpsxa cbimo H daxropure 1, IX u X (mpeauMHO B HeakTHBHpaHa dopma), akTHBUpaH axrop
VII; kaxTo W KPBHBOCHCHPBALUMAT aHTUICH Ha daxrop VII (F VIII C: Ag) B mManka KOJIHYECTBA.
DaKTOpHTE HA KATHKPEMH-KIHYHOBATA CHCTEMA NIPUCHCTBAT CAMO B CIIGAM HITH 1300110 He ce ChAbPIKaT.

2
Beska onakoska FEIBA chabpixa: T . p‘-iy%\
L 1 cToknen GuakoH ¢ ryMeHa 3anyianka, CbAbPKaL eAHHHHA 1033 FEIBA 3?‘59;'0':“’ o7
i

npaxoo6pasHo BEMECTBO)
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) 1 crbiuien (RakoH ¢ IymeHa 3afyluajka, ChABPKaul CTEpHIIHA BOAA 32 HHKEKLMH (20 ml ¢naxon ¢
pasTBOpUTEN) ) -

. 1 npucnocoGnenue BAXJECT 3a pasteapsne 6e3 urna uiu Habop ot urny (1 GUNThpHA Urna, |1
Tpaxc@epHa urna, 1 aepupauia urna)
1 epnoKpaTHa CPHHLOBKA,
1 enHoOKpaTHA UIJIa .
1 enna urna Tun OeTepdnail ¢ KpunLa

3a kaxBo ce n3noassa FEIBA:
To3u MEAMKAMEHT e U3NOA3EA 3a:

. Tlewenne u npodmiiakTyKa Ha KPHBOWINHBN NPU NALMEHTH C xemoduans A i ¢ HHXROUTOp Cpeily
thaxrop VIIL

. Jleuenue w npodnaKTika Ha KPbBOU3NKBEH MPH NALHEHTH C xemodumis B v ¢ uaxubuTop cpemy
gaxrop IX.

. Jleyenuwe ¥ NPOQMIAKTHKA HA KPBHBOM3IHBH TIPY NalHeHTH Ge3 xemodunus c npuaobuTH

usxubuTopy cpewy Qarxropure VIIL IX u X1
FEIBA ce npwiara CBHIO # B KOMOHHAUMA C dakrop VIII KOHIEHTpAT NIPY HPOABIGKUTENHO NEUCHHE 32
npenoTBparsBae 00pa3yBaHEeTO Ha unxuGuropr cpewty daxrop VIIL, xoero xa no3sony NpoBEANAHETO
na neuenue ¢ daxrop VHI xoRueHTpaTH, KakTo NpH AALHEHTHTE 6e3 UHXMOUTOPH.
B tpu cmysan FEIBA e npuiaraH Cbllo W NpH NAUKEHTH C uHxubuTOp cpewy dakrop Ha von-
Willebrand.

2.  IIPEAV XA W3HOJ3BATE FEIBA

4

He nznoassaiite FEIBA:
- AKO cTe aleprudHu/CRPBXYYBCTBUTENHM KbM aKTHBHOTO BEILISCTBO HIH KbM HAKOE OT TOMOLIHHTE

BELECTHA. .
B cneanute cnysad FEIBA tpabsa ja ce npuaara €amo, ako HC MOXe Ja ce OY2KBa OTTOBOp ClEN
JleueHHE ChC CLOTBETHHS KPBBOCLCHpBaLL (hakTop KOHIEHTPAT:

e Axko uMaTe J[HCEMMHHDAHA HHTpaBacKyjapHa Koarysalp: (JHK), HapywieHHe Ha

KPBHBOCHCHPBAHETO

e AKO HMATE CHMIITOMH 3a YepHOAPOOHO HapyUIGHHE
AxO MMaTe WIH CKOpO CTE€ mpeKapand CbpASHHO-CBAOBO sabonsBaHe, HH(APKT Ha MHOKapaa, ocTpa
TpomBosa u/unn emGonus FEIBA me Bu 6bAe TpHIAral camo MPH JXUBOTO3ACTPaHABallH KPbBOUINHEH.
B te3n chaysan BamnaT Aexap me npeneny Aain Moxe xa Bu 6Bae uprnoxes FEIBA,

Q6LpHeTe CeNUATHO BHEMAHHAE HPH JEUCHHETO C FEIBA:

Ilpu noaea Ha anepzuyru pearyuu:

e Makap u ps#AKO, CHIIECTBYBA PHCK Ja TIONYUHTE aHadunakTHuHa peaxnua (TeXkKa, BHE3ANHA
anepryuna peaxuus) kzm FEIBA. TpsOsa na sHaeve koM ca patRUTe npuzHaly Ha anepravHHTe
DEaKiuM, KaTo HampuMep rafieHe, NOBPBIUANCE, o0puB, reHepanmusupaHa YpPTHKapus, Y4ECTeHO
finLIaHe, MOHHKEHO KPhBHOTO HaNArale H 3aryba Ha cb3HaHue.

e AKO HOJOBHY CHMITTOMH CE NOSBAT, HezabapHO TpAOBa Aa MPEKPaTUTS HHJKeKTHPaHeTo/MH(Y3HATa 1
ce ceppikeTe ¢ Baiums sekap. TeKKUTe CHMIITOMM, BKIIOHBAIIY 3ATPYAHEHO AWmase W ApunafaHe
(1ny moynpunaaxe), U3ACKBaT BEAHATA CICLIHO JISSHHE.

Kozamo ce uzucxkea npociedasane:

« Tlpu npunoxxeHHe Ha €QHOKPaTHA A03M OT 100 U/kg T.7., Bamusar nexap e npociefisba BHUMATERHO
eheTosHBeTo Bu 3a paseutue Ha JHK uny 32 CuMITOMH Ha 0CTpa mpouap;;é’i‘fﬁ)_gﬁm{, TauuenTy,
Loy

fonyyaBalny eaHoKpaTau nosu or 100 U/kg r.T. TpsbBa pa Obpar rv}q@fogﬂﬁaﬂ%%@x&cumanﬂu
nozn FEIBA (enmoxparnm nosu ot 100 U/kg T.T. W aHEBHH A03H 07,200 »U/kg_fiT.fr)L\fﬁ}éﬁ_iﬁ oa ce
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npuiaarar ¢amo TOJKOBa NPOABLIXKHUTENHO, KONKOTO € abcoRITHO HEOOXOAUMO 3a OBNIaAABaHE Ha
KPBBOW3IHBA. Baunat nekap e npeleHd no Bpeme Ha JACHEHUETO.

Kareo mpatea oa snaeme 3a FEIBA
e KOraro ce npHiarar JNeKapcTBeHH NPOAYKTH OT HOBEUIKA KPbB HIK TEa3Ma, HE MOrar u3liino Ad ce
H3KT0UaT HHpeKLo3HK OonecTy, ALKAUIM C& Ha NPeNlaBaHe Ha viH(peKUMo3HN npuyuAnTeny. Toea
ce OTHACs ChLLO 32 OATOrEHH C HEM3BECTHA 3a cera npupona. PUCKELT OT NpesiaBaHe Ha pH{eKuHO3HH
NpUYMHKUTENH Ce HaMansBa upes:
* o n0AGOp HA AAPHTEANTE YPE3 MEIULIMHCKY NPErAE W CKPUHMHT HA OTACIHETE AapiBaHis i ha
c6opHaTta nnasma (rmnasmenu nynose) 3a HBSAg u anThTeNa KbM HIV u HCV.
e y3CrenBaHe Ha MAa3MEeHHTe NYAOBE 3a FeHOMHY NOCHENOBATEIHOCTH HA HIV-1, HIV-2, HAV,
HBV, HCV wu parvovirus B19.
e BKIIOYBaHE HA NPOLEAYPH 33 MHAKTMBHpaHe/ OTCTPaHSBAHE HA BUPYCH B MPOW3BOACTBEHMA
TIPOLIEC, KOMTO Ca BaNMAUpaHH KaTO Ca U3NOJI3BaHYH MOAEHU BUPYCH; TESH MpOLeLYPH Ce CHHTAT
3a eextupHY 3a HIV-1, HIV-2, HAV, HBV u HCV.

IpouenypHTe 32 MHAKTHBHPane/OTCTPaHsNBAHE Ha BMpYCH MOFaT ja MMat OrpaHHyeHo 3HaueHHe
cpenty HeofBUTHTE BMPYCH Kato parvovirus B19. Hudekuuute, NpHYRHABAHA OT parvovirus B19
MOJKe J1a TIPOTEKAT TEXKO NpH OpeMeHAH (aHGexuME Ha NIOKA) M Npy AKIA C MMYHEH ACHIMT uin
[OBMILEHA €pUTPONoe3a (Hanp. NpH XeMONHTHYHA aHeMus).

e« TlpenopryBa ce MOAXOAMO MMYHMSHpaHe (XEMATHT A u B) 3a paiueHTHTe, KOMTO TNORYy4aBat
nnazvenn ¢axrop VI xouuentpath. Ako Bue ne cre BaKCHMHMpAaHH MNW He 3HaeTe, MONi
nHopMupaiiTe Ballika HeKap.

‘
i

e HacTolfunBo ce NperopbyBa aa ce OTOENs3Ba MMETO Ha MPOAYKTA M NApTHAHMA HOMEP IPH BOAKO

npunoxenue Ha FEIBA.

o

BpeMeHROCT B KbpMeHe
Hama padny 3a npuioxenHeto Ha FEIBA no Bpeme na GpemMeRHOCT B KbpMeHe, NoHexe XeModminsg A u
B, xakro 1 0OpasyBaHeTO Ha HHXHOHTOPH € PS/IKO CpellaHo 3abonsBane npy >xeHute. Yndopmupatite
BaumsT Jiekap, ako cte 6pemeHHa 1l kbpmure. Tosa € 0T ocoBeHO 3HaueHue Nopangy NMOBHIICHHS PHCK
oT TpoMOO3K 110 BpeMeé Ha Gpemennoct ¥ FEIBA TpabBa na ce mpwiara ¢amo 104 BHUMATEIHO

MeAMIHHCKC MOHUTOPHPpane H KOraTo He ChIUECTBYBA JpYra anTepHaTHBHa TCpailns.

Hlodupane 1 pabora ¢ MAMINHEHA
FEIBA ue nosnusea criocoBHoCTTa 32 modHpaKe 1 paboTa ¢ MaliiHHK.

Baxaa nadopManis OTHOCHO HIKOH 0T ChCTABKUTE HA FEIBA

Toii KATO KOMHUYECTBOTO HATPHil B MAKCUMANHaTa AHEBHa [03a MOXE Aa NpeBHiin 200 mg, cneLBaTHO
BHUMaHue TpAbBa na ce ofbpHE Ha NaUUeHTHTe, CNasBallli GenHa na con auera. Hudgopmupaiite Bamuat
nexap, aKo cnassate OefiHa Ha COni JueTa.

IMpuem Ha APYId JeKapcTBa

e Mons unopmupaiite Bamss nexap MAl QapMauesT, ako HPHeMare Wit HACKOPO cTe TIpHEMAIH
LPYTH AeKapCcTBa, BKIHOUUTEIHO i TAKKBA, OTIYCKAHH Bes penenta.

e Topa ce oOTHaca ocobeno 3a asHTHQUOPHHONMTuUMTE (JieKapcTBa, KOWTO MPEAOTBpATABAT
ChLCHPBaHETO) Thil KaTo HE ce Npenophsa ynotpebara Ha aHTUGMOPUHONUTHLM B KOMOHBaUHA C
FEIBA.

AKO €EHOBPEMEHHOTO JieueHHe C aHTHPHOPHHONUTHLIM 1 FEIBA e HeoOXOAHMQ, MHTEPBAIBT MEHKAY
APHICKEHHETO Ha ABETE AEKapCcTea TpabBa aa Gbae Hali-Maiko 6 Jaca. ; @tﬁu&j_ﬁ-" ’:.:_“3\
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3. KAK JA IIPHEMATE FEIBA

Jleyenneto Tpabea Ja 3anouHe MOA PHLKOBOACTBOTO H HabIIONEHHETO Ha JieKap CrELHanucT o
xemodunna.

JloaupoBKaTa M NPOABIDKHTE/IHOCTTA Ha ASHEHUETO 3aBUCST OT TEKECTTa Ha HAPYISHHETO,
TOKATH3ALMATA 1 CTENEHTA Ha KPhROUINMER, KAKTO W OT BalueTo knunuyHO cheTosHue. Bawuat nekap
uie onpenenu Heobxoanmara 3a Bac posa cnopen BatuuTe MHAMBHAYAIHH HYXKAH.

Tpu npunoxenuero Ha FEIBA BuHaru cneasaiiTe npenopbkuTe Ha Bamng nexap. Ako umarte
4yBCTBOTO, Ye edexra na FEIBA e HepocTaThueH, MO nndopmupaiitre Bawums nexap.

Haune HA NpAJGKeHHe H NHT HA BEBEXJaHe
FEIBA ce npunara pbB BeHa (MHTDPABEHO3HO) CIeA NPHIOTBAHE Ha Pa3TEOPA C APAOCTABEHHA
PasTBOPUTE, 110 €AHH OT CIEFHHTE HAUYMHHM:

- upes HIKEKTHPAHE, KOETO Ce M3BBPILBa 0T Baluus ekap K OT MEAHUMBCKATa CECTpd, KaKTO OT
camuTe Bac uiu OT APYro NOAXOAALIO Mulle ciea Heobxonumo obyuerue
. upes Hudy3HS, KOATO C& M3BBLPIIBa OT Balliug nexap Uy OT MEAHUMHCKATA CeCTpa.

CxopocTia Ha NPUIOKEHHE TpsGBa Ha c& ONpefenH, Taka e MAalMeHTET Jla He USMUTBA HENPUATHH
ycemanps. [IpenapaTbT MOXKe Aa ce BBBEKA ChC CKOpOCT 110 2 U/kg T.T. B MBHYTA.

CriaasaiiTe CTPHUKTHO JafeHUTe OT Ballls Jiekap yKasaHHs U CJIeABalTe CTHIIKA MO CTBIKA
MHCTPYKLMHTE B T. 6 “YKa3zanns 33 MPUroTeiaHe H NpPHAOKESHHE™,

YecToTa HA NPHAGKEHHAE
Bawmst nexap e Bn kaxe KOAKO YecTo ¥ NMpe3 KakBH HATSPBAH IS Bu 6bae npunaras FEIBA. Toii/Ts

Ile OnpeieNiu ToBa Crope) egeKTUBHOCTTa Bbe Baluna unnuBrAyaneH cayyaii.

IIpoaABLIKATEHOCT HA NPAIOKCHHETO
Bammst nexap me Bu uHdOpMHpa 32 NPOABLIMKHTENHOCTTA HA JICUCHHETO, MOMA Cra3paiiTe HETOBMTE

HpenophbKy.

AKo0 cTe HPHIOKHIN HOBeTe oT HeoOX0AHMATa 1032 FEIBA

B cityyail ue cTe NPUIOHKINH MOBEYE FEIBA, otkonkoTo ca Bu npenopp4any, MOAd BE3MOMKHO Haii-
61P30 [1a Ce CBbpIKETe ¢ Baiuus nekap. AKO CTe TPHIOMKINIM TIOBeUe OTKOIKOTO € HeoOX0AUMO FEIBA
MO3KE Jia Ce TIOBHIIH PUCKa OT HACTHLIBAHE HA HEXXENaHu peakliyiy KaTo TpomOoemMOONHYHE YCAOMKHEHHS,
J¥CEeMHHHpaHa HMHTpaBacKyjiapHa Koarynauus (JIUK) unu nudapkt Ha MMOkapza. Mond jpa uMare
npensun, ue aueeHara josa ot 200 U/kg T.1. He TpabBa Na ObAe npeBHINaBaHa.

Axo cTe mponycranu jxa npanoxkare FEIBA

. He npunaraiiTe ABOiiHa K032, 32 A2 KOMNEHCHPATE [pONYCHATHTE €UHUYHHA JO3H.

. HezabaBHO TIPUCTHIIETE KbM CAEXBAIIOTO NO Pe/l BbBEKAAHE B obuuaiinara A03a ¥ NpogBIIKeTe
PEHOBHOTO NpHIIATaHe Npe3s paBHA HHTEPBANH, KaKTO Bu e npennucan BalnuaT Aekap.

4. BHL3MOKHAN HEXKETAHM PEAKIH

Kaxro BcuukH nekapetsa, FEIBA Moxe Aa nNpeau3srKa HEKEIAHH PpeaKLini.

Hsxos OT clenHHTE HevKeNaHy peaKiiii MOJKE 12 Bb3HHKHE CNieA NPHIIOXKCHHE Ha FEIBA:

« Bbp30TO BEHO3HO WHXEKTHPAHE WM undysua (san 2 U/kg 1.1.) Moxe Aa npauuhi ocTpa Gonka
BKOYAHEHOCT Ha JIMLETO ¥ KpaiiHULKMTe, KaKTO ¥ NOHINKAB2HE HA KPHBHOTO Ha/AraHe.

e Peakiyy Ha CEPHXIYBCTBHTENHOCT KM ANEPTMYHY PeaKiuy ca HablofasaHy MHOTO PAIko. PannuTe

CHMIITOMM Ha Te3W PEaKiid MOXKe Ja BIUTIOHBAT mapexe n Oonka Ha MACTOTO & TIPIIoKEHHE,
’ @_Oj:l
e
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MOBHMIKEHO KPBBHO HAJMATAHE, NPHCTAraHe Ha IpeAHHA KOIN.
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INpy anepruuHy ¥nM aHaQUIAKTOAHM pPeaKUMY Tpsba ja cripete MHKEKTHPaHETO/MH(Y3UATa
He3aBaBHO ¥ fa ce cBbpIKeTe ¢ Ballua NeKyBall nexKap. :

JlucemuHypaHa MHTPaBacKyJapHa Koarysaius (JAMK) u TpomBoeMOONTHYHN YCROMHEHUA MOJKE Ja ¢&
HaOmoaasaT B MHOTO PEAKH Clly4dan.

VCTaHOBEHO €, ue MMOKapaeH WH(ApKT MOXe Aa HaCTHliM CRej MPUMOMEHMETO Ha NO3H,
MpeBUIIABAlY MakCHManHaTa JHesHa Ao3a WuNM TPORBIKUTENHO NPUIOKEHHe, WM Tpy
HANMYKE Ha PUCKOBH (PaKTOPH, NpeApasnonaraliy KbM TpoMGOoeMGOANYHYN YCIOKHEHN.

Ako 3a6eieiTe APYTH HEXENaHH PeaKiliii HEONKCaHH B TasH HCTOBKA, MO nnpopmupatite Bauus
Tiekap vy apMaLesT.

5.

i
Cuxpanenue cned Hpu20mesHe Ha pasmeopa:

ChXPAHEHWE HA FEIBA

Ja ce cpXpaHipa HA MACTO HEJOCTBLITHO 3a AcuA.

Jia ce chxpaussa B xnanumHuk (2° C no 8° C).

Jla He ce 3aMpassiBa.

Tla ce chXpaHsBa B KAPTOHEHATA ONAKOBKA, 32 /1 CE MPEATa3H OT CEeTANna.

He uznonseaiite FEIBA cnen n3THYaHe Ha CPOKa 1a FORHOCT, O3HAYCH BhpXY ONaKOBKATA. 3a
JaTA Ha M3THYaHe Ha CPOKa Ha FOIHOCT C& CYMTA MOCHCAHKAT NIeH Ha NI0COUCHUA MEcel,.
Coxpansipaiite diakoHa BbB BRHIIHATA KAPTOHEHA ONIakOBK2, 34 21a €€ NpeANasi oT CBETIHHA.
Note: Jlo u3THYaHe HA CPOKA HA FOJHOCT, NPOAYKTHT MOXKE A4 CC ChXPaHABA NpH craiiHa
temnepaTypa (2o 25°C) eAHOKpATHO 32 CPOK O 6 mecena. Mons fa 3afmylIeTe AaTara Ha
[PeMecTBAHETO My Ha cTaliHa TeMIIepaTypa BbpXY BbHUIHATA KAPTOHEHR OMaKOBKA.

L3

To3u npenapar e camo 3a €AHOKPATHO NPUIIOKEHNT. HWanonspaiite NpolyKTa BeARara cnen
pasTBapsHe Ha NPaxo06pasHOTO BELIECTBO.

CriepLpasTeapsane, He ChXPaHaBaiTe FOTOBUSA PAsTEOP B XaNMIHUK.

ViaxBhprieTe OCTaHIs HEM3NOM3EaH PasTBOP B ChOTBETCTBHC C MECTHHTE H3UCKBaHHA.

VKA3ZAHMA 3A OPHIOTBSIHE W ITPAIOKEHAE

Jla ce cria3Ba aceNTHYHA TEXHUKA [0 BPEME Ha Pa3TBAPAHETO W HPUIIOKEHASTO Ha NPOAYKTa, KAKTO €
ONUCAHO [O-A0NY.

3a pasTBapAHE 1 NPHIOKEHHE Jia C€ H3NON3BAT CaMO MPHIOKEHUTE B ONakoBKATA CTEpUJIHA BOJA 32
HHIKEeKLMH ¥ Haopa 3a NPUROKESHHE.

FEIBA He Tpa6sa ia ce cMecBa ¢ APYTY ISKapCTBEHH NPOAYKH MK Pa3TBOPHTENH.

Ia He ce W3MON3BAT PA3TBOPH, KOWTO Ca MBTHH HIIH UMAT yTalikH.

HuCTpyKIHE 32 pasTBapaHe:

BAPHWAHT A (KOTATO BAXJECT CE HPEJUIATA CIOPOAYKTA):

1.

2.

3aTOMIETE Ollle HEOTBOPEHHS (IAKOH, ChAbPIKALL PA3TBOPUTENS (CTEPHIHA BOJA 32 HHKEKUNH) A0

cratlina TeMneparypa.

OrcTpaHere 3alH¥THHTE Kanmaiuky Ha ¢naxona ¢ FEIBA u (Qnaxona c PpasTBOPHTENZ H

nesundexuppaiiTe IBETE KAYHYKOBH 3arylanki.

OtROpere ONAKOBKATA Ha NPHCNOCODICHHETO BAXJECT karo BHHMATEAHO OTCTpaHUTE XapTHEHOTO

Kanaye 1 BHUMABATE A He ROKOCBATE BRTPSHIHOCTTA (Dur.a).

Bez na wusBakpare npucnocobreHuero OT  ONAKOBKara oObpHeTe CHCTE m%xapﬁTe

[LTACTMACOBNSA CHaiiK Tpe3 3alymankara Ha (akoHa ¢ PasTBOPHTENA. O’mp}‘1 grej_ﬂiffﬁ%ﬁ JIETE
" e e

a
npasnara onaxoeka Ha BAXJECT (@ur.b). Qﬁi‘\
o

v
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5. QbbpHeTe iakoHa ¢ pasTBOpUTEIA H BAXJECT Taka, 4e (hRakoHbT ¢ pasTBOpUTeNs 12 3aCTaHe Haj
npHcnocobneHueTo. .

6. Brkapalite Apyrus NNacTMacoB cralix npes samywiankara BbB ¢naxona ¢ FEIBA. Bakyym®T we
W3TerNy PasTBOPHTENs BbB (PIIAKOHA C AHOBHIM3ATA (®ur.c).

7. BHuMaTenHo pasknareTe (UIakoHa JO TMHOTO PasTBapsHe Ha BELIECTBOTO. Veepere ce, ue FEIBA e
HAITLAHO PA3TROPEH, Thil KaTo B NPOTUBEH Cly4ail aKTMBHOTO BELIECTBO HAMA A2 MpEMUHE npes
dunThpa Ha npucnocobieHueTo. : .

Fig.a

HucTpyKnuH 32 HHAXEKTHPaHe:

1.

2.

Fig. d

3aswprere Kanagero Ha BAXJECT nanony (& nocoka koM Quakona ¢ FEIBA) u cpanere kanauero -
(@ur.d).

Tlpeay NpMKpENsHETO Ha CHPHHLOBKATA, W3TEFIETE GyTanoro, 3a 4a Ble3e Be3AyX. Cnenunere
cnpunuobkata kbM BAXIECT u umKeKTHpaiiTe Bb3ayXxa BEB (nakona ¢ FEIBA (Dur.e).

HoxaTo Bpbiuare O6yTaloTo B H3XOAHO NONOKEHAE, obBpHeTE cucTeMaTa Taka, ue ¢naxona ¢ F EIBA
na e oTrope. Msrernere KOHUEHTpATa B CIPHHLUOBKATA YPE3 GaBHO w3TernaHe Ha Gyranoro (Pur.f).
Buprere BAXJECT kbM HErdBOTO TbPBOHAMANHO MONOHKEHHE 1 OTCTpaHeTe CIPHHLIOBKATA.
OrcrpaleTe CIpHHIOBKATa OT BAXIJECT u 6GasHo MIDKEKTHpaiiTe pasTBOpa HHTPABCHO3HO C
fIOMOIA Ha HAMRPpAIls ce B OnakosKaTa KpHIIOBHACH Habop 3a MHXEKTHPAHE KATO CKOPOCTTa Ha
HIDKeKTHpate He TpalBa Aa npepuniasa 2 U/kg 7.1. FEIBA B MuHyTa.

Fig. f

i

¥

HscTpyknuu 32 nagy3as (A2 ce MPOBEKIANA CaMO 0T JieKap Wi MeARIHHCKA CecTpa)
Tpu npunosxenue upes UHQy3us Tpabsa Aa ce M3Non36a HHY3HOHHA CHCTEMA C HOIXONAL dbuntep
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BAPHAHT B (Koraro npogyxra ce npeanara ¢ dHATLPHA HIIA, TpancdepHa HriAa A BH3AYIIHA
HIIa HPEAHAIHAYUCHM 32 PasTBapAHe BMeCTOo BAXJECT):

PaBTBapﬂHe HA JIHOIIJHJIHS&T&: Ja ¢e cna3BatT npaBuiaara 3a ACENTHYHA TEXHHKA

7.

3aTonieTe BCe Olle HEOTBOPEHHA (NAkoH, ChIbPIKALL pastTBOpHTENs (CTepuiiHa BOAA 32 HHDKEKLIMN)
110 CTafiHa TeMIepatypa, KaTo W3Noi3BaTe CTephiia BOAHA 6ausa (Makcamanuo 37°C).

OrcTpaHeTe 3aHMTHUTE Kamauku OT (aakona © FEIBA u dnakona ¢ pastsopurens (Pur.l) u
nesundiekuupaiite ABeTE Kay1yKOBH 3amylUanKy.

OtcTpaHeTe 3alUTHOTO Kanade OT eAuHUA kpait Ha TpaHcdepsaTa urna upes YCykeaHe M
nzanpneane (Pur.2). Brapaiite Taka oceoboaeHaTa HITla Pes KaydyKosaTa 3aityluaika sbs GaakoHa
¢ pazreopurens (Pur.3).

Orcrpanere 3allMTHOTO Kama4e OT ApYyrus kpali Ha Tpanc(epHara WITa, KaTO BHHMABaTe fa He
NoKocHeTe ocBoboAeHNs Kpai.

O6wpueTe (uakoHa C pasTBOPHTENsS Hal ¢naxona ¢ FEIBA u Bkapaiite cBOOOAHMS Kpaii Ha
Tpanc{epHaTa UIia Npe3 Kay4yyKoBaTa sanyiliajika Ha pnakoHa ¢ koHuenTpaTa (®ur.4). BakyymsT OT
¢naxona ¢ KOHLEHTPATa LUE H3TETTIH PasTBOPUTEN. .
Pasnenere Opata (pnakoHa KaTo OTCTpaHWTE Mrijara oT dnakona ¢ FEIBA (@ur.5). BuumarenHo
pasknarere uraxona ¢ FEIBA 0 TbAHOTO Pa3TBApAHE Ha nuodunU3aTa.

Criex IBIHOTO Pa3TBApAHE BLBEJETE NPIIIOKEHATA BH3RAYINHA UIJid {®ur.6) 1 BCHUKH MEXYDH L€
n3ueznar. OTcrpanere acpupamara Uriia.

Hucrpyknun 32 HESKeKTHpaHe:

1.

2.

OTcpaHere: 3aHTHOTO Kanaye Ha HAaMYpallaTa ce B OnakoBKaTa ¢uITHPHA Wriia Ype3 YCYKBaHe H
W3AbLPIIBAHE W TIOCTABETE MIJIATa BLPXY CTCPHIHATA HOKpaTHA CTIPHHLIOBKA. HsTernere pasTeopa B
cnpuHuokara (Pur.7).

Pasnenere GUITHPHATA WA OT CTIPHHLIOBKaTa ¥ 6asHO HIDKeKTUpaliTe pa3TBOpa HHTPABEHO3HO ©
FIOMOIIA HA HAMHpAIs C& B OMAKOBKATA KPWJIOBXEH HAGOD 3a MIKEKTHPaHE KATo CKOpOCTTa Ha
HHKeKTApaHe He TpaOea fa npesuwasa 2 U/kg 1.1 FEIBA B MuHyTa.

,f/
56

fig. 1 fig.2 fig.3 fig. 4 fig. 5 fig. 6 fig. 7

Hacrpyrinu 3a nady3Hs (12 ce NPOBE/A CAMO OT JIeKap HIH MeAMHHHCKA CecTpa)
Tps npUNOKeHne 4pes Hudysus Tps68a fia ce M3MON3Ba HHPY3HOHHA CHCTEMA C TIONXOAAIN uUnTHP.

Baamanpe:

Jlata Ha nocnefHa pepakuus Ha nucToBKATa: AHyapu 2007

Ha Be ce U3NON3BA CAS M3THIAHE HA CPOKa HA FOAROCT orfensazaH Ha ONaKOBKATA.
He panonzeaiite FEIBA, ako pa3sTBopsT € MBTEH WK HE € HANLITHO pasTBOpet.

Crnien pasTapsHe, He CHXpaHsBaliTe FOTOBHSA PasTROP B XAaARITHHUK 3TTO3BaIiTe BEAHAra,
Y T,
HSXB'preTe QCTAHAIUE HEeW3NOJI3BaH pa3Teop B CBOTBETCTBHE C FHCK

’gyn';e.‘l:lsuhgl,cgaé\uﬂ.

- ~ !
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7. JONMBJIHUTEIHA HHO®OPMAIIAA

CrieanaTa BHOPMALMS € TPeNHa3HAYEHA CaMO0 32 MEAHUIHCKH CIIELMANNCTH:

Jleuenuero TpaOBa Na 3aA0YHE NOJ PbKOBOACTBOTO H HaOMOACHHETO Ha JIEKAp CRELHANHCT 0
xemopuius.

JozapoeBra
JIo3upoBKaTa M NPOALKMTENHOCTTA HA JIEUEHHETO 3aBMCAT OT TexmecTra Ha HapyIIEHHETO,

JIOKATIU3aLMATA U CTeNeHTa Ha KPBBEOH3NHEA H KIHHUYHOTO CBECTOSHHE HA MatHenTa.

IEOSH]JOBK&T& M 4ecToTara Ha MNpUAOKCHHE TpﬂﬁBa BHHArK Na C€ ONpeHcendaT ChopeR KAHAYHATa
e(MKACTHOCT BbB BCEKH OTAENEH cily4aii.
Karo obwo npasuio ce nperopbysa fo3a ot 50 U zo 100 U FEIBA Ha KiIOrpaM TelecHo Tersio (T.T.),
Ge3 obaue fa ce HaaBHInaBa eAHOKkpaTHara Kosa oT 100 U/kg T.r. ¥ AHEBHA J032 OT 200 U/kg T.T1.

XemocTazHUTe TecToBe Karo Bpeme Ha cheupsane (WBCT), Tpombenacrorpama (TEG, r-croiitocT) H
aKTHBHPaHO NapHHanHo TpomGonnacTrHOBO Bpeme (2 PTT) 06HKHOBEHO TIOKA3BAT Camo JIEKO CKbCABAHE
1 MOFaT 1 He Ca B CHOTBETCTBHE ¢ XOa HA KIKHWYHOTO rofodpenue. CleRoBaTesHO TE3U TECTOBE HMAT
orpanuveHa cTOHHOCT NpY MOHHTOPHPAHETO Ha JICIEHHETO C FEIBA. ‘

1. CnoutaseH KDLEOM3JIAB

CTagHl, MYCKYJIHH H MEKOTLKAHHH KPBEBOH3/IHBH

fIpy JIeKH 10 YMEPEHO CHMIIHH KPHBOWIIMBH €& NpPEnopblBa 03a OT 50-75 U/kg T.1., ApUIOKEHH ITpe3
12-uacosu wHTepBamy. Jleuenuero TpsAOBa Na MPOABKY JO NOABATA HA SBHHM HPHUSHALM 34 KIHHWHO
nopnobpenue KaTo OT3ByuaBaHe Ha GonkaTa, HamayisiBaHE HA OTOKA WK PasJBIKBAHE HA CTABATA.

TIpK rojeMy MyCKYJHH ¥ MEKOTbKaHHH KPBBOUININBH, KATO HANPUMEP PETPOTICPHTOHSANICH KPBBONIIHE,
ce npenopbuBa Ao3a oT 100 U/kg 1.7. npes 12-4acoBy UHTEpBANH.

KpBLEOH3HEH OT JUTABHNH
TIpenopwuBa ce gosa ot S0 U/kg T.T., KOATO ce mpunara Ha BCCKH 6 yaca YCHOpEAHO ¢ BHMMATENHO

MOHWTOpHDAHE Ha TalMeHTa (NOKAnW3auus Ha BWIMMHA KPHBOHSIMB, MOBTODHO ONpEAEIHe Ha
XeMaToKpHTa). AKO KPbBOMIIMBET HE Ce OBNAzifBa, A03dTa MOKE N1a 6bne yeenuuena no 100 Ulkg T.T.
(na He ce NMpeBUIilaEa MaKCUMAllHATa AHeRHa 1033 OT 200 U/kg .1).

Jpyre Texks KPHLBOH3JIHBH

TeskKY KPBBOM3NMBH, KaTo KPBBOMIJIMEH B IIHC, ce opnapasaT edexrupHo ¢ nosu ot 100 U/kg 1.T.,
NpUnoMkeH: mnpe3 12-4acoBH HHTEPBAIH. B ornennmn caydan FEIBA MOxe na ce Npunoxu W npes
HHTepBaNM OT 6 Yaca AO MOCTHraHe Ha SICHO W3PASEHD KNMHWHHO nosobpenue. (fa He ce HapBUWARA

MakcHManHaTa AHeBHa fosa or 200 U/kg 1.1.).

2. XupypravdeckH onepanuu
Tpabea ma ce npunarar no 50-100 U/kg T.7. npe3 usTepBanyl oOT rioHe 6 “aca, KaTo c¢ BHHMABA fia He CC

npeBHiiaBa MaKCHManHaTa AHeBHA 1032 OT 200 U/kg.

3. Ipodnaakraka

[IpodunakTrKa Ha KPbBOM3INBY TPH NALKUEHTH C xemotuaua A ¢ HHXHOHTOP B

Ha Tepanys 3a BMYHeH Tolepasc (immune tolerance therapy ITT) unu ciea H p\ﬁ:.‘e}mﬂa"‘ T
B, .

S .
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Ipy NaLUMEHTH C BUCOK HHXUOHTOPEH OTTOBOP B C aHAMHE3A 33 YECTH KPLBOUIIIHBY, FEIBA moxe na ce
npunara eadospemenHo ¢ gaxrop VIHI KOHUEHTpAT B 03U OT 50 no 100 U/kg T.1. nBa ABTH AHEBHO A0
HamaneHue Ha uHxubutopa Ha gaxrop VIl oo 1 B.U.*

AKO MMyHEH TonepaHc He Moxke 1a Gbje HEAyLMpaH ¢ Bucoka o3a daxrop VIII, moxe ja ce sanouhe
monoTepanus ¢ 50 a0 100 U/kg T.7. TPH M6TH CEAMUYHO 3a NPO(HIAKTHKA HA KPBHBOKIIHEA.

* | Beresna eaunuua (1 BU) ce onpenens kaTo ToBa KOAHYECTBO AHTHTAJIO, KOETO MIE HEYTpANH3Hpa
50% ot axTuBHOCTTa Ha daktop VIl Ha npscHo cmeceHa yoBellIka MIasMa ciefl HHKyOauus 3a 2 yaca Ha

37°C.

Hauns HA HPHAOKEHHE
TTpoayKTET ce pasTeaps MO HauMH, ONIHCaH B TOKa 6.6. 1 pasTEOpa ce uikekTupa GaHo. CxopocTTa Ha

npunarase He TpsaGBa Aa NpHUHHABA AMCKOM(OPT Ha nauuenTa U He TpsbBa Nia HAZIBUILABA MAKCUMYMA
ot 2 U/kg 1.7. 338 MEHYTA.

MoEuHTOpHpaHe HA TEPANAATA
He Tps6pa #a Ce HajBHINABAT ¢AHOKPaTHM Rosu oT 100 U/kg T.T. ¥ NHEBHM NO3H OT 200 U/kg 7.1.

TlanueHTH, ToNyuasamy eAHOKpaTHH gosu oT 100 U/kg Tr. tpabea ma GbaaT MOHMTOpUpaHH 3a
pasputie Ha JIMK win 32 CHMOTOMH Ha OCTpa KOPOHApHA MCXEMHS. Bucorxu nosu FEIBA Tpa6sa ma ce
MPUAAFaT Camo TONKOBA NPOABIKHTENHO, KONKOTO & abcomoTHO HEODXOIMMO 3a OBNajABaHE Ha

KpPBBOHM3AHBA.

B cnyuall Ha 3HAYMTENHM KNMHAYHH NPOMEHH B apTCpuafiHOTO HAMAraHe, MyJICOBATA HECTOTA,
pecTMpaTopeH AMCTPeC, rphAda Gojika ¥ Kammuia, nndysuaTa TpsaGBa Aa Opne crpaHa He3abaBHO A2
ce NpennpHeMar CLOTBETHH AWATHOCTHHYHH K TEpaneBTH4YHH MEPKH. JlaGopaTopHute pesynTaTi
nokasaTenHn 3a paseutie Ha JIMK ca nonwkeHO HHMBO Ha ¢ubpuHoreHa, nomuxen Opol Ha
TpoMGoUHTHTE WM HanH4He Ha dubpun/dubpunoren perpafauuonnn nponykta (FDP). Tlokasareniy
3a MUK ca u 3HayuTeNHO yALPKEHo TPoMOMHOBO BpeMe, NpoTPOMOMHEOBO BpEME M aKTHBPPaHO
napuMaiHo TpomGonnacTaroBo Bpeme (aPTT).

TannenTH He-XeMOHARIH
TIpH MaumesTH, KOUTO He CTPajaT OT XeMO(HIus, HO Ca C YCTaHOBEHU HuxubuTOpH KbM (haKTOpHTE Ha

xppBocecupsanero VI, X1 unn XII, Moxe na BMa TEHASHUES 3a KPBBOMNUBR H NMOBHIUEH PHCK OT
pasBUTHE Ha TpoMOo3U.

JIaGopaTopHH TECTORE H KIHHHYHA eQHKACHOCT
T Vitro TECTOBETe 33 KOHTPOIUpaHe Ha ehUKACHOCTA KAaTO AKTHBHPAHO NapUKaNHO TPOMOONNACTHHOBO

speme (a PTT), epeme sa cheupBahe (WBCT) u tpombBoenactorpama (TEG) morar Aa He ChOTBETCTRAT
Ha KAHERYHOTO noaodpenue. Tlopaau Tasy NpuuKuHa, ONUTHTE 21a GBIAT BOPMANM3KPaHH TE3H CTOHHOCTH
ypes yBenuuaBane josata Ha FEIBA wmoraT aa ce OKaXaT HEYCHCIUHHW H B rojiMa cTenex
ofe3chpUMTeNHI NIOpany NoTeHIuATHHA puck OT passuTue ha JIMK ypes npenosupate.

3pagenne HA Gpost Ha TpOMOONMTHTE
B ciyuali Ha HeaJeKBaTeH OTTOBOP KbM JISUEHNETO ¢ FEIBA ce npenopbuea aa 6oae usenenpas §pos Ha

TPOMGOLKTHTE, Thil KaTO 32 eQEKTUBHOTO neiicrere Ha FEIBA e neo6xoaum mocTarsyHO BHCOK OpoH
(YHKIMOHANHO HHYAKTHH TPOMOOLIUTH.

Baxter e 3anazeHa Tbproscka Mapka Ha Baxter International Inc.
FEIBA e Thproseka Mapka Ha Baxter AG, Vienna.

Patient Friendly Package Insert - FEIBA




