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Novo Seven® 4.8 mg (240 KIU)

HosoCepbH 4.8 mg (240 KIU)

KPATKA XAPAKTEPUCTUKA HA ITPOJAYKTA




1. Tepropcko AMe Ha JeKAPCTBEHHA IPOIYKT

NovoSeven® 4.8 mg (240 KIU)
HosoCeppH 4.8 mg (240 KIU) — npax 1 pa3TBOPHTE) 32 HEDKEKIOHEH pPa3TBOP

2. KomigecTBEH ¥ KAYECTBEH ChCTAB

eptacog alfa (activated) 4.8 mg /(pmaxon (orrosaps na 240 KIU /draxon)
1 K1U ¢ exsuBanentaa Ha 1000 IU (Mexnynaponun Exunana)

eptacog alfa (activated) e pexombruanTen daxrop Ha XpbBOochcHpBaHeTo Vila, ¢ MONIEKyNIHA
maca ppubnmsurenno 50 000 ManroHa, npou3BeAed Ype3 FreHHO MEKEHEPCTBO OT OB0peYHH
KJIETKH Ha HoBopoxeHH xaMctepu (BHK xnerim).

Cnex pasteapsse 1 ml pasteop coaspxa 0.6 mg eptacog alfa (activated).

3a IBIEH COHCEHK Ha IOMOIIHUTE BEIeCTBa B, cexuus 0.1.

3. JIekapcrBena gopma

Tpax ¥ 4 pa3sTBOPHTE 3d HHIKEKIHOHEH PasTBOP.

4, KnaundHas JauHu
4.1 loxazanms

HoBoCeBbH € mokasaH 3a JledcHde Ha KPHBOM3IHMBH M 3a MPEBEHIMA HA KPBBOM3IHBH TIPH
TIOAJIEKAIH Ha XHPYPIHUIHA HITH HHBA3HBHM IIPOUENYPH, CETHY IPYNH HalHeHTH:
¢ Ilpu nanmenty ¢ BpodeHa (BAcAeICTBEHA) XeMO(WIHA C HHXHONTOPH Cpemty
taxTopuTe Ha Kpheocscupsare VIII wm IX > 5BU
e Ilpy namuedHTH ¢ HACTeJCTBeHa XeMOOQWIMA, IPH KOHTO C& OYaKBa H3paseH
HEXAOHTOpEH OTrOBOp KbM Iprutarane Ha (axrop VII mmi daxrop IX
o [Ipu namuenTH ¢ HPHEAOOHTA XeMODHIHS
¢ Ilpu manmenTH ¢ HaciencTBeH HeuuuT Ha FVI
o TIpu manmuents ¢ Tpombacrenus Ha Glanzmann ¢ apTnTena xsM GP Ilb-Illa w/mma
HLA 3 ¢ MEBAlIO HIIH HACTOSIO HEMOBNHIBAHe OT TPOMOOIMTHY TpaHCchHy3HH.

4.2 Jo3upoBKa 1 HAYHA HA YHOTpeda

ﬂos‘ugoexa

Xemodpunus A wnu B ¢ unxubumopu unu npudobuma xemodpunus

034




HoroCeppH TpsOpa Ha ce NpHIOKH BB3MOXKHO Hali-paHo cHel 3al0YBaHe Ha KpHBOM3IME.
IMpenopsunTennara HaYaNHa 033, BEBEACHA Upe3 GonycHa BeHO3Ha Hroxeknusd, e 90 pgkg
TEeNECHO TETTIO.

Cnen mopeoHaganHata Ao3a HoBoCeBBH MOXeE Aa ce IOBTOpU. IIpombiDKMTENHOCTTa Ha
JIEICHHETO M MHTEPBANET MEXHIY HIDKEKOHHTE Bapdpa B 3aBHCHMOCT OT TeXecTIa Ha
KPBBOH3INBA, M3BHPINICHATE HHBASHBHA NPONCAYPH YUIA XUPYPTHIHA HHTCPBEHITHI.

UnTepran MEXIY 03uTe:

TIzpponaganHo 2-3 yaca 710 IONYIaBANETO HA XEMOCTa3d.

AKO e HeoOX0IMa TTo-HATATEIIHA TEPAmI, JO30BHAT HHTEPBAJ MOMKE IOCTEIIeHHO Ha ce
VBEIIHYH CIIEH KATO BEAHEIK € NOCTUTHATA edeKTHEHA XeMOCTa3a, Ha BeekH 4, 6, 8 mmm 12
yaca, JOKATO Ce PEIeHH, Y& IeYSHHETO € AAEKBATHO.

Ip Jileky 10 YMEpeHH KPBROURIUBY (BKIIQYHTENHO aMOVIaTOpHO JICYEHHE

Ipu moMamBO JNevueHde Ha JIEKH 1O YMEepeHH CTaBHE, MYCKYJHH M KOXHO ~ JINTaBHYHY
KPHBOM3IMBY € e()eKTHBHO paHHOTO NPHIOKEHHe Ha X03H oT 90 ng Ha kg TenecHo Terno. 3a
HOCTHraHe Ha XeMocTasa e npuiarafo Jedexue ¢ 1 go 3 qo3m mpe3 HHTepBai OT 3 Jaca, KaTo
3a TOAgBpXKaHe Ha XeMocTasaTa € BhBelcHa H  e[HAa JONBIHETENHa 033,
IporbIDKATETHOCTTA Ha IOMANIHOTO JIeyeHHe He TpAOBa Ja mpesumasa 24 yaca.

Tlpw Texxu KpBBOU3IHBY

ITo mpunIm ce nperopbYBa HadyarHa Joza oT 90 nug Ha kg TenecHo Terno, KoATo MOXE Aa ce
MPHNOXKHE [0 IRT 3a GOJHMIaTa, B KOSTO NAlMEHTET OOHKHOBEHO ce JIeKyBa. Jlo3uposKara
ce OIpeNeNid OT BHJA ¥ TEXKECTTa Ba XPBBOM3IMBa. YecToTaTa Ha IpHiIaraHe IIbpBOHaYaHO
TpaGBa fa Gb/le Ha BCEKH J(Ba Jaca /IO YCTAHOBSABAHE Ha KIMHHYHO ofobpenne. AKo €
IIOKa3aHa HeNpekbpCHaTa TEpaNvs, HHTepBaNbT Ha MpHiaraHe MOJKe Ja ce YBelIHdIH X0 3 Jaca
B IPOALIDKEHNE Ha 1-2 muM. BOocneACTBHE MHTEPBANLT Ha NMPHIIOKEHHE MOXKE Ja ce
YBEJII9H OCTEIeHHO Ha Beekn 4, 6, 8 wmm 12 9aca OKATO Ce MpelleHH, e JCICHACTO €
afmekBaTHO. TexbK KpHBOMRIHE MOXKE Ja ce IEKyBa 2-3 CeAMHIH, HO JIeICHHEeTO MOXKe Jia ce
OPOABIDKE HPH HATHIAe Ha KIIHHHIHM [TOKa3aHHA,

Ipy MHBA3HBHY MPONEAYDH/XHPYPTHIHA HETEPBEHIMN
HenocpecTBEHO Mpeliy XHpYpruvecka HHTEpBeHnMs TpAbBa fa ce BEBe/e HavalHa 103a OT

90 pg na kg Tenecuo Terno. Crmara Kosa Tpa0Ba Ja ce BbReZe NOBTOPHO CIe/ iBa yaca U B
cneasamute 24-48 yaca TpsaGBa Ja MPoAKIDKH BBBEXIAHETO i mpes 2-3 9acOBM HHTEPBAIH B
32BHCHMOCT OT BMHA Ha H3BBHPIICHATA HHTEPBEHIMS U KIMHHYHOTO ChCTOSHME Ha MAlHCHTA.
B ronsMara XUpypris IpUIOKEHHeTO TpsbBa Ja Tpomemxd 6-7 gam mpes 2-4 daca.
HuTepBarsT MEXIY AO3NTE MOXE Ja C¢ YBEIHYH IIpe3 CIeJIBAIIUTe ABE CeAMUIN jiedeHNe Ha
6-8 uaca. Ilamuenture, HPETHPICHR TONEMHM XHPYPTHYECKH HHTEDBEHIHM MOIar Ja ce
AEKYBaT A0 2-3 CeIMMIM, JOKATO HACTHIH 3a3/PaBsiBake Ha OnepaTHBHATA PaHa.

Hecuyum na Factor VII

BOS&= JO3SHPaHe H JO30BH HHTCDBAJIM.

IIpenoprurTeNnEaTa JO3HPOBKA 34 JIEYCHHE HAa KPHBOUSIMMBY IIPH NAIMEHTH, NOANSKAINH Ha
XHpYPrHYHA MHTEpBEHIAI MK HHBa3HBHY Nponeaypu € 15 — 30 pg #a kg TemecHo Terio Ha

Ja Ce OnpeaciiiT 3a BCCKH HHIHBHIYAIHO.

Tpombacmenus na Glanzmann

ﬂosa, JO3KPAHEe 1 HO30BH HHTCDBAIIH .



Ilpenoprymrenyara Jo3a 3a JEYCHHES K NPEBCHNMA HA KPBHBOHM3IHBE XU IMANMEHTH,
TOANCKAMmK Ha XHPYPrHYHA MHTEPBCHIMS WIH MHBAsHWBHA mpouenypu ¢ 90 pg (amanason
80-120 pg) 3a kg TenecHo Terno Ha mHTepBan¥ ot ABa 4aca (1.5 — 2.5 gaca). Tpabsa na ce
TIPHJIOKAT HAaW-MalkO TpH JO3H, 3a Ja ce OCHIypH edeKTHBHA XeM0CTasa,
IIpenoppuBTENHEAT BT Ha BEBEXKJaHe e OoNyCHa MHIKEKIHUs, Thil KaTo MOXe Ja ce HOIyqH
nunca Ha edekT DOopaya IPOXLIDKATENHATA WHBY3HI.

3a Te3sw manMeHTH, KOHTO He ca pedpakTOpHH Ha JledeHHEe C TpOMOOIMTHH MacH,
IpUNATAHETO UM € CPENCTBO Ha IHPpBH H3bop pH jevenne Ha Tpombacrenns Ha Glanzmann.

Hawun na ynompeba

PasTBopere mpenapaTa KakToO € OIMCaHO B TOUKAa 6.0. M r0 BBBEAETE BEHOZHO B OoiycHa
WEKEKIHA 33 2-5 MAHYTH.

HosoCespH HE TpsbBa Na ce cMmecBa ¢ uHOY3HOHHE pPasTBOPH HIH Ja ce€ IpHuara 4pes
KankoBa AHQY3Hs.

Monumopupane na nevenuemo — Jabopamopuy Tecmoege

HsmMa msuckBaHe 33 MOHHUTOpHpaHe Ha Tepanuara ¢ HoBoCepsH. Texecira Ha KbpBeHE H
KIHEWGHES 0TTOBOp KbM Iipunaraneto Ha HosoCersH Tpa6Ba fa PHKOBOAAT JO3HUPAHETO.

Cnex upunarane Ha HopoCerbH nporpoMbunosoro Bpeme (PT) ¥ akTMBHpaHOTO HapIHAIHO
tpoMbornnacTaaORO BpeMe (aPTT) ca Onnm moHmKeHM, Makap 4e He € IeMOHCTPHPaHa BPE3Ka
mexay PT u aPTT u xmumuynara edukacnocT Ha HopoCeBEH.

4.3 IlporuBonoKazaHMs
Joxazana CBPBEXIYBCTBHTCIHOCT KBM aKTHBHATa cyOCTAHIRA, MOMOIIHWTE BEINECTBA MW

X5M OGENTBIM OT MHUIKa, XaMCTep WIH OT IOBE&XAM NPOH3XoH MOxe npa Oble
IPOTHBOTIOKA3aHNe 3a IpHiToxenneTo Ha HopoCepnH.

4.4 Cnenpajns NPOTHBOOKAIANAS U CHELHANEN HpeAyNpeXIeHAs NPy ynorpeda

B ¢iiygan Ha TATOJNOTHYHH CHCTOSHMS, MIPH KOHTO MOXKE Jja MMa II0-BHCOKO OT HOpPMAHOTO
ocBoOOKIABAHE HA ThKaHEH (akTop, mpunaraHeto Ha HoBoCeBBH € CRBP3aHO € PHCK OT
pasBuTEE HA TPOMOOTHYHA aKTHBHOCT MM Bb3HHKBaHe Ha JlHcemunmpana HHTpaBasaimha

Koarynamus (JTUK).

TakuBa cHCTOSHMS MOTAT Ja BKIIOYBAT NALEEHTH C HaNpegsana aTepocKIepo3a, TPaBMH ¢
pazMavkpaHe Ha ThKaHM, cenTrmemus wim JHUK.

Karo pexomGuHanTeH (axrop Ba kprBockeupsanero VIIa, HosoCeBrH MOKE Ja ChABKa
ciemi or muamH IgG, rosexau IgG m apyrH ocTarhuHHE GENTHIHM OT IIPOM3BOACTBEHATa

KM MIOCOUEHNATE OEIITHITH.




B ciyyan Ha TeXKH KPHBOH3NMBH MEAHKAMEHTLT TpAOBa Ja Ce IpHiara B GONHHYHA
ofcraHoBKa, 32 NPeANOYHTAHEe B CIEIMATM3NpAHUTE IEHIPOBE 32 JIEYSHHE HA NAIHeHTH C
XeMO(DHIMs ¢ HHXUOUTOPY KbM KpbBochcHpBamute daxropu VI mam IX, a xoraro Tosa €
HEBB3MOKHO - B TACHO CHTPYNHHYECTBO C JeKap, CHCOHANHCT [0 JHEYCHHETO Ha
xeMopunusTa.

IponsmwxuTenHocTIa Ha JOMANHOTO JNedeHme He TpAGsa Ja npesmmasa 24 uaca. AKO
KPbBOURIHUBET He ce oBHaziee, XOCIUTAIM3AUIATA e 33ABIDKATENHA.
TManmenTaTe/MpUApPY HUTENHTe TPAOBa Aa HHPOPMEpAY JeKaps/HabOAABAMIOTO 3XPAaBHO
33aBEACHHME BH3MOXKHO Hal-paHo 3a BCHYUKY BB3MOXHE arummkanmu #a HoroCeppn.

Hanuenty ¢ HegocTur Ha $axrop VI TpgbBa ja ce npocielsT 3a npOTPpOMOHHOBO BpEME K
Koaryispania akTuBHOCT Ha daxtop VII npenu u cien npunarade Ha HosoCepsl. B cnyuai,
9e aKTHBHOCTTa Ba dakTop Vila He yomiee Aa ZOCTHIHE 0YaKBaHOTO HABO HIH KbPBCHETO HE
Ce KOHTPONHpa cHeX JIeUCHHE C IpellOpBUMTENHUTE JO3H, MOXKE Ja MMa ChMHEHHe 32
ofpasyBage Ha aHTATeNA B TpGBa Ja Ce M3BBPIIK Ompe/IeisHe Ha aHTHTeMaTa. He ¢ usBecten
pHcK oT TpoMG03a npy DanueHTH ¢ HeXOCTHT Ha (aktop VII, nexyBanu ¢ HosoCepnh.

4.5 JlexapcTBeHH 1 APYrn B3aAMoneiicTBus

He e usBecTHO ganu cHIECTBYBA PHCK OT BB3MOKHO B3amMoneiictsre Mexny HosoCestH 1
KOHIEHTpaTH Ha JApYrH (axkTopu Ha KpBBOCECUpBageTo. IpsOBa nma ce wm30sra
eJHOBpEMEHHATA yIIoTpeba Ha aKTHBHPAHH ¥ HEakTUBHpaHW KOHNEHTPAaTH Ha (axTopm Ha
IIPOTPOMOHHOBHE KOMILIEKC,

ViMa maney, Ye aHTHGUOPHHONATANWUTE HaMalsBaT KPbBO3ary0aTa BER BPh3Ka ¢ XHPYPrAYHY
OIEpalH IpH MaI(HEeHTH, CTPafaliH 0T XeMOQHIHs, 0cO0EHO B OPTONEANTHATA XHPYPTHA H
IIpH OIeparyy B 0ONacTH ¢ BrcoKa hUOPHHONATHYHA aKTHBHOCT, KAKBATO € YCTHATA KYXUHA.
OmaTeT ¢ eIHOBpeMEeHHO Npuiokenue Ha anTAGuOpnHOMATHIM B HopoCepsH obaue ¢
OTPaHWICH.

4.6 BpeMeHHOCT H KbpMeEHe

IIpu u3cnenBane Ha peNpoIyKIHATa BEPXY KHBOTHH € JOKA3aHO, Ye¢ BEHO3ZHOTO IPUIOKEHNE
Ba HoBoCeBrH wmaMa edexT RBHEPXY Ppa3sBHTHETO HaA IUIONA, (EPTHNHOCTTA WM
penponyxTHBHOCTTa. He e w3BectHo Jamyu HopoCeBsH MOMKe Ja yBpeNH IUIOAa, KOraTo ce
npuiara Ipy OpeMeHHY JKeHH, U 4Ny OBIHABA peNpoAyKTHRHATA cnocobroct. HoBoCersH
TpabBa Ha ¢¢ mpuiaara Opr OpemeHHH, caMO NOpH HanpYke Ha CTPOTH IIOKa3aHHS 3a
IPHIAraHeTO My.

Ynorpeba mo Bpeme Ha KEpMeHe: He e u3BectHo manm HoBoCersH ce oTiens ¢ MaiumMHaTa
kepMa, LIpn kppMaaxu HoBoCepsH 1padBa fa ce ppiiara ¢ BHUMAHHE.

4.7 Edexrd BHPXY cHoco0HOCTTa 32 MoHpane H padoTa ¢ MaITHHEH

padoTa ¢ MaltHH.




4.8 Hemxenann eKapCTBEHM Peaxuin

Ha ocHOBaHHE Ha JaHHM OT JIOCT-MApPKETHHIORHS ONNT, HEXENaHHTe JICKAPCTBEHH PeakLHH
ca pepxs (< I ma 1 000 cTannapTHu J03H).

Ilpu aganu3yApane 1o CHCTEME, JOKTa{BAHHTE NPe3 IOCT-MAPKETHHIOBHSA [IEPHOK YECTOTH Ha
HEXCHAHATE peaKi[dd, BKINOYBAINM CEPUO3HHTE M JIEKHUTE pEeaKiMy, ¢a MOCOYEeHH B
tabmpnara:

Hapywenua na kpovema u aumama

Mpnoro penkn (< 1/10000) HoxmanBanw ca HAKONIKO cliydad HA4 HapyoieHAs Ha
Koarynapuara, kato ypemmdeH D-AEMEp M KOHCyMAaTHBHA
Koarynonatus. ITanpeHTH ¢ TOBAMEH PUCK OT AHCEMHHUpPaHa
HHTpaBa3alHa Koarynomartis, omucann B 4.4. “Coemwmanau
IIPOTHBONOKA3aHAT M CHCHHANHH IPSAYHPEKACHUT IIPH
ynotpebda”, TpabBa BHUMATENHO Ja OBNAT MOHHTOPHPAHH.

Cupoeunu Hapyuienun

Mpmoro penkn (< 1/10000) | MrdapkT Ha MPOKapAa: ONHCAH IO-IONY B «CEPHO3HH
TPOMOOTHYHH HeXeNayd peakuud 10 BpeMe Ha IOCT-
MApKETHHTOBHS HEPHOIY

Tacmpounmecmunannu Hapyuienun

M=oro pemxu (< 1/10000) | Jloxnampasu ca HAKOIKO CIIydas Ha TajeHe.

O6tn HAPYIEeHUR U MAKHEA CROPEO MACHIOMO R RPUAIIICEHIIE

Penxu (>1/10000, <1/1000) | Joknaxeana e numca Ha eh)IKacHOCT (HaMalleH TepareBTAYeH
oTrorop). Baxsao e gozoBuar pesxeM Ha HosoCesrH 512 € B
CBOTBETCBHE € HOpENOpPBYaHOTO Jo3upane B 4.2. B
“Mo3upoBka™.

Meoro peaxa (< 1/10000) | Moxe ma macThmm Tpecka. B pexxu cayyaw Moxe Ja ce
nossu HoyKa, 0co0eHO B MACTOTO Ha HEKEKTHpAHE.

Hzcnedsanun

Ms=oro penxu (< 1/10000) JoxnanBaHo € yBeJqMUYeHHEe Ha allaHEH-aMuHoTpaucdepasa,
ankanHa (Qocdaraza, JjaxTar JexXuOporesasa M Ha
TIPOTPOMOMHOBHTE HHBA.

Hapyuwenua na nepsnama cuchmema

Mproro penxn (< 1/10000) | Hoxnensanu ca MO3BYHO-CHAOBH HapYNICHNs], BXIIOYHTEIHO
MO3b4eH HHGApKT M MO3HIHA HCXEMUs: OHMCAHH JIO-JONIY B
«CepYO3HM TPOMOOTHIHH HEXENAHH PeaKidH IO BpeMe Ha
IOCT-MAPKETHHTOBHUS TICDRORY,

Hapymenua na Koxycama i ROOKONCHAMA HIbKAH

Muoro peaxs (< 1/10000) | Morar ia ce moSBST KOXKEE O6pHBH.

Cvoogu 3abonsearnusa

Mpuoro peaxu (< 1/10000) Joknaneaus ca BEHO3HH TPOMOOTHIHY HHUMIEHTH: OITHCAHT
[EO-JIONTY B «CEPHO3HM TPOMOOTHYHM HEXENAHH peakiy# Mo
BpeMe Ha [0CT-MapKeTHHTOBHA IIEPHOI.

Hoxnageagn ca cioydam Ha KpBpBOM3IMBH. He ce o9axsa
HopoCeBsH Ja npeluMOHTHpPa KPHBOM3IME, HO HalHYeH

KPBLBOH3JIHB MOXe Ja IPOTpaxupa % Ha HeJOCTATHIHA
e(hHKaCHOCT MM HEONTHMAICH, Bl >




BrB BCgKa Irpya no 9ectora, HEXEnaHuTe JICKAapCTBCHH peaxiuy ca NPesCTapeHH B ped Ha
HaMmaliBaa CepHO3HOCT.

Cepro3HKTE HEXENAHH PEaKIHH 110 BpeMe Ha NOCT-MaPKeTHHTOBHS IIEPHOM BKIIFOYBAT:

- Aprepmannm TpoMOOTHYHH MpPOsSBHE XaTo MHGApKT Ha MHAOKapia MMM HCXEMH,
MO3BYHOCHIOBH CMYIICHMS H Me3seHTepmanga Tpombosa. B mo-ronsmara dvacT OT
CIIyJanTe, IamueHTUTe ca OMWIM mpefpasNoNoXeHH KBM apTepuaii TpoMOosH Iopanu
CBHIIBTCTBAINO 3aboNsaBage, BhL3PACT, ATEPOCKACPOTHYHH 3a00NABAaHMS WM HacTOSHIN
MEMUIMHCKY CBCTOSHHAS, ommcaHH B cexnua 4.4 “Coenuamad TPepyIpexieHus H
CHeIHAIHY IPEANasHH MEepPKH IIpH yroTpebda”,

- BeposEn TpoMBoTH4HE NpOsSBM Xaro TpoMbodmeOur, TpomGo3a Ha ABNOOKATE BEHH H
CBLp3aHa ¢ TsX OenompobHa embomus. B mo-rojsMara JacT OT CIiydauTe, MAalUEHTHTE Ca
OMWIM TIPEeApasioNoXKeHH KbM BeHO3HH TPOMOOTHYHH XPOSBH ABIDKAINH CE HA CHOTBETHH
puCKOBH (hakTOpH. IlalueHTH, ¢ MOBHINGH DHCK OT BEHO3HH TPOMOOTHYHH CMYIICHHS
Iopamy CHIBTCTBAIW CHCTOSHHSA, aHaMHe3a 3a TPOMOOTHYHY MPOABH, MOCTONCPATHBHO
ofe3BmiKBaHe MIH BEHO3HA KaTeTepu3anus TpsaOea jga 6paT BHUMATEIHO HaOmOaaBaH.

AnaQuIakTHIHE PeaKIHY HE ¢a NOKIaABaHM CIOHTAHHO IO BPeME Ha MOCT-MapKeTHHIOBHS
nepuof, HO MauWeHTHTE ¢ aHaMHe3a 32 aNepruvHH peaKiyun TpsOBa BHHUMATENHO Ja Ce€
HaGmOaBaT.

Hama moKnamy 2a agTuTena cpemy daxtop VII mpu mampeHTn ¢ XeMogumis A wmn B.
JIOKIIafBAaBH Ca M3OMHUPAHH CiIydyad Opy Nanmentd ¢ nedumur Ha Gakrop VII, passumd
aprarena cpemy (axrop VII cren newenne ¢ HoBoCepbH. Tesn mallMeHTH IpexH TOBA Ca
G NeKyRaHH ¢ vuoBemika IUrasma w/mmu daxrop VII momyden ot xnmasma. llpu fnpama
[AIMeHTa aHTHTENATa IIOKAasBaT mExuOGuropeH ebekr in vifro. IlamumeHTH ¢ AeQHOMT Ha
baxrop VII, mexysarm ¢ HoBoCensH TpsaGBa ga ce HabloRaBaT 3a aHTHTENA KbM (akrop VIL.

Exuu ciydai Ha 2HIHOHEBPOTHYEH OTOX € JOKNafBaH IIPH NAIMEHTH ¢ TpomOacTeHHd Ha
Glanzmann ciren nprarane #a HoBoCeBbH.

4.9 Tipenosnpane

Enne TpoMGoTHIEE cirydaii e GUi [oKnajBan IpH BE3pacTeH MBXK (> 80 romunu) ¢ JedunuT
Ha daxrop VII, nexysan ¢ 10-20 npTH M0-BHCOKA /1032 OT penophrIaHaTa.

He ca 5OXTageaHH HUKAKBH JPYTH TPOMOOTHYHM YCIOXKHEHHS B Pe3yNTAaT Ha HpeNO3HpaHe,

JOpH IpH JcyeHHe Ha 6 FOMHUINHO MOMYe ¢ XeMOOHIMT A ¢ HHXUOHTOPH ¢ K032 8-10 mpTH
IO-BHCOKA 1033 OT HpellophYaHara.

5. @apMaKOJOrAIHA JANHH
5.1 ®apMakoaMHAMHYHE CBOiCTBA

dapmakoTepanerTudsa rpyna: GaxTopu Ha KPEBOCHCHPBAH 5 D08

HoeoCeBbH CHABPKA AKTHBHPAH PeXOMOHHAHTEH KOaryna
Ha #efCTBMe BKIIOUBA CBEp3Bamero Ha (axrop VIla ¢ exg
xoMIDreke axktHBupa (axrop IX no daxrop IXa u daxry
HavyanHO NpeBpBINANe HA MAIKH KOMMYeCTBa IIPOTPOMOHH

xrop. Tos3u
BOJeHKH [0
BT BOJE JIO



aKkTHBMpane Ha TpomOomuture W Gaxropure V m VIII Ha MACTOTO HAa HapapsBaHe H
ofpasyBaHe Ha XeMOCTaTH4eH TPOMO, HOCPeACTBOM KOHBEpTHpaHe Ha (QHOPHHOIEHA BEB
dubpun. Dapmakxonornguure xo3u Ha HopoCeppH axTmpupar (axrop X AUPEKTHO Ha
NOBBPXHOCTTA HA aKTHBHPAHHTE TPOMOOIMTH, JOKAIHM3HPAHH HA MACTOTO HA HapaHsABaHE,
HE3aBUCHMO OT ThKaHHES (axTop. ToBa BOAH O DpeBpHIIaHE Ha IPOTPOMOMH B IOIEMHU
KOJIHYECTBA TPOMOUH, HE3aBHCHMO OT ThKaHHHA dakTop. CrOTBETHO, (PapMaKoTHHAMHIHOTO
Jeiicteue Ha Qaxtop VIla yBemwdaBa nokamHoTo opMmupane Ha daxrop Xa, TpombuH X
$buOpuH.

He Moxe na Orfe HAOBIHO M3KIIOUEH TEOPETHYEH DHCK OT Pa3BUTHETO Ha CHCTEMHO
axKTHBHpaHe Ha KpbBOCECAPBAHETO IPH NALHEHTH ¢ OCHOBHO 3a00IIBaHe, NPeIpasnoaramo
xeM JUK cuupoM, BEIIPEKH e KIMHAIHAAT TOCT-MapKETHHIOB OIIHT A0 JHEC He JOKIalRa
34 TOBa KaTO 3HaypuMa HeKeJlaHa JCKapCTBEHAa PeakusL.

5.2 PapMaKOKHHETHIHH CBOIiCTBA
Xemogpunun A u B ¢ unxubumopu

dapmaxokuseTHIHHATe cBOlicTBa Ha HoBoCeBBH ca H3CIEABaHK C IOMOIITa Ha OLCHKATa Ha
KpBBOCHCHpBamaTa axTABHOCT Ha daxrop VII mpu 25 cmygas 6e3 XPHBOM3IME H 5 CHYYad ¢
KPBBOH3JIHB.

Vismepena e IasMenaTa KpbBOChCHpBama akTueHocT Ha daktop VII npeaw u no Bpeme ka
24-qacop mepwox cier npunarane Ha HoBoCeppn. (DapMaKOKHHETHKaT2 Ha OWHHIHHTE
moza HosoCeprn 17.5, 35 m 70 pg Ha KuyorpaM TENECHO TErNO IOKa3Ba JMHEHHA
3aBHCEMOCT. IIpu cay4yanTe Ge3 KPBBOU3NMB, B YCHOBHA HA HACHINAMA KOHNEHTpP2IMA U U
eNIMHHUpAHE € YCTAHOBEHO, 4e cpexmusar ofem Ha pasupepencde ¢ 106 m 122 mlikg
CBOTBETHO, 4 B CIyYauTe Ha KPBHBORINHB Te3H cToifHocTH ca 103 m 121 mil/kg croteerHo.
CpemusT KnupsEC € 6mn 31.0 ml/uac x kg B cnydaute Ges xppBeHe u 32.6 ml/uac x kg B
ciydayTe ¢ KPBHBOM3NHB. ENAMHHMpPaHETO Ha JIEKAPCTBOTO € ONPeleNeHO NOCPeACTBOM
CPeXHOTO BpEMe Ha 3ambpixaHe B OpraHA3Ma K BpeMe Ha TONMYXHBOT. B ciydaute Ge3
KBPBEHE CPEAHOTO BpeMe Ha 3aAEpkKane € Gmio 3.44 baca, a BpEMETO Ha NOTYKUBOT 2.89
gaca (CpeiHH CTOWHOCTH), PH KPHBOM3NHBY pechekTHBHO 2.97 waca u 2.30 uaca (cpexuu
CTOMHOCTH).

CpenuaTa CTOHHOCT Ha BB3CTAHOBSBAaHE B IUFA3MaTa i vive ¢ 45.6% npu nauueHtnre Ges
KpBBOTEdCHHE A 43.5% NpH MAlHEHTHTE C KPBBOTEYCHHE,

Meduyum na gaxmop VI

dapMakoKMHEeTHKATa Ha eguunaHa [o3a HopoCepsH 15 1 30 pg Ha KiorpaM TemecHO TETNO
He IIOKa3Bad 3HAYATENHA PA3lHKa MEKAY JBETE M3TMON3BAHH O3 IO OTHONICHHE Ha J030-
He3aBHCHMMTE TapaMeTpH: ofbm Tejecen kmupsHce (70.8 — 79.1 ml/h x kg), obem ma
pasmpefeneHpe Tpy Hacymane (280 — 290 ml/kg), cpemso BpeMe Ha sapbpxane (3.75 — 3.80
h) & Bpeme Ha momyxuBoT (2.82 — 3.11 h). Cpennara cTORHOCT Ha BB3CTAHOBSBAHE in vivo e
upubiasutendo 20%.

Tpombacmenusn na Glanzmann

Aub.




5.3 IpeaxAHANYHR JaHHHA 32 Ge30MACHOCT

Bewaxu edexTH, YOTaHOBEHH B IpeiIIMHIIHATA IPOrpaMa 3a Ge3BpelHOCT Ca CBLP3aHH C
tbapmaronornunns edekt Ha HopoCenrH,

6. ®apManeBTHYHHE AAHEM
6.1 Cnuchbk Ha HOMOBE(HATE BEUIECTBA

Sodium chloride

Calcium chloride dihydrate
Glycylglycine

Polysorbate 80

Mannitol

Water for injection

6.2 PH3NKO-XUMHYAH HECHEBEMECTNMOCTH

HoeoCeppH He Tpsbpa Ja ce cMecBa ¢ HH(YZHOHHH Pa3TRODH MIM Ha C¢ NpHiara 4pes
KankoBa HHQy3HsL.

6.3 Cpox Ha rogsocr
CpoKsT Ha TOZHOCT Ha TOTOBHA NPOXYKT € 3 roguny.

Hokazano e, ue ciel] pa3TBapsAHe NPOIYKTHT € cTabmileH XuMiryecky ¥ Gpu3Mdeckn 3a 24 4.
npa 25°C. OT MHKpOOHONOTHYHA INEAHA TOYKA NPONYKTHT TpsaBa na Ce MpPHIOKH
ne3abaBHO. B ciywaii, 9¢ He ce ymoTpebu HesaGaBHO, MALUEHTHT IFOEMa OTTOBOPHOCT 3a
NpPORBIDKATEHOCTTa W YCJIOBHSATa Ha CBHXpaHeHHe Ipenm ymorpeba, xoumTo He TpaOBa na
npeeumapar 24 9. upu 2°C mo 8°C, ocBeH ak0 pasTBapsHETO HE € K3BLPIICHO IIPH
KOHTPONHPAHH ¥ BaMHAKPAHH ACEIITHIYHE YCIOBHSL.

6.4 Crremmanay ycji0BHA HA ChXpaHeHHe

~  Caxpansgaiite HopoCeBBH B xnmagunnek (2°C-8°C)
—~ CpxpansBaiite B OpHTHHAIHATA ONAKOBKA, 34 Ja IIpeAlIasuTe OT CBETANNA
~  He 3ampassBaiite, 32 1a HE ce NOBPEAN (QHAKORET ¢ PA3TBOPUTENSL.

6.5 Janun 3a oNaKoBKaTa
Eoun rommnexm HoeoCesvH cvOvporca:

~ 1 ¢maxon ¢ 61 npax (HoBoCeBBH) 3a pa3TBOpa 32 HHIKSKIHH
~ 1 ¢naxon ¢ pasteopuTen (Boga 3a HOKEKIHH) 32 Pa3Th
~ 1 creprnieH azanTop 3a (raKoHa 33 pa3TBapIHE

- 1 cTepriiHa CIPHEHNOBK2 33 €NHOKpaTHa yriorpeba 3a p
~ | cTepuieH KOMIREKT 3a HHQY3IHMA

~ 2 HaIlOSHH CHC COUPT TaMHOHA 32 Ae3uH(pexnus Ha
- JucroBka 3a manpeHTa ¢ HHCTPYKHEY 32 yHoTpeba




Puarouu 3a HopoCeppHE:
CrpKio, 3aTBOpeHo ¢ OpoMOyTHIOBa KayIyKOBa Tara, IOKPATA C ayMHHHEBA Kalladxa.

3arBopenure driakonu ca CHAOZEHHN H CBHC 3allWTHA KaliadKa OT IONHIPOMHIACH.

(BIIaKoHy 3a PAITBODUTEI:
Ctexio, 3aTBOpeHo ¢ GpoMOyTHHOBA KaydykoBa Tama ¢ TedJIoH, YOKpHTA ¢ amyMHHHEBA
Karauka.

BaTBOpCHI/ITe (bnaxom{ ca CHaG,E[,CHPI CEC 3alIHTHA Karadka oT HOIHIOPONHICH.

CHQHHQOBK& 34 pasTRapAHEC W NTPUIIOKECHHEC!

CrprHIioBKaTa 3a efHOKpaTHA YIIOTpeda € OT MOJMANpPONAACH.
6.6 Cnennanayu MepkH IPH M3XBLPJsSHE

BrHarm na ce U3MI0y3Ba aceIITHYHA TEXHUKa

Pasmeapsine

» 3aromrere puaxonute ¢ npaxa HoroCessH i Bogara [o cTaifHa Temieparypa (HO He IIO-
BHcoka oT 37°C), xaTo Hanmpumep ABpXKuTe QrakcHa B peHe. OTcTpaneTe NpexmasHATe
IUTACTMACOBH Kama4KH OT ABara (uiakora. AKO Kamagkure He Ca 3aKpeneHH xodpe MM
JIMICBAT, He H3mon3Baiite ¢uakonmre. [loumcTere IyMeHHTe Tand Ha (NIAKOHHTE ¢
TaMHOHH HAaIOEHH CHC CIHPT M TH OCTaBeTe Na H3CHXHAT NpelH yrnorpeda.

e l3Bajere clpuHLIOBKaTa OT omakoBkata H. OTBopere oIlakOBKaTa Ha ajanropa 3a
dmaxona. JpexTe agantopa 3a iakosa B OMaxoBKaTa, JOKaTO 'O 3aBHBATE 3[paBoO BEPXY
CTpuBIIOBKaTa. BHuMaBaiiTe ja He JOKOCHETE IpeHus Kpaii Ha aganTopa 3a (GprakoHa.

e Hsrernere OyranoTo, TaKa 4e B CIPHHIOBKATA Ja HaBje3e BB3IyX B o0eM paBeH Ha
KOIHYeCTBOTO BOJA BBB (plaKowa c© pasTBopurens {ml eKBHBaNEHTEH Ha ¢C Ha
COpHHIIOBKaTa). BHHMaBaiiTe fa He JOKOCHETE 3anHI Kpall Ha afanTopa 3a (prakoHa,

s IlocraBere ajanTopa 3a ¢uaxoHa Ha GuUIakoHa ¢ BOJATa. 3a Ja MHXEKTHPAaTe BE3AYX BHB
(dnakona, HaTACHETE OYTANOTO, JOKATO OIYBCTBATE OTYETIAHBO CEIPOTHRICHEE.

e 3SaIpEKTe CHPHEIOBKATa ¢ (pNakoHa ¢ Boja HaoOpaTHO W M3ABpHaiiTe OyTanoTto, 3a Ha
U3TEITIMTE BOAA B CIIPHHI[OBKATA.

o OrtcrpaBeTte npaszuus GIIakoH OT BoJara, KaTo HAKIOHHTE CIPHHIIOBKATa C ajanTopa 3a
tnaxona.

o TlocraBere amanmropa 3a (hakoHa, KOHTO BCE OWE € 3aKpers BKaTa, BBPXY
(makona ¢ mpaxa. J[pEXTe CIIPHHOOBKATA JIEKO HAKIIOHEHA - e HaJOoIy.
basgo natrcHere OyTanoro, 3a JMa HHKEKTHPaTe BOJATA fz§ e m AT . ¥YBepete
ce, 9e CTPYATa BOJAA He € HacouYcHa AHUPEKTHO KbM IIpaxh g B 5‘3; o TOBa IHe

OpeU3BUKA “pasrieHBaHe”.
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o BrmmatenHo BppTeTe (prlakOHa JOKATO MpaxbT ce pasTBopu. He pazknamaiite ¢axona,
THH KaTO TOBA IIE IpeAU3BHKa “paslicHBaHe” .

Pasteopennar HosoCer®H € Ge3nBeTen 1 TpsOBa Ja ce HHCIIEKTHPa BUIYAIHO 32 HANHIHE Ha
9acTHYKH H 00e3[BeTIBaHe NIpey IpHiaraHe.

CprppikaniaTa ¢é B ONAKOBKaTa CIPHHIOBKA 33 eNHOKpaTHa ynoTpeda € chBMECTHMA C
pasTBopenus IipemapaT, HO pasTBopennsT HoBoCeBrH He 1TpsbBa Ja ce CbXpaHgsa B
IUIACTMACOBH CIIPHHLIOBKH.

Ipenoppusa ce pastopeHust HoBoCepn fa ce MpHIoxKH HezabaBHO.

Ipunooicenue

e VYBepere ce, we OYTAJOTO € HATHCHATO JOKpaH, mpenu ma oOBpHETE CHPUHLOBKATE
HaoGparHOo (BR3MOXKHO € Aa e OmIo H30YTaHO HABBH OT HANSTAHETO B CIIPHHIIOBKATA).
3ampEKTe COPHHIOBKATa ¢ (IAaKOHA HaoOpaTHO N U3AbpHalite OyTanoTo, 3a 1a N3TErNHTe
[IENHS Pa3TROp B CPHHLOBKATA.

e OrtsuiiTe apanTopa 3a QIIaKoHa C TPasHHS QIEAKOH.

¢ HoeoCeBBRH Beue e TOTOB 3a MIDKeKTHpaHe. Hamepere momxofsmo MscTo M 6asHo
umxextapaiite HosoCeprH BB BeHATa 32 Iepuon OT 2-5 MunyTH 0e3 la MaxaTe HIJaTd
OT HXOKEKIHOHHOTO MACTO.

VizxBEpIIETe BHHMATENHO CIPHHIIOBKATa, aganTopa 3a (puakosa, (IIaXOHHTE, KOMIIIEKTa 32

nHby3ks ¥ BecekH peymotpefed nIpoAykT. Beekn MeynoTpeGen EPOXYKT YIM OTHANBK TpIOBa

na Oblie H3XBBPiEH Crope] MECTHHTE H3HCKBAHH.

7. AApec H BEMe HA NPHETEKATENT HA Pa3pemeHHeTo 32 yIorpeda

Novo Nordisk A/S

Novo Alle

DK-2880 Bagsvaerd

Denmark

8. Perncrpanuonen Ne B Pernerspa mo win.28 or 3JIAXM
9700049

9. lata M2 NLPBO paspelmmaBaHe 3a ymorpeba ma JexapcrBeHHsi npogykr/ Jdara na
[IOJHOBSBAHE paspemieHHeTO 32 yNoTpeda

Jata Ha mepBO paspemmasage 3a ynotpeba: 05.02.1997

Jlata Ha IOQHOBsBaHe paspelneHueTo 3a ynorpeba: 01.04.2002

10. Mara Ha (YacTHYHA) AKTYANHIANMSA HA TEKCTa
31.03.2006
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