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1. Ume Ha nexapcTBEHUSI MPOAYKT

XEMO®UI M, Autnxemocbunen ®akrop (Hosewku), NMoHOKITOHaNHo npeyncreH
HEMOFIL M, Antihemophilic Factor (Human), Monoclonal purified

2. KayecTBeH ¥ KOSINYECTBEH ChLCTaB

JlexapcTBeHO BELUIECTBO:

Hemofil M 250 IU e npuroTBEH KaTto npax W pasTBOpUTEN 3a WHXEeKUWOHEeH
pa3Teop, Cuabpkawl 250 |U uosellkn koarynaunoHeH akTop VIl B eguH
dhnakoH. ,

Crien, pasTeapske ¢ 10 ml pasteopuresn (Sterile Water for injection) npoaykTsT
chabpXa NpubnuanTerto 25 1U/ml yosellky KoarynaunoHeH axTop VIIL.
AktueHocTTa (IU) ce onpefens ypes XpPOMOreHHWs METof Ha Eeponeiickarta
chapmakoniesi, KaTo ce W3MoN3Ba MeXayHapoaeH cTaH4apT Ha CeeToBHaTa
aapasta opranusaums (C30). CrieunduyHaTa aKkTusHOCT Ha Hemofil M 250 [U e
npubnusntenHo 2,0 ao 4,0 {U/mg npotenH.

Hemofil M 500 IU e npuroTBeH Kavo fipax W pasTBopuTen 3a UHXeKUWOoHeH
pasTeop, cbabpxaw 500 U Yoeeilku KoarynaluoHeH cakTop Vill B eaunH
hrakoH.

Crieg pasteapsHe ¢ 10 ml pasTBopuTen (Sterile Water for injection) nponyKTsT
chobpKa npubausuTenHo 50 [U/ml yosewwki koaryrnialuoHeH dhakTop Vill.
AxtusHoctta (IU) ce onpepena 4pé3 XpPOMOreHHWs1 MeTo4 Ha EBponefickata
thapmakonies), kaTo ce Wsnonssa MepyHapoAeH CTaHAapT Ha CeeToBHaTa
anpasHa opranusauus (C30). CnelmuduuHaTa akTMBHOCT Ha Hemofil M 500 IU e

nputnmauTtendo 4.1 go 8.0 1U/mg npoTtent.

Hemofil M 1000 |U e npuroTBeH Xarto npax W pasTsoputen 3a WHXeKUUOHEH
pasTBOp, chabpxall 1000 [U qoBelwku koarynauuoHeH akrop VIl B eguH
thnakoH.

Cnep pasteapsiHe ¢ 10 m! pasteoputen (Sterile Water for injection) npoayxTHT
cbabpxa npubnuautento 100 1U/ml yoseluky koarynallMoHeH aktop VIIL.
AxtusHoctta (IU) ce onpepens 4pes XpOMOFEHHUSA METOL Ha EBponeiickaTa
thapmakores, KkaTto €€ Wanonssa MeXAyHapoAeH CTaHAapT Ha CseToBHaTa
agpaeHa opradnsaums (C30). CneuydinyHaTa akTUBHOCT Ha Hemofil M 1000 1U
e npubnuautento 8.1 go 15.0 IU/mg npoTenH.

3a nomolltHuTe BelillecTea Buxkre T. 6.1.




3. lNlekapcTBeHa dhopma
Mpax n pa3TBOPUTEN 3a NMHXEKLIMOHEH PasTBOp.

YopellkuaT koarynauyodeH daktop Vill e Gesuseted o Oneno xent
nuocdunusupal npax 3a UHXekunoHeH pastsop. Cnep pasTBapsie C
pasTeopiTen Sterile Water for injection, Ph.E. koHueHTpaTLT ce npunara
VHTPaBEHO3HO.

4. KnuHnYHU gaHHu

4.1 TepaneBTH4HU NOKa3aHUs

NeyeHue U npoduUnakTuka Ha KPbLBOMSMIMBK NpU MaumeHTn ¢ xemodunus A
(Bponen feduumnt Ha dpakTop Viil).

Toau nekapcTBEH MPOOYKT He CbAbPKa haktop Ha oH Bunebpana BbB
thapmakonornyHo eeKTUBHYA KOSIMYECTBa 1 CHefoBaTenHo He € NoAXoasLw 3a
neyekue Ha GonecTTa Ha doH Bunebpana.

4.2 No3upoBKa ¥ Ha4YMH Ha NPUNoXeHue

4.2.1 No3npoBKa

Neuenneto Tpsbea ga 6bae sanovHato noja HabrniogeHwetTo Ha nexkap -
cneLuanieT B JIEYeHNETO Ha Xemotunus.

NoanpoBkata W NPOSBLINKUTENHOCTTA Ha 3aMecTBauloTO Nevenne 3aBUCHAT OT
TexectTa Ha geduuura Ha daktop VIil, nokanusauusTa u crTeneHta Ha
KpbBOWSINBA, KaKTO U OT KNWHUYHOTO CLCTOSHNE Ha raLeHTa.

BposT Ha npunoxenute eanHuum  daxtop VIl e uspasen B MexayHapohu
Eauuuum (IU), KouTo ca onpeaerneHln cnpsmo ckBpeMeHeH CTaHaapT Ha C30 3a
npoayxTh ka daktop VIII. AktueHocTTa Ha daktop VIl B inasma ce npeacTass
WAKW KaTO NPOLEHT (f0 OTHOLIEHME Ha HOpMarlHa YoBelika Mnasma) wnv B
MeKOyHapoaHn eanhuun  (cnpsamo MexnynapopeH CtaHaapT 3a ¢aktop Vil B
nnasma).

EpHa MexgyHapogHa Egununa ( [U ) aktneHocT Ha dhaktop VIl e exBuBaneHTHa
Ha KonmuecTBoTo Ha hakrop VII B egMH mMununuTbp HOpManHa 4OBELUKa
nnasma. VsuucnsiBaHeTo Ha HeobxogumaTta goza Ha daxrop VI ce ocHoBaga
Ha emnupuyHaTa Haxopgka, 4e 1 MexpyHapogHa efuHuua IU dhaktop VIl Ha
Kuslorpam TenecHo Terrno NoBunlaBa akTuBHocTTa Ha aktop VIH B nnasmata ¢
2% (2 IU/dl). Heobxoaumata [jo3a ce onpegens, kaTo ce npunara cregHara

dopmyna:

Heob6xoamum 6poii egnnmum (FVIIEIU) =
Ternecho Terno (kg) X xenanoTo noeuluasane Ha dpakrop VI (%) x 0.5 U/kg

Konu4ecTBOTO, KOETo Tpsbea fAa ce MPUMOXU W YecToTara Ha npunoxeHne
TpAGBa BUHarK Aa GbaT cbobpaseHn ¢ KIMHUYHaTa eeKTUBHOCT B OTAENHUA
cnyyai. AkTaBHocTTa Ha daktop VIl ne TpsibBa pa Gboe no-Hucka oF
npefcTageHaTa akTMBHOCT B fnasmara (fipeacraBeHa no-4ony) 3a CLOTBETHUSA
nepvoa Npy cnegHuTe criydyan Ha Kpbsousnueun. Crneasaliara Tabnuua moxe Ja




ce u3anonaea

KPbBOUSIMBIA 11 NPYU XMPYPruyYeckn nHTepseHLun.

KaTo npenopwyMMUTENnHa 3a onpejensdsde Ha go3ava npu

Buna v cTeneH Ha
KpeBoviznuea / Bug
XUpYRrudecka MHTEPBEHLIMA

Heobxonnmo HUBO Ha
deaxTop VIII {%)/(1U/dI)

YecToTa Ha npunoxeHue Ha gos3arta
(vacoee} / MNpooLMXUTENHOCT Ha
neveHueto (AHK)

KpktBOouzanme

PaHHa xemapTpo3a, MycKyneH 20-40 MoeTapsiTe nHgyauaTa Ha Bcekn 12
KPBBOWIINVIB MM KpbBOWU3NNB 00 24 yaca. C npogbIBUTSHOCT Hai-
B YCTHATa KyXuHa marnko 1 AeH, JoKaTo oT3Byun Bonkara
KaTo MHAKMKaTOp 3a OBNnaassaHe Ha
KpBbBOU3NMBa UV G& NOCTUTHE
o34passBaHe
To-ronsma xemapTposa, MoeTapsiitTe uH(pysuATa Ha Beekn 12
MYCKYNEH KPBBGU3NUB WU 30-60 80 24 yaca B npogbibkeHne Ha 3 - 4
XemaTom AHW UNN NoBede, A0KaTO OT3BYYaT
Honkarta u onnakeaHusTa
MusotosacTpalsasalum
KPBBOU3MUBU KaTo MoeTapsiiTe WHpy3nATa Ha BCekn 8 [0
VHTpaKpaHManeH KpbBOWSIMB, 60-100 24 yaca JOKaTo 3annaxara 0T3By4m
KPBLBOMWIFNB B FPbAHUA KOLU,
TEXDBK KOpEMEH KPBbBOMINUB
XUPYPI'A
Bun na xupypryyeckara uHTepBeHUuns
Manku xupypauyecku Ha Bcexn 24 yaca, B NPOABIDKEHNE HE
uHmepseryLU, 30-60 Hail-Manko egWH pOeH, n[okato ce
BKSIOYUTENHO 3B6HA NnocTUrHe o3gpassaBaHe
eKkcTpakLuma
lNoeTapsiiTe nHpy3NaTa Ha BoeKn
lonemu xupypaudecku 80-100 8-24 yaca A0 afeKkeaTHO 3asgpassBaHe
UHmMepeeHyulU (npen-n Ha paHaTa, Crnej KOeTo NevYeHneTo ga
criefonepaTBHO) NPOALIPKA 3a FOHE oLe 7 AHu, © Len

[a ce Noaabpxa akTMBHOCT Ha hakTop
Vil o1 30% no 60% (1U/dI)

Mpwn onpeneneHu obcToaTencTBa MoOXe Aa ca HeobxoAuMy No-BUCOKW A03K OT
n3umcrneHnTe, ocobeHo npu onpefensHe Ha HavanHara fo3a.

o Bpeme Ha NeyeHWeTo ce NpenopbyBa CLOTBETHO OTPedensaHe Ha HUBaTa Ha
daktop Vili, 3a ga ce KoHTpONMpa Jo3aTa 3a MPUITOXEHNE U YecToTaTta, G KOATO
Tpsibea fAa ce noBTapsAT uHcysuute. OcobeHo npu cniyMauTe Ha roneMu
ONEpPATUBHM MHTEPBEHUMKU € 3agbAXUTESTHO nNpeUnsHo MOHMTOpMpaHe Ha




nauMeHTln MOXE Ja Bapupa Kato ce NocTuraTt pasfiuybn HuBa Ha in vivo
Bb3CTaHOBSIBAHE M pasfityHy BpEeMEHa Ha NomyXunBoT.

3a npoAabmKUTENHa NpotnakTuka Ha KpbBOW3NWBM MPU NauUeHTn C TeXKa
chopma Ha xemodunusi A TpaGea ga ce npunarat pgosu ot 20 U go 60 [U/kg
TERecHO TEFfo Ha MHTepBanu ot 2 0o 3 aun. B HAKoW cny4yawn, cneuynarnHo npu
no-Mragu nauveHtT MoXe fa ca Heobxozumu no-kpaTKn WHTepBank Unu no-
BUCOKMW JO3N.

MauneHTuTe Tpabsa Aa GbaaT MOHUTOpMpaHM 3a obpasysaHe Ha UHXUOUTOpK
kM aktop VI, Ako ovakeaHWTe HWBa Ha aKkTMBHOCT Ha caktop VI He ca
MOCTUIHATY, WAN aKo KPbBOWINMBLT HE ce OBMagssa CbhC ChOTBETHATA [033,
TpsbBa Oa ce M3BLPLUM K3crnefBaHe 3a fa Ce YCTaHOBM Hanuyneto Ha
uaxubuTop kLM dakrop VHL. Mpu yctaHoBsBaHe Ha WHXMOUTOP C TUTBP TMO-
Hucek oT 10 Bethesda Units (BU)mI, npunoxernveto Ha A[oONMbAHWTENHO
kormuecTBo thaxTop VIII moxe aa HeyTpanusupa uHxubutopa. MNpn nauveHTn c
BUCOK TUTbLp Ha MHXubnTopa Hag 10 BU wnu ¢ gobep aHamHectuueH OTroBOp
TpabGBa Aa ce wma npensr (akTwBupaH) NpoTpOMOBUH KOMMMEKC KOHUWeHTpat
(PCC) nrm npenapaty Ha pekomBuHaHnTen aktusupad dakrtop VIl (rFVila). Tosa
neyeHve TpsibBa ga 6bae HasHayeHo OT fiekapu C ONUT Npu JeverHue Ha
nauMeHT! ¢ xemogmnns.

Ynotpeba Ha Hemofil M B neguarpuara:

Hemofil M e npoyusaH npw 43 npegsapuTenHo Henekysauy nauvetu (PUPs)
(eb3pacT: 2 gun go 8 rogmun) v 10 geya, KOUTO ca nekyeaHyu ¢ MUHUMAanMHO
KOAMYECTBO APYrM KPBBHW NpogykTti. YcraHoseHo e, 4e Hemofil M ocurypsiea
edekTMBHA XeMocTasa Mpu NpuiaraHe Ha CbBPEeMEeHHUTE NPenopbYUTEnHu
cxemu 3a gosupaHe Ha Paktop Vil Bumxre cuiio 7. 4.4,

4.2.2 HayuH Ha npuroxeHue

MpenapaTeT TpabBa Aa Ce Npunara BEHO3HO CIef PasTBapsiHe G BKNOYEHNA
pa3TBOPUTEN BOAA 32 MHXeKuMyM (BWX Chiuo T. “PasTeapsaHe” u “MHxexTupaHe”).
TpsbBa Aa ce u3nonssa BKMOYEHaTa B Habopa epHOKpaTHa nnacTMacora
CPUHLOBKA.

MpenopbyBa ce APUMOXEHNETO A 3anouyHe A0 efMH 4Yac crnief pasTBapsHeTo.
PasTBOpeHuaT wMarvepuan He TpsabBa pa ce CbXpaHABa B XNagWHUK.
[penapaThT MOXE A& ce fpunara cbe ckopocT 1-4 ml/MuHyTa.

NyncuT TpsaBBa pa ce WsmepBa NPefn W Mo BpeMe Ha RPUITOXEHMeTo Ha
Hemofil M. Ako ce nosiBu 3HA4YMTEINHO yckopsBaHe Ha nynca, HaMansaBaHeTo
CKOpOCTTa Ha BfMBaHe wunu BPEMEeHHOTO TMNpPeKkbCBaHe Ha WHXeKTUpaHeTo
0BUKHOBEHO MO3BONABAT CUMATOMKUTE Ja OT3By4aT Obp30.

4.3 NMpoTnBonokasaHusa

CBPBbXYYBCTBUTENHOCT KbM NEKapCTBEHOTO BELECTBO UK HAKOS OT CbCTaBKUTe
Ha TpoAykta Moxe fAa Obae npotusonokasaHue. OcobeHo, wu3BecTHa
CBPBXYYBCTBUTEAHOCT KbM MULLIM TIPOTENH & NPOTMBOMNOKasaHne 3a ynotpebara




Ha uYoBeWku KoaryrmauuoneH dpaxtop VI Buxre no-pony Crneuuarnitu
npeaynpexaeHus U NpeanasH Mepky npn ynotpeba.

4.4 Crieuranny npeaynpexgekus U npeanasHn Mepkmn rpy ynorpeba.

Kakto npw Opyr BeHO3HW NPOTEMHOBK Pa3TBOPU G2 BB3MOXHW anepruyeH Tun
peakuun Ha cBpbxdyBcTBMTENHOCT. Hemofil M cbawbpxa crnean ot muwm,
UOBELLKA 11 rOBEX AW MPOTENHN.

MauvenTuTe TpsabBa Aa ObAaT MHGOPMUPaHN 3a paHHuTe Denesn Ha peakumnTe
Ha CBPBLXYYBCTBMTEIHOCT, BKMIOYBAILM KOMPUBHA Tpecka, reHepanuiapaHa
ypTUKapWsl, CTAraHe B rbpavTe, 3aTpyhHeHWs B AMLIAHETO, MOHIDKEHO KPBBHO
HansraHe 1 anadunakcns. AKO TE3W CUMITTOMU C& NOSABST, NaumeHTuTe Tpadea
fna 6baar nocosBeTBRaHK Aa NpekscHat ynotpebata Ha npojykta u Aa ce
KOHCYNMTUPAT C TEXHUTE Jfiekapy.

B cnyualii Ha wok TpabBa [Ja ce npunoXar CbBpeMeHHWTE Npenopbku 3a
fleyeHne Ha LUOK.

Hemofil M e npovaseneH oT YoBellKa nriasma. Korato ce npunarat fiexapcTBeHu
NPORYKTM OT YOBElUKa KPBE WM M71a3ma, He Morat ususio a ce usKkmoudar
nHdekumosny Bonecty, Abfkallin ce Ha npejasake Ha NHEKLMO3HN
npwunHuTENN. TOBa Ce OTHACH CbWO 33 RaToreHn ¢ HeusBecrHa 3a cera
npupoda. PuckbT OT npegapaHe Ha MHQEKUMO3HM NPpUUMHUTENN Ce Hamanssa
ypes:

o ogBop Ha papuTenuTe Ypes MeAULMHCKY Npersieq Y MHTEPBIOo, W CKPUHUHT Ha
JapeHuTe eanHnuK KpbB U Mnasma 3a TPUTe OCHOBHW NaToreHHW BUpYCK HIV,
HCV, HBV.

» y3crieapaHe Ha cbopHuTe rnnasmu 3a HCV reHOMHIU NocnesoBaTeiHOCTU.

e BKMIOUBAHE Ha MPOUEAYPU 3a OTCTpaHsBaHe/MHaKTUBUpaHe Ha BUPYCW B
NPOW3BOACTEEHUA NPOLEC, KOUTO ca BanuAMpaHy KaTo ca U3NonssaHy MoAeHuN
BUPYCH 1t Te3N NpoLefypn ce cunTaT 3a edekTeHn 3a HIV, HCV, HBV.

e rpolefypute 3a OTCTpaHaBaHe/MHakTUBMpaHe Ha BUPYCM Morat ha umar
orpaHnyeHo sHaveHne cpelly HeobeuTuTe BUpYCH kato HAV 1 parvovirus B19.
MpernopbyBa ce NOAXOOALO MMyHWU3NpaHe (xenatmt A 1 B) 3a RauueHTUTE,
KouTo nonyyasar nnasmenun gakrop VIl koHleHTpaTy.

O6pasyBaHeTo Ha HeyTpanuaupaly antutena (Hxubutopu) kbm akrop Vil e
M3BECTHO YCTIOXKHEHUe NpY IEYEHNeTo Ha nuua ¢ xemodunust A. YCTaHOBEHO e,
ye Tesu uHxwbutopn ca IgG wmyHornobynnHW, OUPEKTHO HacoyeHu cpelly
chakTop VIl npokoarynaHTHaTa akTWBHOCT, KOUTO GE ONpeAesnsT KONM4YeCcTBEHO B
moauduumparn Bethesda units (BU)} sa mununutbp mnasma. PucketT OT
oBpasysaHe Ha MHXMBUTOPW € CBBbP3aH C NMPOABLIKNTENHOCTTA Ha fevyetne ¢
yoBelLKMA koarynialuorer daktop VI, Toan puck e Hai-Bucok B nbpsute 20
OHM Ha npunoxenne. Psgko uHxuGuTOpMTe MOrar ha ce obpasyeat Cref
nopeuTe 100 gHu Ha npunoxexue, [launenTuTe, reKyBaHu C YOBELLKA
koarynaiuoneH daktop VIl Tpabsa ga 6bAaT BHMMATENHO MOHUTOPUPAHN 33
obpasyBaHe Ha WHXMOWTOPU CbC CBOTBETHO KNMHWYHO KOHTPONupaHe |
nabopartopHu nscnenBaHus. Bikre cbllo T. 4.8 3a HexenaHu peakuuy.
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MponykTeT TpsbBa fa ce M3NON3Ba BHUMATENHO Npw fdeua nop 6-roguwHa
BB3PAacT, KOUTO ¢a ¢ OrpaHuyYeHo U3norzBaHe Ha ripoayxTh dakrtop VIIL.

4.5 BzaumopelcTBKE C APYrY INekapcTBeHM MPOAYKTU 1 gpyrn popmm Ha
B3anmoOemncTeMe

He ca u3BeCTHW B3aMMOAENRCTBMS Ha YoBellkn koarynauuoHeH cakrtop VI ¢
Opyry nekapcTeeHy NponykTh.

4.6 BpeMeHHOCT U KbpMeHe

He ca npoeexaaHu npoydysaHust BBPXY PENPOAyKUMATa W KbPMEHETO npu
xuBoTHN ¢ Hemofil M. He e ycTranoBeHa 6esonacHocTTa Ha Hemofil M no Bpeme
Ha BpemeHHocT npu xopa. Cnegosartendo Hemofil M Tpsatsa aa ce npunara npn
DpeMeHEM W KbpMEeLM XeHW CaM0 ako e CTporo fokasaH W aKko nonsata
npeBuliaBa eBeHTYanHna puck.

4.7 EdbekTn Bbpxy cnocobHocTTa 3a wodupaHe u pabota ¢ Mallliu
He ca HaGnwgasaHyn edektit BbpXy crocobHoctTa Aa ce wodwmpa u paboTta ¢
MaLlUHN.

4.8 HexenaHu peakumm

Peakuun Ha CBPBLXYYBCTBATENHOCT UMW anepruvHy peaxkuun ca Habmogasasu
psgko (KOWTo moraT fa BklouBaT 3auepssBaHe W Gonka Ha MHDY3INOHHOTO
MSCTO, CTyfdeHn TpbIKYM, 3auepBsiBaHe, reHepanuaupaHa ypTukapus,
rnasoBonue, kofnpuBHa Tpecka, XWMOTeHCWA, neTaprus, rageHe, noespbliaHe,
Be3nokoCTBO, Taxukapawsa, cTaraHe Ha bpauTe, cbpbex, nospbluaHe,
3aTpygHeHo pgutuade). HeobxogMmoTo nevYeHue 3aBuCk OT ECTECTBOTO W
TeMecTTa Ha peakyuaTa.

Psako e otBenisizad BKYC Ha Bagemn unmn MmeTaneH BKyc.

B pegkn crnyuan e HabnogasaHo NOBULLIEHME Ha TeMepaTypaTa.

Mauventute c xemodmnua A morat fa obpasyBaT MHXMDUTOPHM aHTUTEena
(uhxmubutopu) kem daktop VIl Ako ce ofpasysat TakuBa UHXUGUTOPW,
CbCTOAHVETO LU Ce MPOABK C HEJOCTaThYEeH KNUHWYeH OTroBop. B Tean cnyyai
ce NPenopbyBa fa Ce KOHCynTupaTe B CheuManusnpada KivH1Ka 3a neyexue
Ha xemodusns.

Moxe pa ce nHabriopgaBa obpasyBaHe Ha aHTUTENa KbM MULLNA NPOTENH CbC
CLOTBETHUTE peakUunil Ha CBPbXYYBCTBUTENHOCT.

MosBaTa Ha HeyTpanuaupawm aHTuTerna (MHxubutopu) e fobpe USBECTHO Npu
reyeHneTo Ha nauneHTM ¢ xemodwnusa A. 2 or 43 (4,7%) npegsaputenHo
HenekyBauu nauvertn (PUPs) o6pasysat uHxubutopu: 1 oT 43 (2,3%) ¢ TuThp
Haga 10 BU n 1 o1 43 (2,3%) ¢ TuTep nog 10 BU.

4.9 lNpenosupaHe
He ca cbobluieHn cuMiToMKU Ha MpefosupaHe ¢ YOoBeltku KoarynalMoHeH

chakrop VIN.
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5. DapmakonorniHu gaHHu

5.1 ®apmakoauHamMUyHU CBONCTBA

dapmaxoTepanesTudHa rpyna: Antihemorrhagics: blood coagulation factor VIIl.
ATC: B02BD02.

MpodyKTbT € YoBelKU KoarynauuoHeH hakTop, NnonydyeH ot YOoBeLlKa nnasma,
K3MOSI3Ba Ce 3a 3amMecTBallo fieveHue Nnpy naumexTn ¢ xemodpunua A. Herosuat
HauuH Ha JAelicTBMe Ce [pueMa KaTo WAEHTUYEeH Ha eHOJOoreHHuA
aHTuxemocuneH takrop

Korato ce nHdysupa B nauueHT ¢ xemodunus, daxrop VIl ce cebpsasa ¢ vVWFE B
KpbBooBpalleHneTo Ha naymeHTa. AkTuBupanusaT daktop VI geitcvea kato
koakTop 3a akTuBupaHua dhaktop X, Karo ycKopsBa npeBpblIaHETO Ha
haktop X B aktvBupaH cakrop X. AKTUBMpaHuAT dhaktop X npeBpblia
npPoTpombnHa B TpomOBuH. TpomBuHbLT npespbiua udpuHoreHa BbB BpuH U
Moxe fa ce ofpasyBa cheupeKk. Xemodunusi A € CBbp3aHo ¢ nosna, BpoAeHOo
HapylieHNe Ha KpbBOCHCUPBAHETO, AbIDKaLlo Ce Ha NOHWKEHU HUBa Ha (hakTop
VIII:C v Bogn oo npocty3HW KpBLBOUINNBK B CTABW, MYCKYIIN 1 BBTPELLHN OpraHuy,
Ul CMIOHTaHHW WV B pesynTaT Ha crydaitHa unu xupypriudecka Tpasma. Ypes
3amecTBallo JedeHne nnasvedHuTe Huea Ha dakTop VI ce noBuwuasat 1 no
TO3M HauMH BpEMEHHO ce Kopurupa AeduuuTbT Ha KoarynauuoHHUs (aKkrtop 1
ce KopurmpaT HapylueHuaTa Ha KPbBOCLCHPBAaHETO.

5.2 DapMaKOKMHETUYHM CBOMCTEA
B13 ocHOBa Ha (hapMaKOKMHETUYHO NMpoydBaHe, U3BbpPLIEHO € MeT nauneHTy ¢
xemodunusa A, Ha kouTo e uHdyanpad Hemofil M, ca 6unu nsyncnenu cnegHute

thapMaKkoKuHETUYHI fapameTpu:

Vizumciieny hapMakoKMHeTUYHM napameTpu 2a Hemofil M

MapameTkp CroitHocT CrangaptHo | Munumanta | Makcumanta
. OTKITOHEHME CTOMHOCT CTOUHOCT
MonyxueoT (4acose) 14,8 3,0 11,2 18,6
Bu3cTaHoBsiBaHe (15 76,8 8,7 B89 86
min) (% oT HopMara)
AUC 24 h (h, 1U/dl) 1980 572 1325 2780
EkcTpanonupaxa AUC 915 167 739 1167
(h, tJ/dl)
CpegHo Bpeme Ha 44 8 13,2 28,8 61
npectoit (h)
KnupbHe (di/h) 162 58 107 226

5.3 MpeoxnuHruHK AaHHK 3a 6e3onacHoCcT

JokazaHo e, 4e YOBELWKMAT koarynauuoHeH daxtop VIl e eduxaceH npu
KYYELIKMs) MOSEN Ha YoBelikata xemodunua A U Y€ NpoaykThT MOXe Ja
HOpManuaupa in Vivo TecTa 3a XemocTaseH kanaluuteT (KOKeH TecT 3a Bpeme Ha

KbpPBEHE) Npu TO3U MoaerT.




6. ®apmalleBTUYHN HaHHU
6.1 CnuchbK Ha noMoWHNUTE BellecTBa

Nuodwmnuszar:

Human Albumin

Sodium Chloride

Calcium Chloride . 2H20 EP
Macrogol 3350

Histidine USP

PazTBOpUTEN:
Water for injection

6.2 ®U3INKO-XMMKYHW HECEBMECTUMOCTH

Tosu nexkapcTBeH MpofykT He TpsbbBa pa ce cmecBa C ApYrM NeKapcTBeHu
MPOAyKTH.

Camo npefocTtapeHute Habopy 3a wuHXeKTMpaHe/BnuBahe MoraT da ce
M3NON3BaT, Thil KaTo MOXE Aa UMa HeycCrneuwHo fNeYenue xaTo rnocnefcTsne ot
agcopbunATa Ha 4YoBelukus koarynaioHeH dpaktop VI kbm BbTpewHaTa
NOBBPXHOCT Ha HAKOM UHDY3NOHHU CUCTEMMU.

6.3 Cpok Ha roAHOCT

2 rognkn.
Cnep pasTBapsiHe ce MperopbyBa HesabaBHO NpUnoxeHne. YcraHoBeHa e

cTabunHocT Ha pasTeopa 3a 1 yac npy 25 °C.

6.4 CneuyanHy npegnasHu MepKu 3a ckXxpaHeHue

[a ce cexpaHsBa B xnagunuuk ot 2 °C go 8 °C. [la ce cbxpaHaBa Ha TbMHO B
opurmHanHara onaxkoBKa.

MNo Bpeme Ha Cpoka Ha TOAHOCT FAPOAYKTbT MOXE Aa G& CbxpaHsBa npu
TemrepaTypa He no-Bucoka ot 30 °C 3a 6 meceua, 6e3 fa ce cbXpahsBa 0THOBO
B XNagunHuK W a ce YHWLLOXW No MoAXOAsAW HauuH, ako He € usnonseaH Ao
Kpas Ha TO3W NMepurof.

6.5 Bua Ha onaxkoBKaTa
250 1U, 500lU nyim 1000 1U nuodunusupaH npax 3a pasTBop 3a WHMEKUMN B
cThKMeH drakoH (I-Bu XnApoNUMYeH Knac ) cbe sanyluanka (dpomobytun) u 10
mi pasteopuTen (|-B1 XMOPOIUTHYEH KNac) cbe 3anyllarnxa (GpomaobyTuny).

Bcska ORakoBKa ChbAbpKa ChLO: CTepunHa wima ¢ ABa Kpas, crepunHa
cdunTbpHa urna, crepunial0 ml naacTmacosa CAPYHUOBKA W CTEpUIHa MUHM
WHhy3MOHHa cucrema.
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6.6 Yka3aHus 3a ynotpeba

Ia He ce nanonsBa cnef nsTMvaHe cpoka Ha roHoCT, 03HaueH BbpXy eTuKeTa.
HeusnonaeauusT NpoaykT unn octaTeUl oT Hero TpAGBa ha ce yHULoXaBaT B
CLOTBETCTBME C HALUWOHANIHMTE HOPMaTUBHYM ACKYMEHTU 3a YHULLOXaBaHe Ha
WHIEKLUNO3HN OTNagbuUK,

QbuxHoBEHO pasTBOPET € BUcTLp UK nNeko onanecuernTeH. [la He ce n3non3ear
pasTBOPYU, KOUTO Ca MBTHU UK UMaT yTalka.

Pazteapsne: [a ce U3nosizBa acenTuiHa TeXHUKa

1.MoBewKnsaT KxoarynawMoHeH chaktop (MmodwnusupaH  KoHUEeHTpaT)
cTepunHaTa Boga 3a uHxekuum EP (pasTBopuTen) ce NOCTaBAT Ha CraiiHa
TemnepaTypa (20°C - 30°C). Tasu TemnepaTtypa TpsibBa fa ce nogabpxa Ao
MBbAHOTO pasTBapsHe Ha NpopykTa.

Buumanue: Korato ce uanonssa BogHa Oadsa, 3anyllankata K Kanadkara He
TpsbBa fa ca B KOHTaKT ¢ BOSaTa.

2. OTCTpaHABaT ce NOKPUBHUTE Kanadyky OT KOHUEeHTpaTa u pasTsopuTens, Taka
ye fa ce OTKpUe LeHTpanHara 4yacT Ha rymeHuTe 3anyluarnku.

3. 3anyliankuTe ce NOYNCTBAT C Ae3NHAPEKUNOHEH Pa3TBOpR.

4. OTcTpalsiBa ce npeanasuTenaT, NOKpuBaLl, eguHnsa Kpaw Ha urnata ¢ /[Ba
Kpas, KaTo He ce [OKOCBa OTKpUTWS kpail. BbBexaa ce OTKpMTUAT Kpali BbB
hnakoHa ¢ pasTBopuTEN NMpes sanylankara.

BuHumanue: 3a ga ce WUSTErNW HanbilHO pasTBopUTEns, BBLPXBLT Ha urnarta
Tpsabea camo ga npobue rymeHarta sanyllianka.

5. Karo ce u3nofisBa acenTuU4HaTa TexHWKa KaKTo Mo-Tope ce OTCTpaHABa
npegpnasuTens oT APYrns Kpait Ha wrnara ¢ [Ba Kpasa. PfiakoHbT ¢ paspeauten
ce obpblua Hag nakoHa ¢ KoHueHTpar, crned KoeTo §bp30 ce BbBRexaa
ceobofHKUA Kpait Ha urnaTta npes 3anylankara Ha KOHLUEeHTpaTa B HeroeaTa
LeHTpariHa 4acT. BakyymbT OT dlakoHa ¢ KOHLEHTpaT e WU3Teru
pPa3TBOPUTENS.

6. [BaTta thnakoHa ce pasaensaT yYpes oTcTpaHABaHe Ha urmara oT 3anyltankara
Ha KoHuUeHTpaTa. C BbPTeMIBO ABIKEHNE BHUMATENHO pasknaTeTe (bnaKkoHa [o
MbIHOTO pasTBapsHe Ha KoHUeHTpaTta. Tpabsa Aa cTe CUrypHW B MbIHOTO
pasTBapsHe Ha KOHLUEHTPaTa B NPOTUBEH Cry4ail JIeKapCTBEHOTO BELLECTBO Lie
ce OTCTpaHy oT unThpa.

Babenexka: [a He ce nocraBa B XnagwiHUK cned paaTeapaHe. Bux
Mpunoxexne.

MpunoxeHue: Oa ce usnonssBa acenTuyHa TeXHUKa
[a ce npunara Ha cTaiiHa Temneparypa.

Hemofil M TpsafBa aa ce Npusloku He N0-KbCHO OT e4AWH Yac Criej pasTBapaHeTo.
1. Cnea pasTBapsiHe Ha KOHLEHTpaTa cnopef onucaHaTa rno-rope npouenypa,
(bunThpHATa UIMa ce NPUKpensa KbM EAHOKpaTHaTa CrpUHLIOBKa U ce UsTerns
6yTanoTo 3a Aa Bnese Bb3ayx B CNPUHLOBKATA.

2. BbeBexaa ce chunibpHarta urra npes sanyluankara.




3. Bu3RyxX®T ce UHXEeKTVPa BB thriakoHa Y ce M3TEernA pasTBOPEHUAT maTtepuan
B CripuHLIOBKaTA.

4, CnpuHloBKaTa ce OTCTpaHaBa 1 ce MHXEeKTUPA BEHO3HO ChC CUCTeMaTa 33
nHxekiupare. Buxxre CKOpOCT Ha npunoxeHwe.

5. Ako nauneHTsT TpsabBa fa nonyyu noeeve oT eanH dnakod Hemofil M, moxe
fa ce M3nonsea cbllaTa crpuHueBka. Heobxoaumo e obave fJa ce u3nonssa
HoBa hunTbpHa urna 3a scekn dnakod Ha Hemofil M,

CKOpoOCT Ha npunoxeHue

MpenapaTtTe Ha YoBeliKua KoarynauuoHer gakrop VI morat ga ce npunarar
cbe ckopocTt Ao 10 ml/min 6e3 3Haumn peaxumn.

NynceT TpAGBa fa ce onpefjenwn npegn W No Bpeme Ha MPUIOXKEHNETO Ha
yoBellkus koarynauuoHeH dpaxktop VIl Ako ce nosisu sHauMTENHO YCKOpsiBaHe
Ha nynca, OBWKHOBEHO HamansBaHeTo Ha CKOPOCTTa Ha NpUNOXeHue unu
BPEMEHHOTO CliMpaHe Ha UHXeKTMPaHEeTO M03BofifABa cyumnTomuTe BBP30 Aa

oT3BYyYaT.

7. MNpuTtexaTten InpousBoguUTen Ha pa3pelleHneTo 3a yrnotpeba:

Mputexaten Ha paspelleHUeTo 3a ynoTpeba:
BAXTER AG

Mullerensirasse 3

CH-8604 Volketswil, Switzerland

lNMpouzBoguTen:

BAXTER S.A.

Boul. Rene Branquart 80

B — 7860 Lessines, Belgium

n

BAXTER Healthcare Corporation
Hyland Immuno Division
Glendale, CA 91203 USA

8. PerncrpauMoHeH HOMepP B peructbpa 1o un. 28 ot 3NMAXM
9900229, 9900230 1 9900231 ot 27.07.1999r.

9. [ara Ha MBPBO paspelieHne 3a ynoTpeda Ha fieKapCcTBeHus NPoayKT
27 wonn 1999r.

10. fata Ha nocneaHa akryannsauusa Ha TekcTta Ha KXIF1
anpun 2000 r.




