WILATE 500 SPC Bulg

KPATKA XAPAKTEPUCTHKA HA TIPO TA

1. HME HA JJEKAPCTBEHHSA TPOAYKT

BHJIAT 500, 500 IU dakrop ¢on Bunebpana/500 IU daxrop VIII, mpax u pasreopuTen 3a
HIDKEKI[HOHEH pasTBOp.
WILATE 500, 500 IU VWF/500 IU F VIII powder and solvent for solution for injection.

2. KAYECTBEH H KOJIHMECTBEH ChCTAB

BHJIAT npencTapndsa npax W pasTROpHTE] 3a HEDKEKIMOHEH pasteop. Beekn dnaxon cuabpxa 500 IU
qoBeHIKH ¢aktop Ha on Buiebpana u goseky koarynampoHeH paxrop VIIL

[poayKThT chABPxka npubmaanTento 100 [U/ml gon BunebpaHn dakTop, Korato € pasTeopeH ¢ 5 ml
BoJa 3a vibkekupH ¢ 0,1 % ITomucopbar 80.

Cremsppvnata aktusraoct Ha BUJIAT e = 67 TU VWF:RCo/mg nporeuH.
OnpenensHeTo Ha AKTHBHOCTTA Ha (akTopa Ha (poH BunebpaHi ce 0CHOBaBa Ha ONpee/IIHETO Ha
akTHEHOCTTA Ha Ristocetin Cofactor (VWF:RCo) gpes n3nonseanero Ha HacTosua “International

standard for von Wilebrand Factor Concentrate™ #a C30.

poaykrsT chabpxa npubnuzktento 100 [U/ml wosemkn koarynanponen gaxrop VI, xoraro e
pasTeoper ¢ 5 ml Bona 3a moxexumw ¢ 0,1 % nomacopbat 80.

Axtuenoctra (IU) € onpesenena karto e u3nonzsad European Pharmacopoeia XpoMoreHeH aHamms.
Cnemmduanara akrusraoct Ha BUJIAT e > 67 IU daxrop VIII:C/mg npoten.

HpOPBBCIICH OT YOBCIOKA IU1a3Ma OT JOHOPH.

Tlomonmo(#) BemecTBo(a) ¢ M3BECTHO JCHCTBHE

TpoayxTsT chabpka 11,7 mg Harpeii Ha ml npuroTeen pasTeop (58,7 mg HaTpHii Ha (IaKOH)

3a OBIHMA CNHCHK HA IOMOUIHHATE BelllecTBa BIDKTe TouKa 6.1.

3. JEKAPCTBEHA ®OPAMA

Ilpax H pa3sTBOPHTEN 32 MIDKEKITHOHEH PasTBOP.
JIsodunH3HpaH NPax 3a MHKEKIMOREH pasTBOp: Gyt wiv GISR0 XKBJIT IpaxX WIH TPOULTHBA GopMaLsL.

M3NBAHUTENHA ATEHLNA NO REKAPCTBATA
oxeHue 1

4. KIMHAYHA NAHHA Kpamica XapaxmepuciniKa Ha Npogywime -

4.1. TepanesTHIHHE HOKAIAHESN

bonect va ®ox Bunetpana
IpodunakTka H NedeHHe Ha KPBBOHATNBH U KPHBOUITHEH

nanHeHTH, CTpagaumu ot Sonectra Ha $pon BaneGpaung, koraTo
Hee(pHKACHO HITH IPOTHBONIOKA3HO.
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WILATE 500 SPC Bulg

XeMmopummg A

Jlegenune H NMpodHIaKTHKA Ha KPHBOM3IHBH IIPH NAUMeHTH, CTpaaallli ot XeMoHiHa A (BpoJeH
neduET Ha daxrop VIII).

T

4.2. Jlo3HpOBKA H HAMHH HA NPHJICKCHHE

JleuerneTo TpAGBa na ce rponexaa nox HaGIOACHHE OT ACKAD C ONUT B IEUEHHETO HA KOAryJallHOHHH
Hapyumenns. IIpoaykTsT € 3a eqHoKpaTHa ynotpeba M LAIOTO chALPXKaHKe Ha prakona Tpsadea na Ovae
npHAckeHo. B cryvaii, 9e ocTaHe HEH3MOI3BAHO KOMMYECTRO, TO TPAGBA Jia c& YHHMINOKH CHITIACHO
PErHOHAIIHUTE H3IUCKBAHMA.

bonect na ®ou Bunebpann

Crorromenuero Mexay VWF:RCo u FVIIL:C e 1:1, Haii-o6mo kasano, 1 IU/kg TenecHo Terno
VWF:RCo u FVIII:C nosniuaea nnazmMesoro Huso ¢ 1,5-2% ot HopMasiHaTa akTHBHOCT Ha ChOTBETHHA
nporeun. O6ukHOBeHO okono 20 xo 50 [U BUJIAT/kg TenecHo Terno ca HeoOXOQHMH 3a OCHIYpABaHe Ha
aficKeaTHa Xemocrtasa. Toea e moaur VWF:RCo u FVIIL:C ¢ npubmasurensao 30 xo 100%.

Moxe f1a ce HanoxH Hadansa no3a ot 50 xo 80 IU BUJIAT/kg TenecHo Terno rIaBHo [IpH MAIMEHTH ¢
Gonectra Ha don BuneGpana Tun 3, npy KOMTO MOUTPIKAHETO HA aJEKBATHH IUIA3MEHH HHMBA MOXKE Na
H3HCKBA [0-BHCOKH NO3M, OTKOIKOTO IIPH JPYyTHTe THIOBE Ha Gonectra ua $pon BaneOpana.

Ileduampuyna nonynayus
Hsma gocraTruno nanHH 3a mpenopbusate Ha ynotpe6a Ha BUIAT npu nena Ha Bp3pact MOA 6 FOAHHH.

TMpoduNaKTHKA HA KPBROWINHMEH B CITy4ail Ha XHPYPrHUHH MAHWITYJIAUHH WIH TEXKH TPABMH:

3a npopunaxTHKa Ha KPEEOH3IHBE NIPH XMPYPFHYHH MaHANJIalpiH HIkextnpaHeTo Ha BUJIAT tpatea
Ia ce mpanoxw 1-2 gaca npeaw 3anousane Ha npouenypara. TpsOea na ce cx6monasar HUBa Ha
VWF:RCo ot 2 60 IU/dl (= 60%) 1 Ha FVIIL:C = 40 TU/dl (= 40%).

Ha Bcexn 12-24 qaca TpaGna 1a ce npusiaraT moAXoasiqM J034. JI03HPORKATA M NPOXBIDKHTENHOCTTA HA
JCYEHHETO 3aBUCAT OT KIHHWYHOTO ChCTOAHME HA MALIMEHTA, THITA W TEKECTTA HAa KPBBOH3/INBA H HABATA
Ha VWF:RCo n FVIIL:C.

Koraro ce n3nonzpat dpaktop pon Bunebpann npopyxry, chappkamm dpakrop VIIL, tpabra aa ce cnean
38 HUIMMHE Ha NOCTOAHHO BHcokoe HHBO Ha FVIIL:C, xoeTo Moxe fa fosefe N0 NOBHINEH PHCK OT
TpoM603H, 0COGEeHO IPH NALHEHTH C KITHHWIHK B 1abopaToOpHH pUCKOBH dakTopr. B ciydaii Ha
HacTeneaHe HA BUCOKH FVIIL:C nnaiMenu HuBa, TpaOBa Aa ce 06CHAH HAMANABAHE Ha JI03aTa W/HIIH
YARIDKABAHE Ha 1030BHA HHTCPBAJ KM NPHNaraHeTo Ha GoH Bunebpana npoxykT, chaBpIKall HHCKO
HHMBO Ha takTop VIII.

IIpodunaxrhka:
3a NpoxLIDKATENTHA IPOPHNAKTHKE Ha KPBBOH3JIMBH NPH NaumeHTH ¢ Gonect Ha $pon Bunebpaus Tpacea
Aa ce npwiarar 1034 o1 20 go 40 IU BUNIAT/kg renecHo, Terno ABa-TpU MbTH CeAMUIHO. B Hakon

NPHIAraHeTO Ha NMO-BHCOKY JO3H.

XeMobunmug A
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WILATE 3500 SPC Buig

MOI{PITOQI{HI‘ Ha JCYEHHETO

Mo BpeMe Ha Kypca Ha JIedeHHE € KEIATeNHO /1A e [IPaBH MOAXO0AAINe ONpeeNdHe Ha HHBATa Ha

daxtop VIII, 3a na ce Haco4Ba NPHIAraHATA /1033 H YECTOTATA TIPH MHOTOKPATHH utdy3ud. O1roBOpET
MO OTHOINEHWE HA NedenueTo dakTop VIII NpH OTAENHKUTE MAIMEHTH MOXKE Jia BAPHPA, KATO ce
HabMmozasaT pasHYHA HMBA Ha MOTY-)KMBOT M Bb3cTaHOBABaHe. Moske Aa ce Hanara KOpekluusi Ha A03aTa
Ha 6a3a TeIeCHO TErIIo TIPH MAWKEHTH ¢ HEAOCTATHYHO HIH CBpPBXTErno. B ciaydaii Ha roemMH
XHPYPrHIECKH HHTEPBEHIMH, TOYHOTO MOHHTOPHpPAHE Ha 3aMECTRAINATA TEPAITHY Upe3 aHAJIM3 Ha
koarynamaTa (akTMeHocT Ha ¢akrop VIII B iasma), e He3aMeHHMO,

EDBEQOBKB.

Jlo3aTa ¥ NpOABIDKHTETHOCTTA HA 3AMECTHUTEIHATA TEPAITHAA 3aBUCAT OT CTENICHTa Ha nedHUHT Ha dakrop
VIII, oT noxanuzaumaTa ¥ HHTEHIMBHOCTTA HA KPBROWATHES H OT KIIHHHYHOTO CHCTOAHHE HA NMANHEHTA.

BposT Ha npunoxenuTe equaiy daxrop VIII ce u3passsa 8 Mexaynaponnu egunuim (IU), kownro
OTTOBAPAT HA HACTOSIIHA CTaHAApPT Ha C30 3a KOHUEHTPAT HA NPOLYKTH, ChAbp#aIH daxtop VIIIL
AxtiBHOCTTa Ha dakTop VIII B m1a3mara ce H3pa3sasa WIH B IPOLICHTH (MO OTHOMICHHE HA HOPMATHATa
YOBEIKA IUIa3Ma) HIH 3a ApeanovHTane B MeXIyHapoaHH eqMHHIM (CBITIACHO MEXAYHAPOAHHA

craHgapr 3a dakrop VIII e nnasmara).

Eana Mexpynaponna eguanna (IU) ot ¢axrop VIII akTHBHOCT € ¢KBHBAIEHTHA HA KOIHICCTBOTO
¢axrop VIII B | ml or HopManHaTa yosemIKa MmiasMa.

3amecmsayo nevenue

HMsuncnspanero Ha Heobxoammara Ao3a daxtop VIII ce Ga3npa Ha eMIMPHIHOTO OTKPHTHE, T¢ 1
Me:xnyHaponHa eaununa (IU) gaxrop VIII Ha kg TenecHo TeIMIo TOBHINABA [LIASMEHOTO HEBO ¢ 1,5 10
2% ot HopMaiHaTa akTHBHOCT. HeoGxonuMara 1033 ce OTpeieNs, KaTo ce H3Moj3Ba ceaHaTa hopMya:

HeofxoquME eJHHANE = TeaecHo Terno (Kg) X jKeNaHoTo NOBRMIABARE HA AKTHEHOCTTA Ha (paKTop

VI (%)(IU/dI) x 0,5 TU/kg

FIpHAo:KeHoTO KOMHYECTRO H SECTOTATA Ha MPHIIOKEHHE BUHATH TpAOBa Aa Ca OPHCHTHPAHK KbM
KIHHHYHATa e(PEKTHBHOCT B HHAMBRIYANHMA CITydaid. B cioydaii Ha nocneaBamy XeMOParHinH ernHu3o1H,
FVIIL:C ne Tpsa6ra 1a naja MO JAIEHOTO [IASMEHO HUBO Ha aKTUBHOCT (B % oT HopManmHoTo M [U/dl)

34 CBOTBCTHHA NEPHOA.

CrenpamaTa TabNMHIIA MOKE Ja ce H3MOJI3B& 32 HACOKH MPH ¢IMH30H ¢ KbPBEHC H ONICpallHA:

CreneH Ha KPBEBOH3/HEA Hancksamo ce | Yectota Ha JO3HpaHe (dacoBg)
THIX Ha XUpYpPrYHA MAHMITYIALIAA HUBO Ha hakTop | [IpOIBIDKETENIHOCT HA TEpANMATA (JIHH)
VIH (1U/dl)
Xemoparnu
Pannu xemMapTpo3n, MycKyIHH 20-40 Iobrapane Ha Bcekd 12-24 waca. Haif-manko 1
KPBBOHTHEH HITH OpaTHA JIeH, clefll KAT0 KPbBOHIJIHBHTE IIPOABABAINH CE (
KPBBOH3IIHBH. fonka OTIIYMAT WIH C€ IOCTHTHE ITBIIHC
03ApaBRgIBaHE
T'oneMH KpBBOH3THBH: 30-60 Hosrapsse Ha nHGy3HATa BeekH 12-24 waca 3a 3-
XeMapTpo3u, MYCKYIIHH 4 DHV WiIH moBede HOKaTo H0JIKaTa HIH OCTPOTC
KPEBOHM3/THBH KITH XeMATOMH HAPYHICHHE OTUIYMST.,
KpBsBOH3HMBH, 3acTpalnasaiiy 60-100 Tortapsue Ha HHy3HATa Ha BCexkH 8 no 24 gace
JKHBOTA. JO ITBIHOTO H3IEKYBaHe.
XHpYpravyeEH MARHNYJIATHE )
Manky, BxmouMTenHo 356HH 30-60 Beexkn 24 qacam cnen
eKCTpaK1MH THAHOTO 03[IPaB R AN
T'onemu 80-100 IloeTapane Ha HAHERRaRES(TPS
(npe 1 noct- 4aca 10 MLIH ; ¥ S,
OMEPATHBHO) TOLABA TEP
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WILATE 500 SPC Bulg

noanspxane Ha ¢gaxrop VIII akmmsnoctra
B auanasona 30-60% (IU/dl)

[Tpodunakrika;

3a pOABIDKHTENHA NPOPUIAKTHKA HA KPHBOM3NHBH [IPH NAITHEHTH C TEXKA xeMopumas A obmaaiitnre
nozu ca 20 po 40 IU daxrop VIII Ha kg TenecHo Terno Ha HHTepBamH oT 2 A0 3 AHK. B HAKOH cTydal,
0co0EHO MPH MO-MJIAJH NAIHEHTH, ¢4 HeOOXOMHMH NMO-BHCOKH J03H B NO-KPATKU HHTEPBATH Ha
TPHIIOKEHHE.

[IponsknTenya uadyaua:

[Ipenn xApyprudraa MaHHITY 1AM, TPAOBA Ja ¢ HATIPABH (papMaKOKHHETHYEH aHAIM3 32 OLICHKA Ha
wHprHca. Havannara ckopoct Ba HHPy3us MOXe Ja C€ M3UHCITH KAKTO CJIe/Ba:

Cxopoct na uadysua(fU/kg/hr) = xmapenc (ml/kg/hr) x xenauoro nocroanno uapo (IU/ml)

Cnen navanna 24-49acoBa NOCTOSHHA HHQY3IHA, KTHPBHCET TPA0Ba Ja 6L1€ M3TUCIIABAH BCEKH [IeH, KaTo
C€ M3M0Ji3Ba YPaBHEHHETO 32 OCTOSHHO HHBO C H3MEPEHOTO HHBO M U3BECTHATA CKOPOCT Ha BHGY3HA.

Hepuampuuna nonyaanus
Hsma xocTaThuHo fauny 3a npenopbyBane Ha ynotpeba ua BUWIAT npu xemodunna A npe neua Ha
BE3pACT NMoJ 6 rOMHHN.

Haunn H3 npuiioxKenne

HurpaBeHo3HO npHAGKEHHE.

CxopocTTa Ha MEXKEKTHpaHe Wi HH}Y3ua He Tpabpa fa npepuimasa 2-3 ml Ha MMHYTa.
3a yneTBaHe 3a pa3TBapsHE Ha POAYKTA NPEIH MPHIOKEHHE, BHKTE TOYKA 6.6.

4.3. IIpornBomoxazanms

CBpPEX9YBCTBHTENHOCT KM AKTHBHOTO BEIIECTBO HIIH HAKOE OT MOMOMIMHMTE BEMICCTRA, H30poeHH B
Touka 6.1.

4.4 Cnennanus DpeAypexAeHHS H CHCUHANHE NPENOPLKH 32 ynoTpeba

Hpocaengemoct
3a na ce nonoGpu npocneaseMocTra Ha GHONOrHYHHTE IEKAPCTBEHH TIPOAYKTH, ACHO TpAbGBa na ce

JOKYMEHTHPA MMETO B NAPTHAHHAT HOMEp Ha NPUAAraHHA NPOXYKT.

CBpLXYYBCTBHTEIHOCT

I[Ipu ynotpe6ata Ha BUJIAT ca Bb3MOXHE aneprudeH THII peakifMy Ha CBPBXUYBCTBUTENIHOCT.
HponykThT chapp¥a clieid OT ApYTH Y0BeIIKH 6enThIH, ocBeH daktop VIII. AKO HaCTHIAT CHMITOMH
Ha CBPBXYYBCTBHTEIHOCT, NalieHTHTE TpAOBa Ja 654aT NoCHBETBAHH J1a MPEKpaTAT He3abaBHO
[PHIIOKEHHETO Ha JISKAPCTBEHHA MPOAYKT H A4 Ce CBBPKAT ¢ TEXHMA JIeKap.

[annenTuTe TpabBa na ObaaT HHGOPMAPAHH 33 PAHHUTE MPOABH HA PEAKIMHTE Ha
CBPBXVYBCTBHTENHOCT, BIIIOYBAIH OOPHBH, reHEPATHIAPAHA YPTHKAPHSA, CTATAHE B IbPAMTE, XPHIIOBE,
CrajaHe Ha KpRBHOTO HaNATaHe, aHaduakcus.

I1pu cry9ait Ha MoK, cTannapTHO TPAGRa Aa CE MPWIOKHA MeJHKAMEHTO3HO JIeYeHNE 3a THOK.

TpaHCMHCHBHW NPHYMHETENH

HHEMEBWIYAIHHTE JAPABAHAA H IUIA3MENHTE MYJIOBE 33 CreldHIHH Mapiy
HH(EKLMOIHA NPHYHHKTEH ¥ BKII0UBaHe Ha (e KTHBHH IPOH3BOCTBE
HHAKTHBHpaHe/OTCTpaHABaHE HA BUPYCH. BuIpek# ToBa, mpH NMpHiIaraH
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WILATE 500 SPC Bulg

TIOJTyMEHH OT JOBEIIIKA KPBLB HITH TU1a3Ma, Bh3MOMKHOCTTA OT IpeHacAHe Ha MHGEKIHO3HA IPHIHHHTEIH
He Moxce ia 6bie H3KTIOYeHa HAITBINO. ToBa ¢e OTHACA CBINO H 33 HeH3BECTHH HJIH HOBOTIOABIIIM &
BHPYCH WIK JPYTH NaTOr¢HH.

TIpenmpHeTHTE MEPKHU ¢ CHMTAT 32 e(beKTHBHH NPH BUPYCH C JIMNMHA OOBHBKA KaTO TOBEMIKH
AMyHonebHHTeH supyc (HIV), xematut B supyc (HBV) 1 xenatuy C Bupyc (HCV), 1 32 HeoGBuTHA
BHpYC XemaTT A BHpYC. MepKuaTe Moxke 61 HMAT OrpaHHteHo ReficTBue cpellly HeOOBUTH BUPYCH, KaTo
napsosupyc B19.

HudekupsTa ¢ napporrpyc B19 Mosxe na 61e Texka 3a Gpement sxxenn (peranta urdexys) u 3a
WHIHBHAM C MMYHEH NeHIHT WM NOBHIICHA ePHTponoe3a (Hanp. XeMONHUTHIHA aHSMUA).

Tpabea na ce npeneHH MOAXOAALIO BAKCHHHPaHE (XenaTHT A H B) npH naupeHTH, KOHTO
PEOBHO/MHOrOKPATHO Ty UaABAT NPOAYKTH oT daxropa Ha (on Bunebpansa/paxrop VI, nomygenn or
40BeNIKa TUIa3Ma.

CTporo e npenopsYHTESTHO, BCEKH ITET, KOTATO HA maipeHTa ce npinara BUJIAT, mmero H napTHIHHAT
HOMED Ha MPOAYKTA A2 CE JAMMCBAT ¢ e OCHIypABaHe HA BPB3KA MCXAY NALHCHTA H MapTHAHAA HOMEp
Ha MpoXyKTa.

Bonect na ®ou Bunebpauy

TpomboembomHaHE cHOMTHI

Koraro ce usnonssa dakrop VIII-csaspikau dakrop Ha ¢pon Bunebpana npoayKr, JeKyBalUHAT Jekap
TpaOBa Za HMa OpeIBH, Ye POEWDKHTETHOTC IeYeHHE MOXKe Ja A0BEe 0 roliAMO YBeJIHYaBaHe Ha
FVIIL:C npu nampenty ¢ Sonectra Ha don BuieSpans, Tlpyu nauwenTy, Norydwid daxrop VII-
craBpxam gaxrop Ha don Bunebpana npoxyxr, niasmenute Husa Ha FVII:C Tpabea na ce creadr, 3a
Ja ce maderne nocTuranero Ha Bucoky FVII:C maasmMenu HUBa, NpH KOHTO, MOXE J1a ce NOBHLIH PHCKBT
OT TPOMOOTHYHH HHITHICHTH.

Wwma pHCK OT HacThNBAaHE Ha TPOMOOTHYHH HHLMACHTH NIPH IpunarareTo Ha daxrop VIII-coabpkay
daxTop don BuneGpana npoaykTH, 0cobeHO NPH NANMEHTH ¢ H3BECTHH KJAHAHYHE WITH 1ab0paTopHH
pHckoBH dakropu. [Topanu ToBa prckoBuTe nalmeHTH TPAORa Aa ce NPOCHEASRAT 32 pRHHH NPOABH Ha
TpoMGo3n. Ilpodunakrukara cpemy seHo3eH TpoMBGoeMGon3sM TPAGRA 1a ce MpOBEKIA CHITACHO
HACTOAMIMTE NPENOPHKH.

Huxuburopu

TarpenTy ¢ Gonecrra Ha Gon BueGpann u ocobeHo nauyenTure ¢ THI 3 Ha GONECTTa, MOKE A2 Pa3BHAT
HeyTpalnu3upamy anTuTena (uHxubuTopu) cpelly ¢akropa na pon Bunebpana. Axo o4akBaHHTe
wna3MeHH HuBa Ha VWEF:RCo akTHBHOCT He CE IOCTHIaT, HIIH KPEBOHITHBET HE C¢ OBJIAAABA C
onpeseeHaTa 103a, TpAOBa Ja ce MpeANpHEMAar AcicTeus 34 onpeeNsHe HATMYHETO Ha HHXAGHTOPH
cpemty dakTopa Ha dox BueGpang. [pu naumeHTH ¢ BACOKO HUBO HA HHXMOWTOPH, TepalHATa ¢
dakTopa Ha don BrneGpang Moxe ga He 65¢ edrikacHa i TpabBa Aa ce o6CHAAT APYTH TCPANEBTHHH
BBE3MOXKHOCTH. JleueHHETO Ha TAKMBA [IALIHEHTH TPAGEA 1a & MPOBEXK/A OT JICKAPH C OIIHT B JICUEHHETO
Ha O0JHH ¢ KOarynalHOHEH HAPYIICHHA.

Xemodmnug A

Huxuburopu
OGpalyBaHeTo Ha HEYTPaNH3HPALIH aHTHTeNa (MHXHOHTOPH) cpey (akrop VIII e u3apecTHO
YCIOXKHEHHE TIPH JICICHHETO Ha JTHIA ¢ XeModuina A, Tesn naxuburopu ob BeHO
HMYHOTIOOYIIMHY, HACOYEHH CpelLy POKOaryIaHTHATa akTHBHOCT Ha (baKye
KonuuecTseHo B beresna emunmim (Bethesda Units, BU) na ml nasma, 7
MOAH(PHIMPAaHHUAT TecT. PHCKBT OT pasBHTHE HA HHXHOUTOPH 3aBHCH OT,
KaKTO H OT eKCIo3WIHATa Ha dakTop VIII, kaTo TO3H pHCK € Hal-BHCO
EKCMO3HLHA, HO MPOTLIDKABA [PE3 LEMA KUBOT, MAKAP 1€ PHCKET € HE
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KimuaHoTo 3HadeHHe Ha Pa3BHTHCTO HA HHX}IGHTOP}‘I 1I¢ 3aBHCH OT THTEpa Ha pmxnﬁmopa, Karo
HHXPIGHTOPHTC C HHCHK THTED, NPEACTABMABAT [I0-MAJTEK PHCK 3& HEQOCTATRYCH KIHHHYEH OTTOBOD,
OTKONKOTO HHXHGHTOPH C BHCOKH THTPH.

ITo MpHHIKN BCHYKA NAILMEHTH, KOHTO C€ IEKYBAT ¢ MPOAYKTH ¢ koarynaumoHen ¢axrop VI tpabea na
Ce MPOCNEAABAT BHUMATETHO 33 PA3BHTHETO HA HHXHOHTODH, IOCPEACTBOM IMOAXOAANO KIHHHIHO
Habmonenne 1 1a0OPaTOPHU TecTOBE. AKO He GBAT HOCTUTHATH OYAKBAHHTE HHBA Ha [UIa3MeHa
aKTHBHOCT Ha thakTop VIIL, WwiM KbpBeHETO He MOXe Ja GBe KOHTPOIHPAHO ¢ MOAXOAINA 03a, TpAoBa
Aa C¢ HAalIpaBH TECT 332 HAMMIHe Ha HHxHOHTOp Ha daxrop VIII. [Ipn nanyeHTH ¢ BHCOKH HHMBa Ha
MHXHOHTOP, NIedeHHeTo ¢ paktop VI Moxe Ja He € epeKTHBHO M Tpa6Ba Aa ce oOMHCIAT APYTH
TepaneBTHIHH BhIMOKHOCTH. JledeHneTo Ha TAKHBA MIAlMEHTH TPpAGBA Aa ce MPOBEXa OT JICKApH C OIHMT
B JIeYeHHETO Ha XeModumus 1 uHXHGHTOpH Ha dakxtop VIIL

CHpASYHOCHI0BH cHOHTHS
[1pH NaLMeHTH CBC CHPIEIHOCHIOBH PUCKOBH (aKTOpH, 3aMecTBaINoTO JiedeHHe ¢ paxrop VIII moxe na

NOBHITH CHPACIHOCHIAORHA PHCK.

CBLp3anH ¢ KaTeTspa YCnoKHEHHs

Axo e HeobxonHM HeHTpaneH BeHoeH kateTsp (CVAD), pucksT ot cebpsanu ¢ CVAD ycioxkHenus,
BKITIOYHTE/IHO JIOKATHH HH(EKITHH, OakTepHeMus H TpoMG03a Ha MACTOTO Ha KareTepH3HpaHe GH
ClIeIBAIO [a C€ HMAT NPEABHA.

Toan nexapcTren nponykr ceabpxa 10 58,7 mg Harpuii 3a prakon ot 500 IU don BuneGpann daktop 0
dakrop VIII/pnakoH, KOHTO ca eKBUBaNEHTHH Ha 2,94%, OT NPENOPHYATENHAA MAKCHMATIEH JHEBEH
OpHEM OT 2 g HATPHIA 3a RB3PACTEH.

[eanaTpiyba nonynams
H36poennre npeaynpexzeHus U TIPEMIIa3HE MEPKH BaXKaT €AHAKBO 3a BE3PACTHH H IELa.

4.5. BsaumopelicTBHe ¢ APyrH AexapcTBa B APYrA ¢OPME HA B3aHMoOgelCTBHE

Hama cro0iieHns 3a B3auMOEHCTRHS Ha YoBeKusa koarynamsonen gakrop VIII ¢ ApyTH iekapcTBEHH
HBPOAYKTH.

4.6. Deprunurer, GpemennocT 1 KbpMene

Ilpoy4Banus, cespaany ¢ pakrop Ha hon BuneGpaun/dakrop VIII BupXy penpoayKTHBHOCTTa npH
XKHBOTHH, He Ca POBEKIAHH.

bonecr #a ®on BuneGpang
Hama HanHueH TepaneBTHYeH OIMT NipH GpPeMEHHH KEHH M KbPMATKH.
BHIAT Tpa6ea na ce mpunara npH GpemMeHHH eHH M KbPMadKH ¢ aedHIMT Ha (akTop Ha Gon

Bunebpana, camo ako € aGcomoTHo MHIHLUAPAH H KATO € BI€TO NPEABH], 9€¢ PAKAAHETO BOIH 10
[OBHILIEH PHCK OT KPBBOHIITHBH NIPH Te34 GOMHH.

Xemodmnua A

Tlopagm paakoTo oTkpuBaHe Ha XeMOGHIIHS A [IPH XeHH, HE € HATHIEH OIHT B 45y DYUCHHM
xeHH H kbpMadki. [lopagu Tosa, BUJIAT tpabGea xa ce npunara o Bpeme Hy/f L
caMo, axo € abCOMOTHO HHIMUKPAH.

Wilate 500 SPC tc TzA clean
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4.7. Edextn pspxy cnocobnocTTa 32 modupane H paboTa ¢ MAIIMHEE

BHJIAT He noBmmHABa cHOCOGHOCTTA 3a MIO(pUpaHe H paboTa ¢ MalllHHH.
4.8. Hemenann JeKapeTECHH PeakiHn

PesroMe Ha podinaa Ha HesonacHoCT

CBpPBXYYBCTBHTENIHOCT KIIH ANEPrHYHH peakiii (KOMTO MOXKE Ja BKIIOYBAT aHTHOCIEM, NNAPEHe H
GONE3HEHOCT OKOJIO HIDKEKIIMOHHOTO MACTO, TPBIIKH, 3ad€PBABAHE, FEHEPAM3KPAHA YPTHKAPHA,
epuTeMa, pypHUTyC, o0puB, rnapobonue, KONPUBHA TPECKA, XHIIOTEH3UA, CHBHIIHBOCT, TaJleHe,
Ge3NnOKOMCTBO, TAXWKAPAMS, CTATAHE B I'bPAUNTE, 3a/1yX, MpaBYUKaHe, [IOBPhINaHe, XPHIIORE) Ce
Hab/mofiaBaT pAAKo H B HAKOH CIyHay € Bb3MOKHO [a POTPECHPAT A0 TexXKKa aHaunakcus
{BKIFOUHTENHO [IOK).

Bonect Ha Gon BuneGpann

IManpments ¢ 6onectra Ha ¢ou Brune6pann, ocobero ¢ THI 3 Ha GomecTTa, € BE3MOKHO MHOTO PARKO A2
pa3sBUAT HEYTpaiM3Hpaliu aHTHTENa cpemy ¢akropa Ha doH Bunebpana. Axo TakHBa auTHTENa ca
HaJIHMHM, TOBA [Ie ce MaHU(ecTHpa ¢ HeaJiekBaTeH KIHEHYEH oTroBop. [lossaTa Ha Te3H aHTHTENa C&
acolmpa ¢ aHadUNaKTHIHK peakupn. 3apany TORa NauMeHTHTe, NPOSBIIHM aHa(HIAKTHYHH PEAKLHH,
TpAOBEA A3 ce M3C/IENBAT 3a HATHYHE HA MHXHOKTOpH.

B1B BCHYKH Te3H Cyday ce MpenopbyBa KOHTAKT ChC CIeHANM3APaH LEHTHD 3a IeYEHHE Ha
XeMOQHITHA.

Jio MOMeHTa OT KITMHHIHHTE MPOY4BaHHA H NocTMapkersHroBus onur ¢ BUIAT uama noknajipaHu
CIyYad Ha Pa3BHTHE Ha HHXHOWTOPH cpeury dakropa Ha don BuneGpana.

HMa pHCK OT pa3BHTHETO Ha TPOMOOTHYHH HHIMAEHTH, 0c06eHO NpH NALMEHTH C M3BECTHH KIIMHHIHH
win naboparoprn pHckosH dakropu. Tlpoduiakrikara cpeily BeHO3HHA TpomGoeMGomuybM TpadBa 1a
€€ MPOBEXAA CHIIIACHO HACTOALIHTE NPETIOPBKH.

Ipu nauserTH, nomyvyaeamu ¢axrop VII-ceabpxkamm gakrop doH Bivrebpann npoaykTH, NOCTOAHHO
nopueHoTo FVIIL:C nnasMeHo HHBO MojKe 1a IOBHLIH PACKA 0T TPOMOOTHIRH HHUM/ICHTH.

Xemotmmug A

Pa3piTHE Ha HEYTPAIM3HPALIH AHTHTENA (HHXHOHTOPH) MOKE Aa BE3HHKHE IIPH MNALMEHTH ¢ XeMOpHITHA
A, xoHTo ce nekyrar ¢ daxrop VIII, sxmountendo ¢ BUJIAT, sioxTe Touka 5.1. Axo ce obpasyear
TaKUBa HHXHOHTODH, CHCTOAHMETO e ce MPOSBH KATO HeloCTaTh4eH KIHHHICH OTroBop. B TakuBa
CIIy4aH Ce Mpenopb4Ba KOHCYITAmHA Che CIelHanU3Npal UEHTHP MO XeModtHa.

3a urdopmalu 3a He30macHOCTTa MO OTHOLICHHUE HA TPAHCMMCHBHE HHOEKUMHE BIDKTE ToIKa 4.4.

TaGnuuen ciMchK HA HEKENAHH JICKAPCTBEHH PECAKIINH

Cnepsawara TabaHNa Npasy Iperiie] Ha HEXENAHUTE NEKAPCTBEHNA PEaKMA HabMo(aBaHK B KITMHUYHHA
H3IHTBAHMS, TIOCT-MAPKETHHIOBH NIPOYMBAHKNA BBPXY 6€30MaCHOCTTa H OT NOCT-MAPKETHHI OBH
H3TOYHMLH, Kareropusupany cniopell MedDRA cucreMo-opraded kinac (SOC), npenopbauTentc HHBO Ha
TepmuHa (PT) ¥ yecToTaTa.

Hexenanure peakumn ca u36poeHH NO CHCTEMO-OPralHH XJlacoBe ¥ #ecToTa. YecToTuTe Ca onpeieieHH
TI0 CACAHMA HAYHH: MHOrO 9ecTH (> 1/10); wectn (= 1/100 xo < 1/10); nenectn (= 1/ o < 1/100);
penxu (= 1/10 000 oo < 1/1 000); muoro pemxn {< 1/10 000); ¢ Hen3BecTHA ue
JaHHH He MOXKe Ja Obie HaNpaBEHa OLEHKA).

3a CNOHTaHHO CHOOMABAHY NOCT-MAPKETHHNOBH HEXKENAHH PCaKIMH Hec
KATErOpPH3Mpa KaTo HeH3BeCTHA

Wilate 500 SPC tc TzA clean
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CranfapTHH CHCTEMO-OpPraHHH Hexenana peakuus YecroTa
xiacope mo MedDRA
Hapymenus Ha nMyHHaTa CEpBXYYBCTBHTEAHOCT Hedectd
CHCTeMa
AHnadrIaKTHYCH TOK
MHoOro peikH
O6iu HapymeHus 1 epeKTH Ha Bucoka Temmieparypa Heuectn
MACTOTO Ha DPHITOKEHHE
Bonka B I'spaHTe C HeH3BeCTHA YeCTOTa
Hapywmenns Ha KppBTa H Huxubupane Ha daxrop VII Heuecru (PTP)*
nuMpHATa CHCTEMA Mpeuoro gectu (PUP)*
HrxuGHpane Ha daxropa Ha pon | Muoro penku
Bunebpann,
PecrmpaTtopHu, rpesaHE H Kamnuana C Hem3BecTHa 4eCTOTA
MEIMACTHHAITHK HAPYIHEHHS
Hapymenns Ha sepBHaTa cicteMa | 3aMaiisaHe C HeH3IBEeCTHA YECTOTA
CTOMAIIHO-YPEBHH HAPYIUCHHA KopemHa 6onka C HeHM3BECTHA 9eCTOTA
Hapymienns Ha MyckymHo- Bonka B KpbeTa C HeM3BeCTHA YECTOTA
CKeNeTHaTa CHCTeMa H
CBEJHHHTENHATA THKAH

*Yecrotara ¢ Gazupana ua npoy4sanus ¢ scudakn FVII npogykts, KOHTO ca BKIOYBAIH NALIHEHTH ©
TexkKa xemopung A. PTP = nexypanu npeay Tosa naumentH, PUP = HenekyBaHu rpeiq ToBa
NaUHeETH

Ommcanne Ha M36pany HeXKenany JEKAPCTBEHY PEaKIHH

3a onucaHHe Ha H30paHH He)XeMaHH JICKapCTBEHH PEaKiHH, BIDKTE TouKa 4.4

CrofmagaHe Ha ONO3MPAHN HEKENAHH PEAKITHNA
CrolmaBaHeTo Ha IONOZMPAHH HEXKE/IAaHHU PEaKIHK ¢JIe]] paspellaBaHe 3a yNoTpeGa Ha JIEKapcTBeHHs

NponyKT € BaxkHo. ToBa nO3BONAEA 1A NPOIBIIKH HAGIIOAEHHETO Ha CHOTHOLLIGHHETO T0J3a/PHCK 3a
ACKAPCTBEHMA NPOAYKT. OT MEAHMIIMHCKUTE COELMATHCTH CE H3HCKBA Jia Cho0illaBaT BCAKA 1101034pana
HeXenaHa peakid Ypes HAHOHAIHA CHCTeMa 3a chodmaBaHe B M3meiiHuTeNHa areHIMs 0 JIekapcTBaTa
yn. Jamss I'pyes” Ne 8, 1303 Codms, Ten.: +35 928903417, yebeaiit: www.bda.bg,

4.9. TIpenosupane

Hsima qoknagpaHy ¢cHMITOMH Ha npeao3upane ¢ dakrop Ha ¢bon BuneGpann v yopeniku daxrop VIIL
B cimywaii Ha Texxo npenosupaHe, MOxe Aa ce HaGoAaBar ciIydad Ha TpomboemGonus.

5. GAPMAKOJJOI'HYHH JAHHHA

5.1. PapMakoIHAAMHYHH JAHHH

®apmaxorepanesTiana rpyna; ®akrop na ®os BrreOpann u xoarynammoneH daxrop VI B
xomOuHaima. ATC xoa: BO2BD06

bonect na Qo Bunebpann

@axropsT Ha $GoH BuneOpana (0T KOHIEHTPATa) € HOPMATHA CECTAaBKa Ha
A0 CHIMA HAYHMH KaTo eHoreHHuA daktop Ha ¢on Bunebpann.
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IpunoxedueTo Ha paKkTopa Ha (poH BHnebpaia no3Bo/IiBa KOPHIHPAHETO HA KOAryJAlHOHHHTE
HapyIIEHHA, POABABAIIH Ce TIPH NallieHTH, CTPAZIAlM OT AedHuUT Ha daxTopa Ha GoH Bunebpatn
{6onect Ha pon BaneOpaHy), Ha fBe HEBA:

- ®akTopsT Ha ¢oH BureGpaty] OCHIypABa anXe3HATa Ha TPOMOOUHTHTE KbM CBIOBHA
cybenioTen Ha MACTOTO HA HapyuIeHa IWUIOCT HAa KPHBOHOCHHSA CBJI (KATO Bpb3Ka MEXTY CHIOBHA
cybGennoTell H TpoMGOLHTHaTa MeMOpata), OCHTYpABA ITbPBHYHATA XEMOCTa3a, KOETO ce MPOABABA KATO
CHKpamaBaHe Ha BpeMeTo Ha KbpBeHe, Tosu edekt HAacTENBA He3abABHO M € H3BECTHO, Y€ 3aBHCH B
ro/AMa CTeNneH OT HHBOTO Ha MOJIMMEPH3AIHA Ha IPOTCHHA;

- [poxaykrHTe, CEALpKAWM PakTop Ha doH Bunebpaun, 3aAbpHKaT KOPEKLMATA HA ACOLMHPAHHA
daxrop VIII aedumr. Ipunoxken UMTpaBeHo3HO, GakTOPBT Ha (pos Braebpana cBepaBa CHIOTCHHUSA
dakrop VIII (koifTo ce Mpomynupa HOPMANHO OT NALHENTA) U 9pe3 CTAOHITH3HPAHETO Ha TO3H (haKTop,
npenmnaspa OT HeroroTo OBpP30 pasrpaxkaaHe.

THopaxy ToRa NpANaraHeTo Ha wacT (paxrop Ha ¢pon Bunebpann (dhakrop Ha don Brnebpann npoaykr ¢
nucko daxrop VIII HuBo) pe3craHoBapa FVIIL:C no HOpManHOTO KaTo BTOPHIEH eeKT ClIEH bpBaTa
HHDY3HA.

Ipunaranero Ka daxrop VIII-chabpikam dakrop gon BuneSpasa npoayxt pbicranosssa FVIILC
HMBOTO A0 HOPMAIHOTO He3abaBuo clien obpBata HHby3Ha.

KaTo normeiHeHHe Ha HEFOBATa ponid Ha tpaktop VII-nporexrhpaw nporenH, Gon Bunebpann paxrop
OCBHIIECTBARA ATXE3UATA Ha TPOMOOIHTHTE KbM MACTOTO Ha HapylHaBaHe LeloCTTa Ha ChAAd H Hrpae poii
B TPOMOOLHTHATA ArPEraLH.

Xemopuaug A

®axrop VIIl/daxrop don Brnebpana kOMILIEKCHT chABPXKa ABe Monekyu (dakrop VIIL u dakrop Ha
dor BuneGpann) ¢ paznnunm dbusHonorudHd yuxnuu. Korato ce undysHpa Ha 6omsm or xemodmnws,
dakrop VIII cBhp3pa daktopa Ha por BuneGpain B HMPKyTHpaliaTa KPEB Ha NALMEHTa. AKTHBHPAHHUAT
¢axtop VIII neiicTra XKaT0 KODAKTOP 3a aKTHRHpaHeTO Ha (akTop IX, yckopssail KoHBEpCHATA Ha
daxrop X no axTupmipan daxrop X. AxrHBHpaHusT daxTop X npeppsina npoTpoMGuHa B TPOMOHH,
TpomMOUHBT OT CBOS CTpaHa NpeBpbila hubpuHorena BbE GUOPHH B CECHPEKHT MOXe Aa OBae
(opMHpaH.

Xemodunus A ¢ noNoBO CEBP3aHO HAcIeRCTBEHO 3a00/aBaKe HA KPhBHATA KOAry/lanus, Jh/DKailo ¢e Ha
noumwkeHH HUEa Ha FVIIL:C # Bonu 1o npody3Hi KPEBOHINHEH B CTABHTE, MYCKYIIMTC H BETPEINHATE
Oprauy, KAKTO CIIOHTAHHO, TAKA H B PE3yTaT HA HHIWICHTHA WIM XUPYpruysa TpagMa. Upes
3aMECTHTE/IHA Tepalis IU1a3MeHKTe HuBa Ha dakrop VIH ce nopHinasar, KATO MO TO3H HAHH c€ [10CTHIa
BPEMEHHA KOPEKIHA Ha A¢QHIMTA H KOPeKLHA Ha TeH/IeHIIHATA 33 KbPBEHE.

Cnegpa ga ce or0eNiexkH, e 4eCTOTaTa Ha KbPBEHe Ha roxuiiHa 6aza (ABR) He e cpapunMa npu
PA3IHYHHTE KOHICHTPAIMH Ha (aKTopa, KakTo B MEXAY PANTHIHHMTE KIIHHHYHH U3ATBAHHA.

B IomsnHenye kpM posTa My Ha 3aurHTeH npotenn 3a dakrop VIIL dakropsr Ha hon Banebpana
ME/(HHpa TPOMOONHTHATA afxe3HA BBPXY MeCTara Ha CHAOBO YBPEXIAHE H HIPAC POJIA B arperalniTa Ha
TpoMOoIMTHTE.

5.2. dapmakoxAHETHYHHE AAHHH

Bonect na ®ou Bunebpann

®axropsT Ha dhoH Bimebpann (0T KoHNEHTpaTa) € HOPMaJHa CHCTABKA HA
KaTo eHJoreHnus aktop na oy BuneGpann.
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Ha 6a3ara Ha MeTa-aHATH3 Ha TpH (hapMakOKHHETHYHH NpOyYBaHus, BIIOUBALTH 24 MalAEHTa ¢ BCHYKH
BuzoBe Gonect Ha Gon BuneGpanp, ca 6 HaGMmoKaBaHH CACIHHTE Pe3yNTaTH:

BCHYKH BHIORE Gonect na gon Gonect Ha don Bonect Ha don

Bonect Ha on BuneGpana Buaebpaun tun 1 BuneGpaun Tan 2 Buaefpasa tan 3
Tapamersp N [Cpemso [ SD | Min. | Max. | N [Cpenno [ SD | Min. | Max. | N |[Cpeawo| SD | Min, (Max. | N | Cpempio | SD | Min. | Max.
Bescranomasatie |24 | 156 |048| 090 | 293 |2 | 1,19 [007] 1,14 [124| 5 | 1,83 | 086 | 098|293 |17 | 1,52 [032)080224
TUkg) » X A . s A s 2 » E
AUC (0-inh) (h*%) [ 23| 1981 | 960 | 563 | 4831 | 2 | 2062 | 510 | 1701 (2423 [ § | 2971 | 1383 | 1511 [ 4831 | 16 | 1662 (622 | 593 | 2606
T 1/2 (h) 24| 233 1126 74 (5842 397 183267 /527 85| 349 | 16 175|584 17 18 | 62| 74 |305
MRT (h) 24| 331 | 19 | 10,1 | 897 | 2| 536 [250(353 (719 | 5 | 53,5 | 246 (278|897 | 17| 247 | 85 | 10,1 37.7
KimprHe 24| 329 | 167|091 (741 |2} 2,66 |085|206{327 |5 | 195 j 1,02 (091 (33117 376 |1,69| 183 741

Jlerenna: AUC = wiom moa kpusata; MRT = cpenso BpeMe Ha npeOHBaBaHe

Xemohmwmua A

®akrop VIII (oT xoHLIEHTpaTa) € HOpMaTHa CHCTABKA HA YOBEMIKATA JUIA3Ma M JIEACTBA KATO SHIOreHHHS
daxrop VII. Cnen nmxkextapane Ha npoaykra, npubmusurenso % Ao % ot dakrop VIII ocrasa B
mapkynaimsaTa. Huporo Ha aktueHocT Ha daktop VIII, gocTurnaro B riasmara, TpaGea na 6b1e Mexmy
80-120% ot 0yaKBaHOTO HMBO Ha aKTHBHOCT Ha axtop VIIL

AxrdBHOCTTa Ha mwiasmenns daktop VIII wamansea no ApydasHo eKCHOHGHUHMATHO pasmagaxe. B
HavanHata $asa pasnpeeneHHETo Mexly HHTPABACKYJNEPHOTO H APYTHTE IPOCTPAHCTBA (TENECHHTE
TEYHOCTH) € YCTAHOBEHO C BPEME Ha €IMMHHAMOHEH MNONYXWBOT OT IUasMara or 3 mo 6 uaca. B
nocneABamara GasHa (aza BpeMETO Ha ENTHMHHALIMOHEH TIONYKUBOT Baprpa ot 8 no 18 uaca, cpenno 15
4aca. ToBa croTBeTCTBA Ha GHONIOTHIHOTO BpEME Ha eTMMHHALMOHEH NOMYKHBOT.

Cnennure pesyrratd ca Gunu HaGmonaraH¥ OpH KIMHHIHO HApoyuBaHe Ha 12 maumenTa (nBoiinHo
NpeMepeH XPOMOTECHEH aHaTHA3):

ITapamersp ITspBo Nocemenne Tlocemenne ua & Mecell
Cpemio - SD CpeaHo SD

Br3cranoRaBane FVIIL:C 2,27 1,20 FVIIIL:C 2,26 1,19

%/MU/kg

AUCrom FVIII:C 31,3 7.31 FVILC 33,8 10,9

% * h/iU/kg

BpeMme Ha NOTYKHBOT FVIII:C 11,2 2,85 FVIII:C 11,8 3,37

(h) .

MRT (h) FVIIL:C 15,3 3,5 FVII.C 16,3 4,6

Kmaprac FVIII:C 0,86 FVIIL:C 1,04

mL/h/kg 3,37 3,24

Jlerenpa: AUC = o nox xpueara; MRT = cpeano BpeMe Ha npebuBasaHe; SD = craHAapTHO

OTKJIOHEHHE

5.3. IlpeaxIHHEYHE AaHHH 3a 6e30macHoCT

®axropa Ha Gon Bunebpana u dakrop VIII 88 BUITAT ca HopmaliHa CECTAaBKA KaTa masMa 1

AcHcTear Karo eHaorenHure gaxrop VII/paxrop Ha pon Bunebpann.

KoHBeHIMOHANHHUTE TecToBe 3a 6e30NacHOCT HA Te3H KOMIIOHEHTH [IPH JIal
N0GaBAT [10JIe3Ha HHPOPMAITHS KbM HATHYHEA KIHHHYCH OIIHT H NopajH
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6. PAPMAKOJOIHYHH JAHHH

6.1. CnRcnx Ba NOMOMANTE BEMECTBA

IIpax 3a HIDKEKIHOHEH PasTROP:
Harpuer xnopua

Cnauwan

Cyxposa

Harpues nprrpar

Kammer xuopun

Pazrsoparen:
Bopa 3a mrokexiwu ¢ 0,1% nonacop6at 80

6.2 HechbBMecTHEMOCTH

Hopazlﬂ JHICa Ha NPOYYBAHHA 32 HECBBMECTHUMOCT, TO3H JICKApPCTBCH NMPOAYKT HE TpSISBa Ha c€ CMeCBa C

ApYTH JICKapCTBA HIIH Aa C€ MPHara 3a¢QHO ¢ JPYTH JICKapcTBa 38 HHTPaBEHO3HO NPHIIOKEHHE B €1(Ha
HH(}Y3HOHHA CHCTeMa.

TpabBa 1a ce M3MON3BAT CAMO BKIOYEHHTE B HAGOpa HIKEKLIMOHHW HHDY3HOHHH H3MEN|A, 3a0TO
MO3KE [1a HaCTHIAT HApYIICHHS B JICYCHHETO B CJICACTBHE Ha abcopOuysara Ha pakrop VII/paxrop Ha
¢on Banebpana no BETpETHATA NOBLPXHOCT HA HAKOM OT MEDKEKLIAOHHHTE/HH(YIHOHHHTE CHCTEMH.

6.3. Cpox ua roamoct
CpoxsT Ha rogHoct Ha BHJIAT € 3 roaunn.

CrabumHOCTTA Ha Oy WeHNA pa3TBOp e onpeAeliena 3a 4 daca NpH cTaiiHa TemmepaTypa (rox 25°C).
HezasHcHMo 0T ToBa 38 H3GATBaHe Ha MAKpOGHA KOHTAMHHAITA PUTOTBEHHAT Ppa3TBOp TpAOBa Ja ce
npunara He3abaBHo.

6.4 Coemuarum yc/ioBHA 33 CLXpaHeHHe

Crxpanseaiite npaxa 3a HHKCKLHMOHEH PasTBOP M pasTopHTens oT 2°C 110 8°C (B XJIaAMIHHK).
Ja ce cbXpaHaBa B ODHTHHANHATA KyTHs 32 ia CE MPe/Iasy OT CBETIIHHA.

Ja He ce 3ampa3sssa.

HpoaykrsT Mosie ma ce chxpatssa (pH craiiea Temmepatypa (moa 25°C) fo 2 (asa) Meceua. B 1o3u
CiTy9ai CPOKBT Ha TOJHOCT NPHKTIOYBA 2 (fBa) Mecewia ciie]l KaTo MpoAYKTHT € OHN M3BaJIcH OT
xnaaunHuka. Houar cpok Ha rogHocT TpabBa aa 61e oTfens3aH Ha OMAKOBKATA OT NAIMEHTA.
lpuroTsermsT pasteop Tpa6Ra na ce nanmon3sa eqHOKpaTHO. HemsnonagaHuAT pasteop TpaGea na ce
M3XBBPITH,

3a yClOBHATa Ha CHXPAHEHHE Cell Pa3TBAPAHE, BIDKTE TOUKa 6.3.

6.5. Jlannn 3a ODAKOBKATA

Cmp}lcamle Ha ONIAKOBKATA:

BHJIAT 500, 500 IU daxrop dou Bune6pana /500 IU daxrop VIII
1 onakoBKa chaBpKa:

1 ¢nakon ¢ npax cTekn0 THI I, che 3amymanka (GpoMEYTHIOR KayHyK) H KaTIAyKa TH
1 pnakoH ¢ pasTeoprTen (5 ml Bopa 3a urxexuuy ¢ 0,1% nomucopbar 80) cTrkn
(xanobyTrios Kaydyk) H Kanagka Tun flip off

1 onaxoeka ¢ Rabop 3a HHTPaBeHO3HA HIKeKIIAA (1 TparRCepeH KOMIUIEKT, 1
| cnpuHUOBKA 3a eXHOKpaTHA ynoTpeGa)

2 TAMIIOHA C ATKOXOJ

Wilate 500 SPC tc TzA clean
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He BCHUXH BHAOBE ONIAKOBKHM MOTAT Aa (baT mycHaTH B IpoAaxOa.

6.6 Coenpaing npeIna3ng MePKn npH H3XBLpaAuRE B paboTa

Mo, npodeTeTe BCHUKH HHCTPYKIIHH H TH Clie/iBaiiTe BHUMATE/HO!

He mznonseaiire BUJIAT cnen cpoka Ha rofIHOCT, NOCOYEH HA €THKETA.

1lo BpeMe Ha npoleNypaTa, ONHCaHa MO-IOMY, TpOBa Aa ce chOMoAaBa CTEPHIHOCT!

Pa3TBOpeHHAT ACKApCTREH MPOAYKT TpAOBa 1a ce MpoBepABa NpeH HPUIOKEHHE BU3YATHO 32
YacTHIlH H NIpOMAHA HA L(BETA.

e Pasreoput Tpabea fa Gbie GHCTBD WM JIeKO onanecueHTen. Jla He ce H3Mo3Ba pasTBop, KOHTO €
METEH HITH IMa yTaiika.

HanonspaiiTe NpUroTBeHHA pasTEop He3abaBHO 3a A4 MPEJOTBPATHTE MHKPOOHO 3aMBpCIBaHS.
Usnomapaiite caMo IIPUNOKESHATA MHQYIHOHHA CHCTEMA. YroTpebaTta Ha IpyTH H3/IEIHA 33
HIDKEeKTHpaHe/HHGy3HpaHe MOXKE fa ACBEIE A0 AOBIHHTEIHH PACKOBE H HAPYLUICHHE HA JIEYCHUETO.

WaCTPYKIIAA 34 IPHETrOTBEEES HA PA3TBOPA:

1. He m3nonssafite npoaykTa AUPEKTHO OT XIa/GUTHMKA. OCTaseTe pa3TBOPHTENA H MPaxTa 3a
HIDKEKITHOHEH PasTBOP B 3aTBOPeHUTE (UIAKOHH Aa JOCTHIHAT CTakHA TemilepaTypa.

2. OrcTpaHeTe KanadkuTe HA ABATA (UIAKOHA H NOYHCTETE T'YMEHUTE 3AITYINATIKH ¢ CIIHHHA OT
NPHIOKEHHTE TAMIIOHH, HATIOSHH C AIKOXOM.

3. TpaucepHuar koMmmurekt € u3oGpaseH Ha Dur. 1. [locrasere ¢rakoHa ¢ pasTBOPHTEN HA PABHA
NOBBPXHOCT H IO APBAKTE 3/1paBo. BieMere TpaHcepHHsA KOMIVIEKT H T'o 00bpHETe € ropHara JacT
Hanony. [locTaBere CHHATA 4acT Ha TpaHC(EPEHHsA KOMILIEKT B ropHATa JacT Ha (IakoHa ¢
PasTBOPHTEN M HATHCHETE HANONY NOKBAETO € Br3MokHO (Our. 2 + 3). He 3apwpraiite, nokaro
MPHKAYBATE.

Wilare 500 SPC tc TzA clean




WILATE 500 SPC Bulg

Pur. 1 @ur. 2

4. Tocrasete pnakoHa ¢ Mpax 3a HIKEKIMOHEH pa3TBop Ha paBHa
TIOBBPXHOCT U TO APEKre 3Apaso. Bzemete riakoHa ¢ pasTBOPHTEN C
NpuKa4eHHs TpaHchepen KOMILIEKT U ro 0OBpHeTE ¢ TOpHATA YaCT
Hagony. Iocrasere 6anaTa yacT Haj ropHaTa yacT Ha (IakoHa ¢ mpax
32 HIDKEK(HOHEH PA3TBOP H HATHCHETE JOKBIETO € BE3MoxkHO (Dur. 4).
He zapspraiiTe, 1OKATO MpHKa4BaTe. Pa3TBOpHTENAT IPEMHHABA
aBRTOMaTHYHO BB (JIaKOHA C IpaX 3a HIDKeKUHOHEH pa3TBop.

5. Kakto apata ¢duiakoHa sce omle ca npuKadeHy, BHAMATETHO 3aBLPTETE
(nakxoHa ¢ Npax 3a HIDKEKIWHOHEH Pa3TBOpP, AOKATO HPOAYKTET CE
Pa3TBOPH.

{lpu craiina Temneparypa ce pasTaps 3a no-Maiko ot 10 musyTH. [lo
BpeMe Ha MPUroTBIHETO MOXKE 1A HACTLIIN Jieko pasneHBaHe. Pasuirre
ABETE YACTH Ha TpaHchepHHA KomulekT (Pur. 5). [Ianara me U3vesHe.

Haxswpiiere npasema dnakoH ¢ pa3TBOPHTEN 3a¢JHO CHC CHHATA 94CT OT
TpaHc(hEpHHI KOMILUIEKT.

HBCTpyKIHH 32 HIDKEKTHpaHe:

Kato npennasxa Mapka, Bamara nysncosa 9ecTora Tpg0Ba a ¢€ H3IMEPH NPEJIH H
HHJKEKTHPAHETO, AKO HaCTHITH NIOBHIARaHE Ha Bamara IMyscoBa 9€CToTa, HaM
MEDKEKTHPAHE HITH TipeKpaTeTe NPMIOKEeHHETO 38 KPATKO BpeMe.

Wilate 500 SPC tc TzA clean



WILATE 500 SPC Bulg

1.

S.

IpuKadere CIpHHIIOBKATA KbM GfIaTa 9acT Ha TpaHCHEPHHA KOMIUIEKT. 3aBbpreTe $rlakoHa Hajony
H H3TErJere pa3Teopa B cipHHLoBKara (Dur. 6).

PasTropbT B cripHHLIOBKaTa TPAOBa Aa Gbae OUCTED BIIH JIEKO ONMANECLIEHTEH.

Clie/l KaTo pasTBOPET € M3TErNIeH, 3aipBXkTe BYTANnoTo Ha CHPHHUOBKATA (TBPXEHKHA ro HATONY) H
OTACASTE COPHHUOBKATA OT TpanchepHus kommwiexT (Pur. 7).

Haxenpriere npasHas (akoH 3aenHo ¢ 641aTa 9acT Ha TpaHCQepHHs KOMILIEKT.

Our. 7

TTouucrere MacToTo mﬁpano 3a HIDKEKTHPAaHE ¢ €HH OT OIPHIMKEHATE TAMITOHH, HAMOCHH C
alKOXQJI.

. TIpuxadere npmioxkeHaTa HHGY3HOHHA CHCTEMAa KbM COPHHIIOBKATA.

. BtBefieTe HIXKEKITHOHHATA HTJIa B H30PaHATA BEHA. AKO CT€ M3IIOM3BAIH TYPHHKET, 32 /la HallpaBHTe

BeHaTa 110-100pe BUANMa, TO3H TYPHAKeT TpAGRa fa Gbae ocBobo/ieH NPEAH 3arovYsaHe Ha
HiIDKekTHpaHeTo Ha BUJIAT.

He TpaGpa na ce nonycka nonagase Ha KPBB B CIPHHLOBKATA NOPAJH PHCK OT QOpMHpaHe Ha
TpoMOH.

Hexekrupaiite pa3rsopa seB BeHata ¢ GaBHa CKOpocT, He n0-0bp30 oT 2-3 ml Ha MinyTa.

Axo w3nonseare noseve or equH dnakos BUJIAT Ha eauo npunoxkense, Bue Moxe Ja H3nonspare
CEHINATA WEIDKEKUHOHHA WINA W CIIPHIIOBKA OTHORO. TpancGepHMST KOMILIEKT € CaMO 3a eTHOKpaTHA
ynotpeba.

Hen3non3eaHuaT NpoayKT WIH OTHaTbYHHTE MATEPHATH OT Hero TpSOBa na e H3XBBPIIAT B
CHOTBETCTBME C MECTHHTE H3HCKBAHHA.

7. IPHTEXATEJ HA PAZPEIIEHHETO 3A YIIOTPEBA

Octapharma (IP) SPRL
Allée de la Recherche 65
1070 Anderlecht

benrus

Wilate 500 SPC tc TzA clean




WILATE 500 SPC Bulg

8. HOMEP(A) HA PAPEIIEHUETO 3A YIIOTPEEBA
20110733

9. JIATA HA IThbPBO PASPEINIABAHE/TIOJHOBSIBAHE HA PASPEIIEHHETO 3A
YHOOTPEBA

Jlara na neprO pazpemasane: 08/12/2011

10. JATA HA AKTYA/IM3UPAHE HA TEKCTA
09/2021

Wilate 500 SPC tc TzA clean



