JIHCTOBKA 34 HAITHEHTA

UMAN COMPLEX D.I. 500 IU npax u pazreopuTed] 32 HHQY3HOHEH PASTBOP
Yopenks IU1a3MeH KOHHEHTPAT HA $HaKTopHTe Ha NPOTPOMOMHOBHA KOMIIEKC
(daxropn I, IX u X)

KAYECTBEH U KOJIMYECTBEH CbCTAB

JlexapcTBEHN BEIECTRA -
Human factor IX 500 IU / dnaxon

Human factor IX, pa3TsopeH BB BOAA 33 HHIKEKITH 251U/ ml

Human factor II 500 1U / dmaxon

Human factor II, pasTBoper BB BOAA 33 HHKCKIH 251U/ ml

Human factor X 400 IU / ¢naxon

Human factor X, pa3TBopeH BBB BOJa 32 HHXEKIH 201U/ ml

O06eM Ha pa3TBOPHUTEILSI 20 m}

- AT

®axtop IX € THTpYsaH CHpaMO MEKAYHAPOJeH CTaHIapT. OOOBPEH Of
nATAE s 10 7Y,

ITomomuy BeMECTBA:
HatpueB xJI0puJ, TPHOCHOBEH HATPHEB LIUTPAT, INIMIHH, XCIIapHH, antarpoMOuH III

Pasmeopumen
Boza 3a HHXKeKIHK

JIEKAPCTBEHA ®OPMA:

Ilpax i pasTBOPUTEN 3a HHGY3MOHEH Pa3TBOp IMoc HabOp 3a pasTBapsAHe U MPHNOKEHHS
HAPMAKOTEPAIIEBTHYHA I'PYIIA

KonnerTpar Ha GaKkTOpHTE Ha NPOTPOMOMHOBHSE KOMILIEKC.

INPATEXATEJ HA PAZPEIIEHHETO 3A YIIOTPEBA

Kedrion S.p.A. — Loc.Ai Conti, 55020 Castelvecchio Pascoli , Barga (Lucca) Hramus

NrPON3BOAUTEN
Kedrion S.p.A. — 55027 Bolognana, Gallicano (Lucca) Wramis

IIOKA3AHNSA 3A MPUJIOKEHUE

IIpomiakTHKa H egeHHEe Ha KpHBOU3IHBH: ‘

> upH NAUMEHTH ¢ BpoficH AeQUIMT Ba CAWH HIM HAKOJKO thaxTopa Ha
IpOTPOMOHHOBHS KoMIUTeke — Qaxrop IX (xemodmmust B, mnm Goxecr Ha Cristmas)
daxrop II (mporpoMburOB neduinT), mmk daxrop X (neduunr Ha paxropa Ha Stewart-
Power);

> ppu TandeHTH ¢ HpupoOHT AeUUMT HA €IHH HIH HAKOJIKO ¢daxTopa Ha
TIPOTPOMOHHOBHA KOMILHEKC;

NPOTHBOIIOKA3ZAHMA
HM3BecTHa peakius Ha CBPHXIYBCTBHTEIHOCT KEM JIGKapCTBEHOTO BEINECTBO U

OT IIOMOIIHUTE BEINCCTBA.




BucoK pHCK OT TpoMbO3a ' HIM JUCEMHHHPAHA HHTpaBasalHa Koarynauds (BEK
CrienpaiHy NpexynpeKIcHus 3a yIoTpeda)

CIIEDUAJIHA ITPENNIOPHKHA 3A YIIOTPEBA

Ipu murica Ha KOHUEHTpar Ha (axrop IX, nanpenture ¢ Aehunar Ha (paxtop IX morat
Tia GbHaT TeKyBaHH ¢ KOHHEHTpaTa Ha (haKTopHTe Ha NPOTPOMOHHOBHS KOMIIICKC.

Kaxto npu BCeXu NpOAYKT, CHABPKAN OENTHK, € Bh3MOXHa MOsBaTa Ha PEaKiud Ha
CBPBEXIyCTBHTEIHOCT.

IIpoaykrsT, ocBeH (aKropuTe Ha IPOTPOMOMHOBHS KOMIUIGKC, CHEBDXKA M CIEAE OT
APYTH YOBEINKH MpoTeHHH. IlampenTuTe TpsaOBa Na GBAAT MHQOPMUPAHM 32 PAHHHTE
MpOSBH Ha CBPEXYYCTBHTENHOCT, BIUTIIOUMTENHO OOPHBH, IeHepalu3upaHa ypTHKapus,
craraHe B TBPHATE, XPUMIOBE, XWIOTeH3ms M aHadumaxcus. Ilpy TosBa Ha Takapa
CHMITTOMATHKA NpHIIOKEHIeT0 Ha IPofyKTa Tps08a fa 654¢ HezabaBHO IPEyCTaHOBEHO,
B crnygait Ha IIOKOBO CECTOsHHE TpAOBa Ja e NPUIIOKAT CHBPEMECHHHTE MPENIOPBKA 32
JICIEHHE Ha IIoKa. ‘

Ha BCHUKH YAIHESHTH, KOMTO I0JydaBar Ia3MeHH IpOAyKTH, chispxamy daxrop IX ce
TIpenophyBa JIOAXOZAIHA BaKCHHAIEA (cpemy xenatut A u B).

Pndexmuara ¢ Parvovirus B 19 moxe fa Opfle omacHa 3a OpemenHu JxkeHn (MA(QEKHUs Ha
1nona) u 3a GONHA ¢ MMYHEH NeHIMT Wik JOBYUIICHa HPOAYKIHS HA EPUTPOLMTH (gaup.
€ XEMOJMTHYHA aHEMHS),

JiokasaHo €, Ue KOHICHTPATHTe Ha UOBEIIKH IUIa3MCH NpPOTPOMOMHOB KOMIIEKC ca
¢BBp3aHM C HOBHmIEH PpHCK OT JUCEMHHHpaHA MHTpaBasajHa —Koarynars,
TpOMBOeMOONUYHE YCHOXKHEHNS ¥ MHOXapieH HH(apxT. bomHure noMydaBany UMAN
COMPLEX D.I Tps6Ba ia ce HaGmonaBaT BHIMAaTenHo 3a Genesn u cumuromu Ha JIMK
win Tpombosm. Tlopams HmOTeHNHANleH PHCK OT TPOMOOESMOOMMTHY YCIIOMEHN UMAN
COMPLEX D.I. 1psfBa ha ce mppiara ¢ HOBHIICHO BHAMaHWC IIPH NAIMEHTH C
AUAMHECTHYHH NAHEH 34 3a00/IBaHe HAa KOPOHADHHMTE apTepdi, MHOKapieH HHQApKT,
GomHE ¢ depHoApoGHO 3a00NsgBaHe, B MOCT-ONCPATUREH CIaf|i, HOBOPOXEHY, HIIH MNpH
IIATAEHTH ¢ PHCK OT TpoMboemGomrary yonoxuerns B JIAK. Brs Beexu OTACICH Cirydal
HOTeHIMANHATA 1032 OT MPUIOKEHUETO Ha IpoIyKra Tpsea Aa ObAC CHIOCTABEHA C
PHCKA OT TE3H YCIOXKHEHHS.

B uETepec Ha NMAIMEHTHTE €, NPH MPHIOKEHHETO Ha TO3W HMPOAYKT BUHACH KOTaro ¢
BH3MOXKHO B JIECTa HA MCTOpHA Ha 3a00/IABAHETO Ja CE 3alHCBaT THPTOBCKOTO MME M
HapTEIHES HOMED.

B3AHTMO,I{EﬂCTBHE C JIpPyru JJEKAPCTBEHHU IIPOAYKTH H JPYI'M
®OPMH HA B3AUMOIEHCTBHAE

Tlo cera He ca M3BECTHY B3aUMOAEHCTRHS Ha (aKTOPUTE HA IPOTPOMOUHOBHAS KOMIIIEKC ¢
ApPYTH AeKapCTBEHH HPOMYKTH, OCBEH Te3H C KYMapHHOBH HIIH NooOHE OpATHH
AHTHKOATyNaHTH.

HechrBMeCTHMOCTH:
UMAN COMPLEX D.I. re tpa6Ba Jia ce cMecBa ¢ APYIH JMeKapCTBEHE OPOXYKTH. Ha ce
A3NOI3BAT caMO ofoGpenuTe HabopH 32 pasTBapsHE W IPHJIOKEHHE, THH Karo

a):(copﬁn;mz JI0 BETPEIIHATA MOBEPXHOCT HA n3genuaTa.




CHELVAJHY NPEXYIIPEXKAERUS

Koraro ce mpuiarat JeKapcTBEHH NMPOXYKTH, HOJYISHH OT YOBEIIKa XPhB WIIH IIIa3Ma,
HE MOXe Ha cé M3KIIoYaT HaIbAHO MHQEKIMO3HY 3a00JIMBaHMd, NOPajy IpeiasaHe Ha
uadexnmossy mpuummurend. TOBa ce OTHACA U 3a NATOreHHW C HEHM3BECTCH 3a cera
HIPOH3XON.
PUCKET OT HpeAamane Ha madexiuosnd mpaunHurenn 3a UMAN COMPLEX DI e
HaMarneH 4pe3:

> IlopGop Ha AapuTendTe, IOCPEACTBOM MENUIMHCKO HWHTESPBIO H CKPHHHHI Ha
BCAKO OTHENHO JapsBaHe B Ha cOopHata niasma 3a HbsAg u aururena cpemy HCV m
HIV u 3a mmeoto wa ALT.

> Wzcrenpase Ha cOOpHATA NlfasMa 3a reHoMel Matepran Ha HCV;

> ITpoM3BOACTBEHHS IpOLEC BKIIOYBA [Ba ©€Tala 3a OTCTpausBaHe W/HIH
MHAKTWBHpaHe Ha Bupycure. JIBara erama ca BANMAMPHHH: CAMHHAT IPEACTABILIBA
WHAKTUBHPAHE TOCPEACTBOM XHMHUECKH METOAM — TPEeTHPaHES CBC COMBEHTHO-
JeTepreHTHa CMEC, CTOpel NaTeHra Ha Hio-Mopkckus kpbBeH LiEHTHp, a4 BTOPHST
npencrasiaBa (GU3MYIHO HHAKTABUpAHE Ype3 BHCOKA TeMIIEpaTypa — 100 °C 3a 30 min.
crnen nmodmimsauns. EdexruBHOCTTa HA HHAKTHBalMATA ¢ AOKasaHa 3a HIV, HAV,
BVDYV u PRV, KOHTO ce mpHeMaT kato MozenHy supycu 3a HCV yw HBV.
Tlopayy HAKOH XApaKTepHCTHKH Ha Parvovirus B 19, puCKET OT HErOBOTO HpeAaBaHe HE
MOJKe fa ObJe HalbIHO H3KIMOYCH. :

Bpemenaoct ¥ KbpMeHe

Be3omacHOCTTa Ha IPOAYKTa 3& ynorpeba mo BpeMe HA OpeMEHHOCT He € yCTaHOBCHA B
KOHTPOJIMpaBY KIMHUYHH NpoydBanns. EKCIepHMEHTAHUTE IPOYIBAHUSA HPH JKIBOTHH
¢a HeJOCTATSUHH 32 OIEHK2a Ha 0e30DacHOCTTa 10 OTHOMICHHE HA PEHpOIyKIHsTa,
PasBETHETO Ha IUIOZA, XO/A Ha OpeMEHROCTTA ¥ IepH- H MIOCTHATANHOTO. PASBUTHE.
3aToBa TO3H JPOAYKT MOXE Ja Ce M3MON3Ba M0 Bpeme Ha OPEMEHHOCT M KHPMEHe CaMo
CHE] cTpora XPeIieHKa Ha YIOKa3aHATa.

EdexTH BHPXY cHOCOGHOCTTA 32 MopupaHe ¥ paboTa ¢ MAMIKHA
Hsma mannm, e doBemxusT koHuentpar Ha ®OITK moxe ma HapymwM crioco0HOCTTA 32
mobupane 1 padoTa ¢ MAMAHA.

A CE CbXPAHSIBA HA MACTO, HEJOCTBHIIHO 3A JAEIIA!

JO3MPOBKA

Bpooden depuyum na Paxmopume Ha HPOMPOMOUROSUA KOMITIEKC:

Jlo3upoBKaTa M HPOELIDKMTEHHOCTTA Ha 3aMECTRAINOTO JIEYSHHAE 3aBHCAT OT TCKECTTa Ha
HApPyIICHHETO Ha XeMOCTasHUTe GYHKINY, JIOKANH3ANMATA ¥ CTEIICHTA HA KPHBOKITHEA B
KIIMHAYIHOTO CHCTOAHHE.

HMaapicienaTa HeoOX0uMa A03a 33 JIeYeHHE Cé OCHOBABA Ha eMITHPHYHATA HAXOZKA, 4 1
IU ¢axtop IX Ha KmmorpaM TENECHO TerJIO IOBHINABA aKTMBHOCTTA HA tdaxrop IX B
cepyma ¢ 0.8% ot mopMara; 1 IU daxrop II mwimi X §a K@norpaM TENECHO TErIO
OBHIIABA HUBOTO Ha (pakrop II B m1asmarTa il aKTHBHOCTTa Ha (aktop X CBOTBETHO C
1,5% ot nopmMara.

Heo6xoIuMaTa 1032 ce OTpeieNls KaTo ce H3Mol3Ra cieAHara GopMya:




HeoGXoAIMY eIHINIM = Tej). TerIo (B KT) X sKelaHo mosmmasade Ha daxtop IX (8
%)x 1.2

KoMMuecTROTO, KOSTO INe ce IpHiara ¥ 4ecToTaTa Ha NpHioxeHne TpsOpa BHHATK Aa
6Baar cs00pasesH ¢ KIMHHYHATA e(eKTHBHOCT IIPH BCEKY OTACACH Ciydai.

TIpu Bpozies nedumur Ha dakrop IX, akTreHOCTTa Ha akTop IX 3aBUCH OT TeXeCTTa Ha
KPHBOM3NHBA U He TpsaOBa ja Gbje Mo-HHCKa OT HPEJCTaBCHOTO HUBO HA AKTHBHOCT B
TIa3Mara 3a CEOTBETHHA NEPHOA!

Bua #Ha xpeBOH3IHBA Heobxonnmo Hlepuon, npes koiiTo €
TEPANEBTHIHO | HEODXOAUMO 12 ce MOABPIKA
nuBo Ha ¢. IX B | TepaneBTHINOTO HEBO Ha ¢. IX
ILIa3Mara B MJIa3MaTa
Mairbk KpBEBOM3JHB, Hamnp. B Haii-masiko 1 HeH, B 3aBHCHMOCT OT
CTABHTE 30% TEKECTTA HA KPBBOH3AHBA
Tonemyt KpHBOU3IABH:
» KpBBOM3IIHB B
MYCKYJIHTE;
> 3B0HA eKCTPaKUHs; 3 — 4 pgem wunM OO aJEKBaTHO
» Ileka  TpaBMa  Ha 30-50% 3a3ApaBABaHe Ha paHara.
raBata;
» cpenHO ronsamMa
XHpYpPrudHa ONiepaliis;
> KpBBOM3IHB B YCTHATA
KYXUHHa;

TlauyenTRTe, KOHTO ¢ HyKAST OT HO-IPOABIDKATENHO 0T 4 — 5 THH JICIEHHE ¢ JOBCHIKH
(haKTOpH Ha POTOPMOMHOBHS KOMIUIEKE TPAOBa fia OBIaT BHEMATEHHO MOHUTOPHPAHK 32
Genesy Ha TpoM003a WM AHCEMHBMpAHa HHTPABa3alHa Koarynanms.

OmMTHT B ACYEHHETO Ha BpofeH nebuumr Ha (akropure II, 1 X e orpanuyecH. {Topamu
IPORBIUKUTENHMS HONYXHBOT Ha daxropute I 1 X, MauieHTHTE ¢ BPOACHH IeUIETH Ha
te3n GaxTopH ce Hyxaast oT Maks xosu UMAN COMLEX D.I

Tlpu ompesenend oOCTOATENCTBA MOXKE fa Ca HEeOOXOHUMH TO-rolieMHd KOIMYEcTBa OT
H3YICIIEHUTE, 0cO0SHO IIpH ONpeAcaHe Ha HadanHaTa J1o3a.

Tlpe romeMu XWpPYpridecKy HHTEPBEHIMH € HeoOX0IHMO Opel3HO0 MOHHTOpHpaHe Ha
3aMECTHTEIHATA TEpANHs Ype3 aHAMA3 Ha IOKa3aTelIMTE Ha Koarynanusra.

3a IPONEIDKETENHA MpodrIaKTAKa Ha KPHBOM3NMBY P HAaUUCHTH © TEXKA ¢opma Ha
xemoduwms B Moxe #a ce mpunarar 034 oT 10 mo 20 IU / kg TenecHO Terno Apa NBTH
CEMUIHO.

IHpuoodum degpuyum na PIK:
J{o3EpOoBKATA M NPOXBIDKHTENHOCTTa Ha JISICHHETO 3aBHCAT OT TeXecTrTa Ha
HapyIDeHUTA Ha XeMOCTa3Hata (QYHKIINS, IOKAIHN3AMUATA H T&XECTTA Ha KPHBOH3AMBA H
00ImoTO CHCTOSIHME Ha OOMHATE.

HeobxomMara 103a 3aBHCH OT BPEMETO Ha YIONYXXHBOT Ha OTACIHHTC
1.5.2 DapMakoOKUHETHYHH CBOHCTEA) ¥ TEJICCHOTO TEITIO Ha IalHCHTA. 3a
J06Bp KOBTPON Ha JICYEHHETO, KOAYyIanyATa TpsOBa fa ObAC MOHHTOPHP
& BB3MOIKHO ¢ IIOMOLITA Ha KOaryJanHoHHU TECTOBE.




B ciyuait Ha MACHBHH KPHBOMBIMBH H TIPEIH OUEpAllMH C BHCOK PHCK OT KpBBOU3IIMB
Gommmre Tpsbea ma nomysar UMAN COMLEX D.I, 3a ja-AOCTHTHAT HOpMANHHA
CTOMHOCTH Ha MPOTPOMOHHOBOTO BpeMe.

Haunn Ha npuaoKeHne:
TIposykTa ce pa3TBaps, KaKTO € ONHCAHO B T.6.6 ¥ c& BEBEX/IA KaTo 0aBHA HHTPARCHO3HA
nrdy3us, cbe ckopoet He mosede ot 100 IU /kg TenecHo TeTIIo 32 /ieH.

Vkazanng 3a ynorpeba
PasTBapsme wa muodrIM3UpanaTa CyOCTa s

» QcTpameTe 3aU(UTHHTE KaNadKy OT (GakoHHUTE ¢ Ipaxa ¥ pasTBOPHTEN;

> Tlouncrere YIOBFPXHOCTUTE Ha 3aIyINANKHTE Ha ABaTa (IAKOHA C ATKOXOJ;

> C momomra HA ABYREpXaTa (Tpamcepnara) mriaa go0aBere Pa3IBOPHTENS KBM
upaxa,

» Pazxnarere BHEMATENHO (QIaKoHa IO IBJIHOTO pasTBapiHe;

> Jla ce nzbsarsa obpa3yBaneTo Ha MfHA, KaTO Pa3TBOPHTENAT CC noGass HarHO, 1O

cTesuTe Ha (iakoHa ¢ mpaxa;

» IlocraBere (ENTBpHATA HIVNA HA CHPUBIOBKATA M M3TEMICTS NPHIOTBEHMIE
PpasTBop;

» 3amecrere QUITHpPHATA HITIA C Habopa 3a ME(Y3Ud B MEDKEKTHpaiiTe MM BHBENETE
0aBHO HHTPABEHO3HO;
JIwodmmzEpanara CyOcTaHOMsS MOXe Ja c€ pasTBOPH 10-0Bp30 Ype3 3aTomisHe Ha
pa3TBOpHTeN Ha BojHA Gams, Karo ce MPOIBIDKH ChC 3aTOIIHETO HA dimakoHa cieq
pasTBapsHETO 40 He MOBeYe OT 37°C.
CpeIHOTO BpeMe 3a PasTBapsHe € TI0-MAJKO OT 3 MUHYTH.
PastBOp®T TpsOBa ja ObAe OECTHP HIM JIEKO ONaNeCHCHTCH.
He m3nonapaiite pasTBOPH, KOBTO 2 MBTHH WM C yTAIBAHIA.
Pa3TBOpEHUST MpPOXYKT TpsibBa a Obie oriefan Mpeny MPUNOXKCHAC 3a HOPAsTEOPCHH
gACTHIY HII¥ IPOMEHH B LIBETA.
BeEbK OTEOPEH, ChABPKaHHeTo Ha (rakorna Tps0Ba fa Ce U3NO0I3Ea He3a0aBHO.
CoEBpaHneTo Ha QrakoHa TpaOBa fa ce H3ION3Ba 33 CAHOKpATHA yrotpeba.
He m3uonssaiiTe MPOAYKTa CIE] H3THHAHE CPOKa Ha FOAHOCT. '
Besko HEE3MON3BAHO KOJMYECTBO OT TpPOAYKTa TpsGea fa ObJe YHHINOXKEHO B
CHOTBETCTBYE ¢ MECTHATE M3HCKBAHIISL.

Ilpeno3npane

Vnorpe6ara Ha BECOKH Z034 JOBSINKY IPOTPOMOMH KOMIIJIEKC KOHIIEHTPAT ¢ CBbp3ana ¢
HOBHIIARAKE ClyuanTe Ha MuoKapaeH undapxr, JTUK, senosna tpomGo3a u Genoapoben
TpoM6oeMGomu3syM. CIeIOBATENHO B CIIyJali Ha IPEO3Npane & HOBHIICHA YecToTaTa Ha
pasBETME Ha TPoMOOeMOOIHYEN YCHONKHEHAA U JVK mpy manHeHTH K PHCK 32 TakuBa
YCIIOXKHEHYA.

HEXEJAHY PEAKTIVMH

> B penKu clyyar ca HaGIoAaBaHH aneprudHu K ana(UIaAKTHIHE PeaKIIHH;

KOMITJIEKC,




Cnen npunoxerme 52 UMAN COMPLEX D.I. chimecTByBa NOTEHOHAICH PHCK OT
TpoMOoeMGoIEIHY  YCIOXKHEH)A, OCOOEHO NHpH MNPOAYKTH ¢ JIO-HHCKA CICHEH Ha
npeuncTBane, V3nonspaneTo Ha IpofykTy Ha dakrop IX ¢ HucKa CTCNCH Ba IPEYHCTBARS
Ce CBBp3BA CBC COyYad Ha MupOXapieH HEQapKT, AMCOMHBUpAHA HHTpABA3ANHA
Koaryjanus, BeHosHa Tpombosa m Gemoppobua embomms. Vrnotpebata Ha BHCOKO
TIpedHCTeHH KOHUEHTpaTH Ha (axtop IX pAfKo ce CBHP3Ba ¢ TaKABa HEKCIAHH pEaKiii.
3a wumdopMamus OTHOCHO 0e30aCHOCITAa CHPAMO BHPYCH BHX Croenuamiya

npeyIpexKaeHHs 3a ynoTpeba.

CpoK Ha roHOCT # CTAOKIHOCT

B omaxoBka ¢ HeHapylleHa IIUIOCT H TP CrasBaHe Ha NPEMOPBYAHUTE YCIOBHA 34
CHXpaHeHye, IPOXYKTHT € TOJeH 32 YIoTpeda B MIPOABIDKEHHE Ha 2 TOHMHEY OT JaTara Ha
IPOU3BOACTBO.

Crex pasTBapsHe Toi Tpa0Ba na 6B/ie H3IION3BaH BEAHATA.

Axo cmex pasteapsHe ce szafemexxar HAKaKBM YTadBaHWs WIM IHOMEBTHABAHE FHA

CBIALPXHAMOTO, HPOAYKTET HE TpsbBa Na ce mpHiara.

Crenpaiii NpefynpekieHnsn 3a ChXpaneHue
Jla ce cuXpaHsBa Ipy TeMIEpaTypa ot 2 1o 8 °C (B XJTaMUIIHUK), 3aINHTEH OT CBETHHEA.
Jla e ce 3aMpa3sgBa.

TATA HA TIOCJIEJHA PETAKIIVET HA TEKCTA:




