Baxter

WITLIHUMTEARA ATEMLIASR 110 NEKAPCTBATA

NDPHAOXKEHRE I
KPATKA XAPAKTEPHCTHEA HA ITPOAYKTA



Baxter

1. AME HAJIEKAPCTBEHHNA NPOAYKT
IMMUNINE 600 IU, powder and solvent for solution for injection/infusion

VMVYHAUH 600 IU, npax v pa3TBODKTE 32 MIDKEKIMOHEH,/ MH(Y3HOHEH Pa3TBOD

2. KAYECTBEH 1 KO/IHYECTBEH CbCTAB

1 ¢QuIakOH ¢ Npax 3a MIDKEKIMOHEeH/WHQY3HOHEH pa3TBOD ChAbpka 600 IU 4OBEemIKH
xoarysaimoneH dakrop IX (human coagulation factor IX).

1 ml pasTBOp chABPKA MpUbIH3HTENHO 120 IU HoBeImmkH KoaryJarfHoHed ¢akrop IX, caen
pasTBapsaHe B 5 ml Boaa 332 HIDKEKIIHH.

AxtuBHocTrTa Ha FIX e ompepaesnena 4pe3 in vitro eZHOCTBHIKOB KOAryJalMOHCH METOZ,
xambpupan cupamo Epponeiickara dapmakones.

CrnermduuraTa akTieHOcT Ha UMYHAMH e > 50 IU Factor IX 3a mg npoTeuH.
3a [IOMOIITHHUTE BEIECTRA, BK. TOYKA 6.1.

3. JIEKAPCTBEHA ©OPMA

IIpax u pa3TBOpUTEN 33 HHXKEKITMOHEH,/ HHPY3HOHEH PA3TBOP.
B WM JIeKO JKBJITEHHUKAB JIHOQHIM3HPAH ITPax WM POXKABO TBBPXO BEMIECTBO.

4. KIHHAIYHHA JAHHH

4.1. TepanmeBTHIHH ITOKASAHMA
Jleyerrie B npodMIaKTUKA Ha KPHBOHM3JMBH IIPH IALMEHTH ¢ xeModuimmsa B (BpoaeH
nedrpT Ha paxrop IX).

4.2. 103 MPOBKA M HAYHMH HA IIPWIOKECHHE

Jleuemmero TpAOBA Aa ce 3amouHe IO KOHTPOJIA HA JIEKAp-CHeIHaNHucT B JICYECHHETC Ha
XeMO(DHIIHA.

JIo3upOBKA:

HO3MpOBKaTa ¥ NMPOALDKHUTEIHOCTTA HA 3aMEeCTHTE/IHATA TEPAIA 3aBHCAT OT TEXKECTTA HA
daxrop IX peduiura, T0KAMHM3AUMATA U CTElIEHTA HA KPBEBOHM3JIMEA H KIHHUYHOTO ChCTOAHHE
HA [AIHEHTA.

Bposar emummm Ha ¢akrop IX, kouto TpsbBa ama ce IIpHWIOKAT, Ceé H3pPa3ABAT B
MexxayHapoauu euariH (IU), KOMTO ca ompeesIeHH CIIpsaMo ChBpeMeHeH ctanzapt Ha C30
3a ¢axrop IX cpabpxalmy HPOAYKTH. AKTMBHOCTTA Ha ¢axrop IX B rutasMmara ce M3passasa
MJIM B OpoleHTH (II0 OTHOIIEHHE Ha HOPMaJIHATA YOBEIIKA IUIA3Ma) HIH B MEXAYHAPOAHH
emuanuE (IU) axktuBHOocTt (0 oTHOomeHHMe Ha MexayHapomuus craHaapt 3a ¢axrop IX
KOHIIEHTPATH B ILIa3Ma).

Enna wmexaymapomua emvnia (IU) aktuBHoCcT Ha ¢akrop IX € €eKBHBAJIEHTHa HA
KOJIHYecTBOTO Ha pakrop IX B 1 ml HopMaJsita YoBemKa IVIa3Ma.

WU3uncaaBaHero HAa HeobxomuMaTa Ao3a Ha @axkrop IX ce ocHOBaBa Ha EMITMDHYHO
ycranoBeHuA (akT, de 1 IU ¢dakrop IX Ha KuorpaM TeseCHO TEIVIO IOBHINABA aKTHBHOCTTA
Ha daxTop [X B nmazmMaTa NpUbIU3UTENHO ¢ 0.9% OT HOpMAJIHATa aKTUBHOCT.

HeobxomMara 1032 ce onpeAesisa KaTo Ce H3MoJI3Ba cieAlaTa PopMya:

HeobxoaMy efHHHIM = TeaecHo Teryo (Kg) X :xesiaHo mopuuiaBaHe Ha axTop
IX (%)(IU/dl) x 1.1

KosmauecTBoTo, KOETO TpaAbBa Aa Ce IPHJIOXKH, KAaKTO M YeCTOTAaTa Ha IIPWIOKeHHe, TpAbBa
BMHary Ja ObgaT CboOpaseHH ¢ KIMHHYHATA e(QeKTHBHOCT IIPH BCEKH OTZINEH CIy4ai.
O6HKHOBEHO NIPOAYKTUTE, Chabpxainy ¢axrop IX, psaako ce Hanara ,ua ce IMPWJIATAT HoBeye
OT €JWH ITLT THEBHO.
T"l's P*Fi QN

[Ipu crefHUTE BUAOBE KPHBOU3INBY aKkTUBRHOCTTA Ha daxrtop IX He TR0 ﬁg— ICKA OT
orpeie/ICHHTE HHBA Ha aKTHBHOCT (B % oT HopMastHoTO Muti B 1U/dl @# 05

Crnegsamara tabauija Moxke Aa Obie H3II0JA3BaHA KATO NPEnopry) ‘ ot
AO3HPOBKATA IIPH KPBBOM3IMBU M XHPYPIHUECKH OllepaliiH.
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Buajg Ha xperBoH3aAuBa /] | HeoOxoqumo HuBO YecTOoTa HA IPRIAOKeHHe (Uacose) /
THIl XHpYypruJgecka HA Pakrop IX IIpOoXAB/IKHTETHOCT Ha JeYeHHeTo (M)
__omepauMs _ (% oT HOpMAaTa) . . L

Kpseousaus
Hauanna XeMapTpo3sa, 20 — 40 [Ipunara ce Ha BCekH 24 4aca. Ha#l-manxo B
MYCKYJIEH KPBHBOH3HB NPOABIKEHHE HA 1 JIEH, JOKATO KPBBOH3JIHBBT
HJIH KPBBOM3JIHB B YCTHATA Obae oBaamaH (moxaszaresn e 6onkaral MAH ce
KYXHHA IIOCTHrHE aleKBAaTHO 3a3/paBsABaHe Ha paHaTa

- i, - | i — — = hi
FonAM  KPBHBOH3JIHE B 30 - 60 UHdy3unTe ce npunarar HA BCEKH 24 dYaca B
CTaBa, MYCKYyJIeH NpoABbJKEHUe HA 3-4 AHM HWJIH IOBEYE, JOKATO
KPbBOHM3JIMB HIH XEMAaTOM Goskara u ocTpHuTe CUMNITOMU G'BAAT OBAANEHH.
ZKuBoTo3acrpamasaluu 60 - 100 HNudy3unTe ce NOBTAPAT HA BCEKH 8 0 24 uaca J0
KPBBOU3JIHBH OBJIAZASIBAHE HA ChCTOAHHETO.
Xupypzuuecku onepayuu
Manku 30 - 60 Ha BcexH 24 4yaca, B IpOAB/KEHHE HaH-Ma/IKO Ha
BIJIKOUY. 3p0HA EKCTPaKIUA 1 JAeEH, AOKAaTO ce IIOCTHUIHE AEKBATHO

3a37/ipaBABAHE HA PaHara.

ToneMu 80 — 100 HUudy3uure ce mMOBTAPAT HA BCeKM 8-24 uaca Ao

(npen- n AZeKBATHO 3a3/1paBABaHE HA paHaTa, cj1eA KOETO Ce
creaoneparupyo) | NPHIAra JOWBIHHTENHO 32 HaH—MAaJMKO OIle 7 AHH
C uesa noanbppxkadHe aktusroct Ha © IX ot 30% 1o
60%.

ITo Bpeme Ha JIeYeHHETO CE IIPETIophYBa f1a ObAaT MOHUTOPHPpAaHH HusaTa Ha ¢axrop IX, 3a na
ce KOHTPOJIMPa NPH/IATaHaTAa 033, KAKTO U YeCTOTaTa Ha OBTOPHUTE HHPYy3HuH. IIpu rosnemu
XHPYPIrUYIeCKH UHTEPBEHITHH € 3aTBJDKUTEHO MPEN3HO MOHUTOPHUPAHE Ha 3aMECTHTE/IHATA
TEparus upe3 KPbROChCHPBany aHamu3 {akTuBHOCT Ha daxTop IX). Otropopure KbM (PaKTOP
IX Ha oThe/sHITTE FTALMEHTH MOTAT J1a BApHPAT, KaTO Ha IIPaKTHKA C€ ITIOCTHUTAT Pa3/IMYHY HHBA
Ha 1N VIVO BBb3CTAHOBABAHE U Ce HAO/mOoAaBa pa3aHYHO BpeMe Ha NOJXYKHBOT.

3a MpOoPHIAKTUYHO IOAABDIKANIO JIeYeHHEe cpeIny KPBbBOM3J/IMBHU IIPH MALMEHTH C TEXKKa
xemodmwma B obuuaiinure A03u ca 20 A0 40 IU dakrop IX / kg TesrecHO Tervio HA HHTEPBAH
OT 3 40 4 AHH. B HAKOH Ciyyau, CICIMANHO IIPH OO-MJAAAW TAIUEHTH, MOXKe Aa ca
HeOOX0 MMM [I0-KPATKH HHTEPBAJIH HA IIPUJIOKEHHE HJIH ITO-BHCOKH JO3H.

Hama ZOCTaThb4HO KIMHMYHM NAHHW 3a IpwioxkeHmero Ha MMYHAWH mpu zena nox 6
rOAHIIHA Bb3PaCT.

[TarMenTITe-XeMOMDHIMITH TPAOBA Zja Ce MOHMTOPHPAT 32 obpasyBaHe Ha HEXMOUTOPH Cpelny
dakrop IX. AKO He ce IIOCTHTAT OYAKBAaHMTE IUIa3MeHHM HmBA Ha (Qaxrtop IX wm
KPBBOM3JMBET HE MOKe 13 Ce OBJIafiee C IOAXOAAINR 4033, TPAOBa Aa Ce M3EbPIIX H3C/IeABaHe
3a HaJMupe Ha uxuburop Ha ¢daxrop IX. IIpu mampeHTH ¢ BUCOK THUTHP Ha MHXMOHMTOpDA
TpADBa Aa ce HMAa IpeABHA NPHJICKEHHMETO Ha APYIH TepaneBTHYHYU BapHAHTH. IIpH Te3n
IIALUEHTH JedeHrneTo TpsabBa Aa OpAe npeAnnCBAHO CaMO OT JIEKAPH CIENHAMHCTH B
JIEYEHHETO Ha XeMOHIHs,

BrpxTe cBI0 TOYKA 4.4.

HauwyH Ha IPWIOKEeHHME
IIpemapaThbT ce pasTBaps, KaKTO € OMMCAHO B T. 6.6 M ce MIDKEKTHpa HIH BauBa OaBHO
BeHO3HO. IIperopbysa ce KOHIEHTPAThT Aa Ce IpUJIara ¢b¢ CKOPOCT He MO-BHCOKA OT 2 ml 3a

MUHYTA.
4.3. IlpoTHBONIOKA3AHMA

JuceMuHMpana HHTPaBacKyaapHa koarynarps (JINK) u/wma xumer
Cnen oBJIafigABaHE HA TE3HM HOPOIleCH ¢ Moaxoasamy cpexcrsa, U
IIPHJIara CaMo 33 JedeHHe Ha XKHBOTO3aCTPALIABAIH KPbBOH3J/IHBH.
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4.4. CnenHaITHu npeaynpe:KEageHHAA U MPEeAazH MEPKH IIPH yIIoTpeOa

KaxTo 1mpu BCHUKH MHTPABEHO3HO NMPHJIOXKEHH [IPOTEHHH ¢4 Bh3MOXKHY AJIEPTUYHH PEAKI[UH
OT XUIIEPTEH3UBEH THII.

[IponykTeT chABpxA ocBeH Qaktop IX u cremu OT APYTHM YOBENIKM HNPOTEHHHU. IlarMeHThsT
TpsibBa Aa ObJAe MHPOPMHUPAH 32 PAaHHHTE CHMMITTOMH HA PeaKIHH Ha CBPBXUYYBCTBHTEIHOCT
KaTo: OOpHB, FeHEpaIM3HPaHA YPTHKAPHA, YYBCTBO 34 CTATAHE HA IPBAHUA KON, XPUIIOBE,
XMITOTEH3MA U aHaDMWIAKCHA, AKO IO BpeMe Ha IIPHIIOKEHHETO HA IMPOAYKTA €€ [IOABAT HAKOH
OT H30POEHNUTE CHMIITOMH HUIDKEKTHPaHeTO/HH(py3usaTa TpabBa Aa ce IpeKpaTH BexgHara. B
CAydal Ha IIOK, CICHIHWUTE JleicTBHA Tpabea Aa O6pzar c¢bobpaseHil CHC CHBPEMEHHHTE
NIPENOPBKY 34 JIeUeHHe Ha IHOK.

[larpieHTH ¢ puck OT Tpombo3u (Hamp. nampueHTH ¢ AHAMHECTHYUHM AAHHH 34 YepHOAPOOHO
sabosaBane, TPOMOOGHMIA, CBCTOAHHMA HA XMIICPKOATY/IAI[HSA, AHTHHA TIEKTOPHC, KOPOHAPHA
fosiecT Ha CHPLIETO WM OCTHP MHUOKapAEH HHMDAPKT WIH IIPH HEIOHOCEHH AeIla) BHUMATETIHO
TpsOBa Aa 6BAAT MOHMTOPUpaHH 3a paszsuTHe HA JHUK n/wan tpombosza. IIpu nampenTtu c
upeanosaraem JUK, samecturesmara Tepamn Tpabdea ga Obae cnpsiHa BeAHAara.
CTaHpapTHUTE MEPKHM 3a IPEeAOTBpaTABaHE HA MHQEKIHO3HHU 3200/19BaHMA, TIPHYMHEHU OT
MpHUJIAraHeTO Ha JIEKAPCTBEHH IIPOAYKTH, NPOH3BEACHH OT YOBEIDKA KPBHB HIM IJIA3MA,
BRKIIOYBAT CEJIEKIIUA HA JOHOPHUTE 4Pe3 NpOBeKAAHE HA CKPHHMHI' HA HMHAWBHUAYAJTHHUTE
JApABaHMA, KAKTO H Ha IVIa3MEHHTE IYJIOBE 3a CHEIM(MIHM MAapKEPH 3a MH(MEKITUH, KAKTO H
BIJOOUBAHETO HA BHPYC WHAKTUBUPAIODN/OTCTpaHABAIOM NpPOLEAYPH, BKMOYEHH B
IPOM3BOJACTBEHMA IIpolec. Belpekd TOBa, KOraTo Ce HpwjaraT JIEKapCTBEHH IIPOAYKTH,
IPOMBBEICHH OT YOBEIIKA KPBB WM IUIa3Ma, He MoraT Aa OBaaT HaTeIHO H3KTIOYEHH
HHOPEKITMO3HM 3a00/IIBaHMA, AEDKAIMH € Ha NpefaBaHeTO Ha HHPEKITHOSHH IPHYHHHATEL.
ToBa BaXky 1 34 HEU3BECTHH U OTHOBO IIOABHMIIM Ce BUPYCH M APYTH NaTOrEHH.

Tesu nporeAypH ca ¢ fokasana epekTUBHOCT npy oOBprTHTe BHUpYcH Kare HIV, HBV 1 HCV
HeobBHTHA BUpYyC HAV.

BupyC HWHakTHBHpAIIUTE/OTCTPAHABAIIM IIPOLIEAYPH MOMKE Ja MMaT II0-OIPaHHMYEHO
BB3ACHCTBHE CIIPAMO BUpYCUTe Ge3 jirmisiHa 0OBHBKA, KAKBBTO € parvovirus Bi1g. Parvovirus
B19 Mosxe j1a NpUYUHY cepHO3HA HHQEKIHA npy OpemMeHHM xeHH (MH(eKTHpane HA IJI0/AA),
KAKTO ¥ NPH JMIA ¢ UMYHOASPWIMTHY CHLCTOAHKUA WM TIOBMINEHO oOpajdyBale Ha depBeHH
KPBBHHU KJIETKU (HAMp. IIpY XeMOJIMTHYHA 2aHEMMS ).

IlpenoppuBaT Ce MOAXOAAMM HMYHH3AUH (XenaTHT A 1 B) Ha NTalIlHeHTUTE IIPH ITOJIyYdaBaHe
Ha IUIA3MEHH KOHIEHTpaTH Ha ¢gaxrop IX.

ThH KaTO CHABPKAHUETO HA HATPUI B MaKCHMMAaJIHATA JAHEBHA JI03a MOXe Jla IPEBHUINH 200
mg, To MoxKe Aa 6bAe BpeiHO 33 X0pa, KOMTOo criassat OeHa Ha HATpUM aueTa.

[IpH IIOBTOpPHO IPHJIOKEHHE HA IPOAYKTH HA YOBEMIKH KoaryiaruoHeH oaxkrop IX
rarHeHTUTe TPAORA f1a 6BOAT MOHHUTOPHpaHH 3a 00pasyBaHe HA HeyTpaIM3HpAIIH aHTHTEA
(Ex6HTOPH), KOUTO ce onpeaenaar kKonudectseHo B Bethesda Units (BU) xaTo ce usIion3sa
CBOTBETEH OHOJIOTHYEH TECT.

B MeaMIMHCKATA JIATEPAaTYpa HWMa ChoOmenHsa 3a BpB3KA MeKAy o0pa3yBaHeTo Ha
mxuburopu Ha daxkrop IX H mosisaTa Ha ajgepruyHa peakiid. ETo 3amo NanycHTH,
IIPOABIJ/IM aJIEPrHYHA peaKIMsa TpsabBa fa 6bpAaT M3CAeABaHH 33 HA/OTIKME HA HHXUOHTOP.
Tpsabea aa ce orbenexu,ue nanHedTHTe HMamy HExubuTopH Ha ¢akrop IX ca ¢ nopumeH
DHICK OT aHachnammHa PeaxIA MpH IOCAEARAINC IIPUICKEHHE Ha IMPOAYKTH Ha YOBCIIKH
xoaryyaarmoneH gakrop IX.

[Iopanu puCK OT Pa3BHUTHE HA PEAKIMA Ha CBPBXYYBCTBHTEJ/IHOCT IIPH IIPHJIOKEHIE Ha
daxrop IX KoHIleHTpaT, TepamusaTa Tpsabea Aa ObpAe 3anoyHaTa M IIPOC/IEACHA OT JIEKap-
CIICIMAJINCT, KOHTO H Ja NpeAripHeMe CHOTBETHHTE CIIENIHM MEDKH 3a OBJ3JABAHE Ha

aJIepriudHaTa PeaKLHA.
IIpunoxenuero Ha daxrop IX ce CBBp3Ba ¢ PHCK OT Das3BHTHE HA Tpomﬁoemﬁwmm
VCAOKHEHHS, KATO PUCKBT € IO-BHCOK IIPH II0-C1a00 IIpEeIHCTEHH POAYKTH S EPH-HAIMEHTH

¢ ¢ubpunonmsa U/WiIH ¢ JUCEMHUHHPAHA WHTPaBaCKyJapHa KOaryJiomna ; s, W} _-c e
ITOTEHIIHMAJHHA PHCK OT TpoMbOoeMOO/MMYHH yCIOKHEHUA KITMHHIHOFC *
PAHHH CHMITOMM Ha TpoM603a M KOHCYMIITMBHA KOaryJomna f &
MPEAIIECTBAHO OT MOAXOAAINM OHOJIOTMYHH TECTOBE, KOTaTO PO
TIAITMEHTH ¢ YepHOAPoOHH 3a00/a8aHs, IPH MAIMEHTH CIEH XHPYD




HOBOPOZIEHH, IIPH ITallMEHTH C PHCK OT Tpombosa wu JJHK. 1IpHu BcekH OT Te3H Ciay4day Ha
npuioxkernre Ha UMYHAMH tpabsa fa b€ nperieHABaH PUCKBT COPAMO 0YaKBaHATa MOJI3A.

4.5. Baaumozeiicreue c APYTH JICKAPCTBCHM HNPOAYKTH H Apyrn opMm Ha
B3aMMOACHCTBHE

He ca #H3BeCTHH B3aHMMOZAECHCTBHA HA YOBEIIKH KoaryjdauuoHeH ¢akrop IX ¢ apyru

JIEKaPCTBEHH IIPOAYKTH.

4.6 bpeMeHHOCT H KbpMEHE

He ca npoBexzjaHy IIpOyYBAHMS IIPH dKHBOTHM ¢ (PpakTop IX OTHOCHO BB3AECHCTBHETO BHPXY

pernpoaykimsaTa. Ilopagu peakure caydad Ha xemMopwmA B npu xeHH, HAMA AOCTATBYHO
OIHMT OTHOCHO MNpWIOkeHWeTo Ha ¢aktop IX mo Bpeme Ha OpeMeHHOCT U KBbpPMEHE.

Crnegosarenno UMYHAMH moxe fa ce M3T0N3Ba 10 BpeMe Ha 6PeMeHHOCT H KbPMEHe caMo,
aAKO € CTPOTro I[IOKA3aH.

4.7 EdexTH BBpXy cnocoOHoCTTA 3a modupane u padora ¢ MaIIMHMA
MIMYHAWH ne nosmisBa crroco6HocTTa 3a modupare 1 paboTa ¢ MAIIHMHY.

4.8. He:xesraHu JieKapCTBCHH PeaKin

ITocouennTe MO-AONy HEXKEJAAHH JEKAPCTBEHM PEAKIHM C¢€ ChoOMEaBaT BB3 OCHOBA Ha
JOKJIaAH OT KIIMHWYHH U3IHTBAHKMA H IIOCTMAaPKETHHIOBH HaOJII01eHH AL

YecTtoraTa UM ce KIacuPHITHPa CHOOPA3HO CIIEAHHTE KPUTEPHH: MHOI'O 9ecTH(21/10), 4eCTH
(2 1/100; < 1/10), mHevectn (= 1/1,000; < 1/100), peaxu (= 1/10,000; < 1/1,000) ¥ MHOIO
peaxu (<1/10,000)

HAoxaaaM OT IMHHIHH H3IIUTBAHUA

CnezniTe HEXENAHM JIEKAPCTBEHH PEAKIIHH C€ KaTeKOPH3HMPAT KaTo HedecTH (2 1/1,000; <
1/100).

Hapyuienua Ha Xoucamd 1 ROGKOHCHAMA MoK al
Copbex

Obpus

Pecnupamopiu, 2pe0HU U MeQUACMUNAIHU HADYWICHUS
Crpbex B repsioTo/ Bb3naneHo rbpJao

Cyxa kamiia

Cp00meHnA OT HOCTMAPKETHHTOBH HAG/IIOAeHNUA

CnemmurTe HeXxeNaHM JIEKAPCTBEHM PEAKIMH C€ KaTeropusupar KXaTO0 MHOro peaKH
(<1/10,000).

ANYUICHUAR HA X D5HE8MAa U ., LRI IRLE LAl IR /M
Heyrpamuzupams aururena (mxuburop) cpemy daxrop IX
TUK
Hapywienus Ha UMYHHAMA CUCMEemMa
AJeprudHy peakiMu
AHapHIAKTHYEH HIOK
AxruoeneM
3auepBsaiBaHe
Il'enepanu3upala ypTHKapHUA
Ob6pusr
Hapywenua Ha Hepenana cucnema
I'nasobomie
be3noKorCTBO
Copbex
Copdenniu napyutenun
Taxuxapaua

NugpapkT Ha MHOKapAa




XHUITOTEH3HA
TpomboemOostst
benoapobua emMbosTHA
BenosHa Tpom603a
£°€ UDATNOL 2P I MEOUACINMUHAAHUN HADYIICHIULS
XpuIioBe
Cmomawmno-upegHut HapYieHun
I'ayene
IloBppilaHe
L' e 1 H( ol L1} A L FLUOUI 25 TMAa INGKA
O6pHEB
PYRCHUAR HA OLoOPpeuUme U NuKoMHIONEe NHIMuUI
HedporHueH cuaapom
JOowiu napyuenun U egpexmu Ha MACMOMO HA NPUAOHCCHUE
BrpHcaHe
IIapene 1 60mKa B MACTOTO HA HHQPY3HA
Tpecka
Peakiiii HA CBPBXYYBCTBHTE/HOCT
CbHIHBOCT

YyBCTBO 3a CTATAHE B I'bPAMUTE

Bb3MOKHH HEKeJIAaHM PeaKItHH OT IPUIOKEHHETO HA KOHICHTPATH HAa YOBEIIKH
KoaryJaanuoHeH paxtop IX: |
CBpBXYYBCTBHTENHOCT HIM AJIEPTHYHHN peakipH (KOHTO MOraT Ja BK/IOYBAT AaHTHOEAEM,
mapeHe H OosIka Ha MACTOTO Ha MHQY3Hd, BTpHCaHe, 3adepBABaHe, TeHepANMH3HPaHa
ypTHKApHA, raBobosme, OOpHMEB, IOHIDKEHO apTEPHAJIHO HAJATaHe CHHIMBOCT, TajieHe,
OE3IIOKONCTRO, TAXHUKAPAHSA, YYBCTBO 33 CTATAHE HA I'bpauTe, ChpOerk, NOBPBIIaHE, XPHUIIOBE )
ce HabMIOAABaT MHOTO PAAKO IIPH JIEUEHHE Ha [TAIMEHTH ¢ NPOAYKTH, ChAbpxkamy dakxrop IX.
B HAKOHM CiTydad T€3H peaklFK MOTaT Ja IporpecHpar [0 pasBUTHE Ha aHAPMIAKTHYEH IIOK
H TOBA € B IIPAKA 3aBHUCHMOCT OT 06paszyBaHeTo Ha HHxuburopH Ha paktop IX (Bipk. T. 4.4).
Mma cpobimenuda 3a pasBuTHE HA HeDPOTHUEH CHHAPOM IIPH IALHMEHTH ¢ XeModuma B, cien
OITHMTH 334 HHIYIHPAaHe Ha UMYHEH TOJIEPAHC, H C aJIEPTHYHH PeaKkliy B AHAMHE3aTa.

B pesaxu cyyau € HabsmoaaBaHO MIOBHMIIIABAHE HA TEJIECHATA TEMIIEpATypa.

ITarperTHTE ¢ XeModIHa B morat fa obpasysaTt HeyTpaJM3Hpamy aHTUTeNMa (MHXUOUTOPM)
cperty pakrop IX. Axo TakuBa MHXUOUTODH ce YCTAHOBAT, ChCTOAHHETO INe ¢e ITPOABH C
HeAOCTAThUeH KJIMHIYEH OTTOBOD KbM IpwioxkeHna gaxrop IX xorameHTpar. B Te€3H caydau
ce IMpeNopBYBa KOHCYITALMA B CIISIMAIU3HPaHa KIMHHAKA 33 JIeYeHHe Ha XeMO(HITHAL |
CrhinecTByBa pUCK OT HACTBHIIBaHe HA TPOoMOOeMOOIMYHM ABJCHHMA CJIE€A NMPHJIOKEHHE Ha
paxkTop IX cupappskamy NEKAPCTBEH IIPOAYKT, KAaTO TO3H PHCK € II0-BHCOK IIPH HHMCKO
IIPEUYMCTEHH NOPOAYKTH. YoTpebaTa HAa HHCKO IPEYHCTeHHM NpoAykTH Ha ¢axrop IX e
CEBD3aHO ¢ MHIMACHTH KaTo MHGpapKT Ha Muokapaa, JUK, seHosna Tpombo3sa n Henoapoben
eMboIH3BM. TIpHIIOKEHHETO Ha BHCOKO NpeurcTeH ¢akrtop IX MHOro pAaKo e CBBP3aHO C
TAKHBA HEXEJIAHW PEAKIHH.

3a BUPYCOJIOTHYHA 0e30MacHOCT BHXK. T. 4.4.

4.9 Ilpeaosupane
Iocera He ca ChOOIIEHH CHMIITOMH Ha IIPEA03UpaHe C YOBEIMKH KPBhBOCKCHPBan] (akTop IX.

5., DAPMAKOJIOTHYHM CBOUCTBA

5.1 PapMaKOAHHAMMWYHH CBOMCTBA
PapMaKOTEpaIeBTHYHA Ir'pyna: AHTUXEMOPAru4dHH JIEKAPCTBEHH
KpBBoCchCHpRani gaxrop IX
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ATC-Code: Bo2BDo4g

Paxrop IX e emHOBepHKEH IMTMKOIIPOTEHH ¢ MOJIeKyJ/IHA Maca 68,000 Dalton. Tof e BuTaMHH
K — 3aBHCHM KpBBOCBCHUpBAIL (PAaKTOp H Ce CHHTEe3Hpa B uUepHusa xpob. Paxrop IX ce
akTHBHpa uype3 ¢axrop Xla BBB BBLTpEIIHMA KPLBOCHCHUPBAI IrbT, M upe3 ¢akTop
VII/TbKaHeH (PaxkToOp KOMIUIEKC BHB BBHIIHHA KPBBOCBCHPBAIL ITHT. AKTHBHpaH daxTtop IX,
BBEB KoMOuHaIws ¢ aktusupad ¢gakrop VIII, akrueupa ¢pakrop X. AKTHEMpaHUAT pakTop X
IpeBpBINa NpoTpoMOKMHA B TpoMOuH. TpombuireT cien ToBa npeBpbhmia GubpHHOreHa BLB
¢ubpun 1 ce o6pasyBa KpbBeH cbeHpek. Xemoduma B e ceppsaH ¢ mmona, BposeH AedekT Ha
KPBBOCHCUPBAHETO, ABJDKAIN Ce HAa MOHFDKeHW HMBA HA (axtop IX, 1 Bogem A0 OOMIHHU
KPBBOM3JIMBH B CTABHTE, MyCKYJIATE NIH BHTPEITHHUTE OPraHM, KOUTO €A CIIOHTAHHH HJIH Ca
pe3ysaTaT OT HHUHAEHTHR WIHM XHPYPrH4yHa TpaBMa. YUpe3 3aMeCcTHTEJIHa Tepalmsa Ce
[IOBHINIABAT IJIA3MEHHTe HuBa HAa (axTop IX, KOETO OCHTypsABa BpEMEHHA KOPEKLHA Ha
daxrop IX aedHIMT 1 NPeAOTBPATABAHE HA OIIACHOCT OT KPBBOH3J/IHBH.

5.2 PapMaKOKHHETHYIHH CBOHCTBA

Br3crarnoaeadeTo Ha ¢paxrop IX in vivo e 0,92 + 0,06 IU/dl 3a IU/kg npunokeH: etHHIT
(IpubmU3HTEHO 40%), 2 OHOJOTHYHMSA IIOJYKHBOT € OKOJI0 17 4daca. Ciiel HHTpaBeHO3HO
HMPHUIOAKEHHE MAKCHUMAJIHA TVIA3MEHA KOHLEHTPAIMA Ce JOCTHTA ¢/ief 10 A0 30 MUHYTH.

PapMaKOKHMHETUYHA CTYAIHS ¢ 26 MAIHEHTH € MOKA327a CHeHUTE PE3YJITATH:

IloxasaTesa T bpoy ] Cpeana SD 95%CI
. CTOMHOCT |

I{Jlmp'hnc_(mlfh/kg) _ 26 8.89 2.01 =.72-10.06

Mean residuﬂ time (h) | 26 23.86 . 5.00 1.85-25.88

5.3 IIpearIMHUYHH JAHHH 32 0€30IIaCHOCT

NMVYHAIH e Bucoxo mpeuncrer $paxTop IX KOHIEHTpAT, ChAbPXKAI CAMO (AN OT APYTH
KoaryaamuoHHH daxropu 11, VII, X. [Ipunaraneto Ha efuHNYHA 1033 UMYHAWH Ha ormpTHH
’KUBOTHH He Ca JaJIH JOKA3ATEJICTBA 34 HANMHMYMETO Ha TOKCHKOJIOTMYEH M TpoMOOreHeH
noTeHIa1. HeKIHMHgHY CTYAHH ¢ IpWIaraHe Ha IOBTaAPALIH Ce A03H € HeOBOCHOBAHO Aa ce
IPOBEXKJAT, TIOPAAH XETEPOJIOKHMA XapaKTeP Ha 4YOBEIOKHMA IIPOTEHMH B JabopaTopHH
*KHBOTHH.

Toit xaro ¢axTop IX € npoTeHH OT YOBEMIKM MPOM3XO0[, KOHTO HOPMAJIHO IMPKYJIHpa B
JOBEIIKATA IIa3Ma, He e OYAKBAT TOKCHYHM €(PEKTH BBPXY PENpOAYKTHBHATA CIIOCOGHOCT,
HHUTO MyTareHHH HJIM KaHIIEPOTeHHH e(PeKTH.

6. PAPMAINNEBTHYHU JAHHHA .
6.1 Cmmcbk Ha IOMOITHMTE BeIlleCcTBa

IIpax: HaTtpuer xiopua
Hatpuep 1urpar
PasTsopuren: Boza 3a MHzKeKIH

6.2 HeCchbBMECTHMOCTH

HUMYHAHH He TpsabBa f1a ce cMecBa ¢ APYTH JIEKAPCTBEHM IIPOAYKTH.

IIperoppuBa Ce Aa Ce H3I0J3BaT CaMO IPHJIOKEHHTE B ONMAKOBKAaTa HabOp 3a pasTeBapsHe H
MIDKEKLMA/MHOY3HA, Thid KAaTO IIPH M3MOJ3BaHE HA JPYTH TAKWBA HM3JECHA MOXe Ja ce
MOJy4dH IpelKa KaTo rocjaeauna or abcopbmusara Ha ¢daxrop IX BBPXY BBTPEIIHATA HM
IIOBBLPXHOCT. |

6.3 Cpox Ha rogHOCT
2 TOAMHH -
JlokazaHO e, Ye XMMHUYHATA ¥ QU3HYHA CTaDMIHOCT Ha Pa3TBOPEHHH ;

IIpu Temriepatypa nog 25°C. OT MUKpOOHOJIOrH4YHa r/IeAHa ToYKa, I
MBINOJI3BAH Be/HAra, OCBEH aKO METOABT 34 pa3TBapAHE HM3KJIOYBA
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3aMBpPCABAHE (BasMAKpaHa acelTHNHA CPefa). AKO He ¢e M3M0JA3Ba BeaHara, OTTOBOPHOCT 3a
BPEMETO M YCJIOBHUATA HA CHXpaHEHHME HOCH JHIETO, KOeTC ro mnpmsara. Pas3TBOpeHHAT

IIPOAYKT He TPAGBA A2 ce BpBIa 00PaTHO B XA HMIHNK.
6.4 Cremmasxy yoJIOBMA HA ChbXpaHEHHE

Jla ce cpxpansra B xaagtHuk (2°-8°C)! Jla He ce 3aMmpassaBal
Ja ce ChXpaHABa B OPHUTHHAMHATA OIIAKOBKA, 3a Z1a ¢ I1a3H OT CBET/IMHA!

B paMxuTe Ha O3HAYEHMA CPOK Ha rogHoct UMYHAMH Moxe fa ce chxpaHsasa rox 25°C 3a
He noBeue OoT 3 Mecena! O3Hauvere mepuosa Ha ceXpaHeHHe HOA 25°C BBPXY KAPTOHEHATA
kytHa! M3BPH XJIAAHIHHK fla ce ChbxpaHaBa nox 25°C 3a He nopeue oT 3 Meceua! Craen
chxpanenue npu 25°C UMYHAWH ne Tpabea Aa ce Bphma 06paTHO B XJIAMWIHHK, 4 TpAGBA
He3a0aBHO Aa ce H3IIOJI3BA HIH Ja C€ U3XBBDJIH.

6.5 BHUA M CHCTAB HA OIMAKOBKATA

MMYHAWH, npax 3a HIDKeKIMOHeH/MHGY3HOHEH pA3TBOD, € B IThbPBHYHA ONAKOBKA
eqHON030B (JIAKOH OT HEYTPAJIHO CTBHKJIO OT xuzponuTHueH wiac II. Pasrsopurenar e B
ITBPBHYHA OIIaKOBKA €AHOAO30B (WIAKOH OT HEYTPAJHO CTBHKIC OT XUAPOIMTHYEH Kiaac l.
PIakOHHUTE ¢ MPOAYKTA Ca 3aTBODEHH C XJMOPOYTHIOBH KAYYYKOBH 3anymaiaku. PrIakOHHUTE ¢
PABTBOPHTEJIA Ca 34TBOPEHH ¢ HpOMOYTHIIOBH KaYUYKOBH 3aIIyIIAIKH.

Coedupacanue Ha onaKkoexama

1 psaaxoH ¢ Immunine 600 IU

1 puraxoH ¢ 5 ml Bozia 32 HEDKEKITHE

1 TpaHchepHa UIIa

1 BB3AYIIHA UIVIA

1 HITHEPHA UTJIA

1 MIVIa 33 eHOKPpaTHa yroTpeba

1 CIpPHHITOBKA 3a eAHOKpaTHA yiorpeba (5 ml)
1 Habop 33 HHDy3HUA

TINoaemuna Ha onaxosxama
1X 600 IU

6.6 Crneipmasiam IpeANazHU MEPKH IIPH U3XBHPJAAHE i padoTa

Tpabea Aa ce U3NOA3BAT CAMO IIPHIOKEHHTE HAOODH 32 MHDKEKIUA /HHDY3HA.

MMYHAMNH Tps6pa Aa ce pa3TBODH HEIIOCPEICTBEHO MIPEH ITPHJIOKEHHE, Pa3TBOpBT TpabBa
na ce M3noa3Ba 6bp30 (MPOAYKTHET He ChABDKA KOHcepBaHTH). PastBopeT TpaAbBa zna Onie
OHCTBD MM JIEKO OTIAJIECIICHTEH.

Pa3zTBOpHTE, KOUTO Ca MBTHH WINM HMAT YTaiKH, He TpsabBa Aa ce M3Mosa3BaT. Pa3TBOPEHUAT
IpOAYKT TpaADBa J1a ce M3c/eZaBa BHU3YAJHO 3a ChABPKAHME HA TBBHDAM YACTHIH HIH 32

IIPOMSHA Ha L[BETA IIpear yrroTpeba.
IIpenoptbusa ce Aa e mpoMue OOIKA BEHO3EH ITBT ¢ HW30TOHMYEH COJIEB PA3TBOD TIDEAH H CIIEN

uady3uaTa Ha UMYHANMH.

-_'.L TBADHHC Ha IDAXS . IVHABAHEC HA HHPKCKIIMOHEH HHOOYSHMOHCH DAJ1BAD .
W 31r10s13BaTe aCerrTHYHA TeXHUKA!

1. 3aromere 3aTBOpeHMA (IAKOH C pa3TBOpHTEN (BOZA 32 HMIDKEKI[HH) Ha CTaHHA
teMiieparypa (MaxkcuMmyM ao 37°C).

2. OTcTpaHeTe 3aIUTHHTE KaladKH OT (JIAKOHA C IIPaxa H PasTBORIFFENA-CRUT. A) 1

- Ae3uH(peKIUpaiTe ABeTE KayIyKOBHUTE 3aITyIHAIKH. s

3. OrcTpaHere 3aMTHOTO Kalavde OT eAMHMA Kpail Ha pAIOKGATY TRFHED

ype3 3apbpTaHe M usAbpiBade (¢ur.B). Bueezere HIVIgTE (HDEH Meay

3AITyIaaKa Ha Pnakoua ¢ pasteopurens (Gur. B u C). \ SR

4. OTcTpaHere B3alIMTHOTO Kaade OT JPyrHA KpaH Ha Tpak

BHIMMABATE /ia He AOKOCHETE OTKPUTHA Kpai. \
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5. ObppHeTe (urakoHa ¢ pa3TBOpHUTE Haf 1akoHA ¢ KOHLIEHTPAT U BuBeere cBoboaHaTa
HUrvia IIpe3 KaydykoBaTa 3anymaixa Ha npaxa (dwur. D). Pasteopurenar me O6nae
M3TerVIeH BBB QIaKOHA ¢ IPax Upe3 BaKyyM.

6. Paszpesnere ABata ¢JiakoHA 4pe3 OTCTPaHABaHE Ha TpaHC(hepHaTa MIVIA OT (PJakoHA C
npaxa (¢ur. E). BarMaTesTHO paskiaTeTe WM 3aBbpTeTe (PJIAKOHA ¢ IIpaxa 3a fa ce
YCKOPH Pa3TBapAHETO.

7. Criep ITRIHOTO pa3TBapsAHE HA IIpaxa, BbBEAETe IPWIoKeHaTa Bb3aymHa uraa (¢ur. F)
¥ oOpasyBaHaTa I1sHa me #3ue3ne. OTcTpaHeTe Bb3AYITHATA HIVIA.

5 | HH :
Hsnon3eamTe acenTUHA TeXHMKAa!

1. OTCTpaHeTe 3amIMTHATA KANayka Ha IDpHIOKeHaTa QHITHPHA MIVIA Ype3 3aBbPTAHE U
H3ABPIIBAaHE H A IIOCTABETE BBHPXY CIPHHIIOBKATA 3a €JHOKPATHO IIPHIOKEHHE.
H3reryiete pa3TBopa B cripuHiopkara (dur. G).

2, Paszzenere CIpUHIIOBKATA OT (QHATHPHATA Uryia U 0aBHO HMIKeKTHpailTe pasTBOpa
BEHO3HO (MakCHMaJIHA CKOPOCT 3a HIDKeKTHpade 2ml/min) ¢ IpHiIoKeHaTa
VMH(PYSHOHHA CHcTeMa ¢ Kpwaa (M nOpuokeHaTa MIVIa 33 €QHOKPAaTHO
[IPHUJIOKEHHE).

AKO ce TIpuiara upe3 HHQYy3HuA TpabBa Jia ce U3II0A3Ba €AHOKPATHATA CHCTEMA ChC CHOTBETEH
PHIITHD.

Qur. A bur B Our CoOur. D ®ur. E ©Our. ¥ Our. G

Hen3nonssaHuaT NPOAYKT MM OTHAABYHMTE MATEPHAM OT Hero Tpsadsa fia ce U3XBLPJAT B
CBOTBETCTBHE C MECTHHUTE H3UCKBAaHHS,

7. IPUTEXATE/I HA PASPEINIEHUETO 3A YHHOTPEBA

Hwme: BAXTER AG
SApec: IndustriestraBBe 67, A-1221 Vienna

®Crpana ABcTpHA
®Tenedon: +431201000

e PaKe: + 43120100771
8. PETHCTPAITHOHEH N¢ B PETUCTDBPA IIO 9/1.28 OT 3JIAXM
{xooooooa}

9. IATA HA ITHbPBO PASPEINIABAHE/IMMOJHOBABAHE HA PASPEINIEHHETO
3A YIIOTPEBA

10. JIATA HA AKTYAJIN3HPAHE HA TEKCTA
{MM /rTTT}




