epeytal yKPAIHCb KO MULSURS, @55 1CH § Km s : AU CEFCTPATINNDLY

SIKOT0 MiATBEP/I’KeHA MiNHCOM YIIOBHOBAKEHOT noCBiT9eHHs 31 8 ~
ocobn 3aaBauka (SIBopceka T.JO.), indopmanii npo Ness4 //é‘y,(’//p/ G4
3aCTOCYBAaHHS JiKapchbKoro 3acoly ag’ CZa L2/7

3ATAJTbHA XAPAKTEPUCTHKA JITIKAPCBKOT' O 3ACOBY

1. HA3BA JJIKAPCBKOTI'O 3ACOBY

IMVHIH 600 MO nopourok Ta po34MHHHUK U1 PO3UMHY [UIS iH €Kil um indy3ii

2. SIKICHUH I KUIBKICHUM CKJIAJL

Jiroya pevoBunHa: MaxTop koaryisuii Kposi moanHu 1X

KoxxHuii (hy1akoH 3 HOPOIIKOM Ul NPUTOTYBaHHS PO3YMHY Ul iH'€KLIH MicTHTh HOMiHaneHO 600 MO
takTopa Koaryssuii kposi oguau [X.

1 M pozuuny IMYHIH wmictute npubmuzno 120 MO daxropa koarysnsuii kposi moaunu IX, micis

BIIHOBJIEHHS 3 5 MJI CTEPHIII30BaHOT BOIM LTS 1H'EKLIIH.

AxtuBaicts ¢akropa IX (MO) BH3Ha4aeTbCs, BUKOPHCTOBYIOUH OIHOETAlHMHM aHalli3 3ropTaHHS
KpOBi, HaReZleHUH B €Bpomneiickkoi Mapmakornei.

BHroTOB/IAETHCS 3 TJ1a3MH KPOBi IOHOPIB.

Cneumdiuna aktusHicts IMYHIHY cranoeuth He MeHuie 50 MO dakropa IX/mr 6inka.
IToBHMIt nepesik JONOMDKHHX PEeHOBHH, IWB. B po3uti 6.1.

3. JIKAPCBKA ®OPMA

[Topoiuok Ta PO3YHMHHHK ISl PO3UMHY 718 1H €KL un iH]Y31i.
ITopomok abo kpuxka peyoBrHa 06ioro abo O11110-KOBTOT0 KOJIBOPY.

4. KJIIHIYHI XAPAKTEPUCTUKHU
4.1 TepaneBTHYHI NOKA3aAHH

JlixyBanns i mpo¢inakTiKa KpoBOTEd y NMAIieHTIB 3 remModigicto B (Bpomkennit nediuur dakropa IX).
BIKOM Bi/l 6 pOKIB.

IMVYHIH nokasaHuii [u1st BCIX BIKOBHX I'pyTI, Bi AiTeH y Billi cTapime 6 pokiB 40 JOPOCITHX.
IcHye HeoCTaTHBO JJaHUX, 00 peKOMeHIyBaTH 3actocyBanHs npenapary IMYHIH y nite#t monoame
6 pokiB.

4.2 [lozyBaHHS Ta cnocid 3acTocyBaHHS

JIikyBaHHS TTIOTPIOHO PO3MOYHHATH ITiJ KOHTPOJIEM JIiKaps, SKUH Mae 10CBiJ JJIKyBaHHS reMoiii.

2 iOBVBaHHﬂ

Jlo3yBaHHS | TPUBAJIICT 3aMICHOT Teparii 3aJieXkaTh BijJl CTyIeHs HejocTtaTHocTi (pakropa IX,

Jokanizauii ¥ iIHTEeHCUBHOCTI KPOBOTEUI, 4 TAKOK KIIHIYHOTO CTaHY XBOPOTO.

Kinbkicts oauauus ¢akropa 1X, 1110 BBOAUTECSH, BUPAKAETECA B MIKHAPOIHUX OJJMHHLISX (MQ) ﬁ“ﬁr‘i‘:«:@
noB’a3axi 3 ynHAMM ctangaprom BOO3 ans npenaparis daktopa IX. AKTUBHICTE tbaKTopaf[X‘/yf‘”
rasmi BHPAKAETHCH abo ¥ BIJCOTKaX{B]ﬂHOCHO HOpMa.l'leOl "IIOIIC‘I:'KOI Hﬂa.'SMH) abo B MIH('H&DO
OAHHHHQX (BIZHOCHO MIXKHAPOJHOTO c"ralmapw Uit KonueHTpaTm q)aKTopa IX B rmasm)

| M1 HOPMATBHOT MOACHKOT TTA3MM.
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Jlixyeanna npu Heobxionocmi

PospaxyHok 1oTpioHOT 1031 hakTopa IX 3miliCHIOETECS Ha OCHOBI eMITIPUYHO BHSIB/IEHOT 3aJI€3KHOCTI,
o | mbxaapoana oauauug (MO) daxropa IX Ha | kr macH Tina 30UIblIye akTUBHICTB (pakTopa X B
muta3mi npudnusno Ha 1,1 % HopMasbHOT aKTUBHOCTI Y MANIEHTIB BiKOM Bia 12 pokiB.

IloTpiGHa no3a BUu3HAYAETHCA 32 TAKOK (GOPMYIIOIO:

MoTpidna KiabKicTL OHBHNL = Maca Tiia (Kr) X 6a:kane 30iabmenns paxkropa IX (%) (MO/na)
x 09

KinskicTs mpenapary, M0 Mae BBOAHTHCS, | YaCTOTa BBCACHHS 3aBX/IH MOBHHHI BH3HAYATHCS

KJTIHIYHOIO e()eKTUBHICTIO ¥ KOXKHOMY KOHKpeTHOMY BHIazKy. [lpenapatu dakropa IX pinko

MOTPiOHO BBOAWTH Oi/bLIE OIHOTO pa3y Ha AEHb.

V pasi MosBU HACTYITHUX emi30/1iB KPOBOTEHI aKTUBHICTE (hakTopa X He MOBUHHA OTTYCKATHCS HIKYe

3a/IaHOTO PiBHA AKTHBHOCTI B 1U1a3mi (Y % BiJ HOpManbHOro pisHsg ado MO/ai) y BignoBigHOMY

nepioji.

HacTtynHy Tabnuiio MoxkHa BUKOPHUCTOBYBATH SIK IHCTPYKLIIFO 3 BUOOPY 4034 1IPH KPOBOTEUAX i
XipypTiuHHX OTepartisx:

Cryninb kpoBoTeywi/
THI Xipyprignoi

IoTpi6nnii piBens
taxropa IX (v % Bin

YacToTa BBe/IleHHS 103
(ronunmu)/TpuBanicTs Tepaiii (ani)

onepanii HOPMAJLHOTO PiBHS)
(MO/n)
Kposoreua
Panniii remapTtpos, 20-40 [ToBToproiite iHy3iT KOKHI 24 TOOUHU
M’s30Ba KpoBOTEua ab0 npoTaroM He MeHwe | 700w, noku He
KPOBOTEYA B POTOBIi TIPUTTMHUTBCS KpoBOTEYA (rpo mo Oyae
[MOPOKHHHI cBinuuTH nocnabnenns dono) ado e Gyue
JOCATHYTO 3arol0BaHHA.
Binbluuii remaptpos, 30-60 IMosroproiite indy3ii KoxkHI 24 TOTUHU
M’f30Ba KpoBoTEUua abo npotsrom 3-4 aaiB abo Gimbine, MOkK He
reMatoma OyJ1e yeyHeHuid OUIb 91 rocTpa
Hei€3,1aTHICTh.
3arposnuBa s KATTS 60-100 IosToptoiiTe indy3il koxHi 8-24 rogunu,
KpoBoOTCcHa TTMOKH HE G)’LLG YCYHCHa 3arposa [JId dKUTTH.
Xipypriuna onepauis
Maua onepauis, 30-60 KoxHi 24 roauau npoTsirom He mMenie 1
BKJTIOYAIOYH BUJIAJICHHS 100um, ok He Bye TOCITHYTO
3yba 3arOIOBaHHS.
Benuka onepanis 80-100 IosToproiite in’exuii koxkdi 8-24 rogunwm,

(mepen onepaui€to i micns

onepariii)

MOKH He 6}1')_“{6 JOCATHYTO aJJeKBATHE
3arOIOBAHHS PaHM, MICHIsS YOTO TOTpibHO
IIPOJOBKYBATH TEPATIiIO HEe MeHIIe 7 JHIB
U1 MATPUMAHHA aKTMBHOCTI (hakTopa 1X
Ha piBHi 30-60%.

IIpoghinaxmuxa

7
Jlnst noBroTpuBasoi NpoilakTHKH KPOBOTEY Y MALIIEHTIB 3 TSHKKOIO (hopMoIo reModimii Bé-ﬁalpﬁqﬁau
npu3Ha4aroTh 103u Bia 20 go 40 MO dakropy IX /kr macu Tina 3 iHTepBaIoM BBEICHHS Bt 3

4-x nib.

IHOMi, OCOBIMBO MONOAMM MALliEHTAM, MOXKYTh OYTH HEOOXIAHI KOPOTINi IHTEPBAIIH MK J

abo BiibII BUCOKI 103H.

4
e

g,
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V xozi likyBaHHsS peKOMEHIYEThCS BU3HAYMTH PiBHI (paktopa IX B rasmi i BAKOPUCTOBYBATH iX
3HAYEHHS TPH BU3HAYEHHI MOTPIGHOT 1034 i 9aCTOTH NMOBTOPHMUX iH(Y3iH. 30kpema, y BUNIAIKY
BEJIMKOT XipyprigHoi onepatlii 060B’13k0BO MOTPIGHO TOYHO KOHTPOJTFOBATH 3aMiCHY TEpaiio 3a
JIOTIOMOTOI0 aHai3y Koarynsuii (akTueHocTi dakropa IX y mnasmi). Pisai manieHTH MOXYTh MaTH
pi3Hy BinnoBigs Ha daktop IX, gocsrarouu pi3sHUX PIBHIB BiIHOBIIEHHS in vivo i IEMOHCTPYIOYH Pi3Hi
PiBHi HarMiBBUBEIECHHS.

JluTg4a nomyJisis

JocTtynsi nepiatpwaHi gaHi onwcaHi B po3aiti «4.8 Iodiuni peakuii i1 HOBUM NiAPO3ALIOM
«Ocobnusa rpyna nauieHTiB» i B po3aini «5.2 @apMakoKiHeTHUHI BJACTHBOCTIY.

Ha ocHOBi HafBHUX KJIIHIYHMX [aHUX PEKOMEHJAL{s MO [03YBAHHIO Ul NEJiaTPUYHUX TAlli€HTiB,
Moxke GyTH 3pobieHa u1g manieHTis crapiue 12 pokis. YV BikoBiii rpymi Bix 6 pokis 10 12 pokiB HasBHI
KJIiHIYHI AaHi He € JocTaTHIMU 1 3a0e3rnedeHHs peKOMeH ALl OO0 JO3yBaHHS.

Criocib 3acTocyBanHs

[IpenapaT noTpi6HO BBOAMTH BHYTPILIHBOBEHHO. PexoMeHayeThes, mod meuikicts iHdysii ve
TIepeBHILYBaIa 2 MJI HA XBUJIHHY.

[HCTPYKIIT OJI0 PO3UMHEHHS TiKAapChKOTo 3acoBy nepesi BBEAEHHAM JMBIThCS B po3aiii 6.6.

4.3 TIlporunokasanus

o JlizBumena 4YyTAMBICTB 0 Hir040i pedoBMHM abo Oyab-Akoi 3 JONOMUDKHHUX pEYOBHH
npernapary.

e CHHIPOM JMCEMIHOBAHOTO BHYTpPIlIHLOCYIMHHOrO 3roptanns (J/IB3-cumapom) i/aGo
rinepdibpunonis.

e BcranoBnena anepris 40 renmapuHy afo iHAYKOBaHA TemapyHOM TpoMOOUMTOTEHis B
aHaMHe3si.

V pasi BUSBIEHHS WX CTAHIB MiJ Yac BixnosiaHoro gikysanHs npenapat IMYHIH moxHa BBOAWTH
JIALIE Y pasi KpOBOTEY, 110 3arPOKYIOTh HKHTTIO.

4.4 Coenianbhi 3acTepesKeHHs Ta 0CODINBI 3aCTEPeKHI 3aX01H NPH 3aCTOCYBAHHI

Peakuii nigsuineHol 4y riusocti

MosknuBi anepriyei peakuii NiABHIIEHOI YYTAMBOCTI TpHM 3acTocybadHi npemapary IMYHIH.
I[penmapar MiCTMTB CiIOBI KiTBKOCTI iHIIMX OLIKIB, okpim (akropa IX.

[Ipy BHSBAEHHI UMX CHMITOMIB IAli€HTaM TOTPIOHO PEKOMEHIYBATH HETAWHO MPHITHHUTH
3aCTOCYBAHHS TMpernapary i 3BepHyTHCS 10 JIiKaps.

[anienTam i/a6o jornsaa4aM 3a HUMM MOTPIOHO MOBIIOMUTH ITPO PaHHi O3HAKM peakuii nigsHieHoi
YYTJIMBOCTI, Y TOMY YMCJIi IIKipHUI BHMCHII, 3arajibHy KPOIUB SHKY, CTHCHEHHS Yy TPYASX, CBUCTSYE
JMXaHHS, TNOTeH3110 Ta aHadakciio.

V pasi mwoky, i1 JOTPUMYBATHCS AIOYHX MEIWYHUX CTAHIApPTIB IS INOKOBOI Tepartii.

Inribitopu
[licns MOBTOPHOrO AiKyBaHHS npenapatamu (aktopa koarysauii kpopi IX mamientis moTpioHO

KOHTPOIIIOBATH 1040 PO3BUTKY HEUTPaIi3ylounX aHTUTLI (IHriGiTOPIB), AKi KLTBKICHO BH3HAYAIOTHCS
B onununX betesna (BO) 3a qonomMororo BiAMOBITHUX Oi0NOTIVHUX aHAMI3iB.

SIKIIO HE BAAETHCS NOCATTH OYiKYBAHOrO piBHS akTUBHOCTI paktopa IX y rasmi hpOB’i“’iﬁO{K’-

KPOBOTE€Ya HE KOHTPOJIIOEThCS TIPH 3aCTOCYBAHHI BiTIOBIAHOT 1031 npenapary, ¢iij FPOBBQTHMHEUTB
8 X

11106 BU3HAYHTH TMPUCYTHICTE iHTiOiITOPY (hakTopa IX. ¥V naulemm 3 BUCOKHM THTpO}F mriolmpm- -
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remMoinito. ¥ TakoMy pasi moTpiGHO NPOKOHCYIBTYBATHCS 3 (aXiBLIAMM CrIELiaTi30BAHOTO UEHTPY
remodinii.

Ony6:1iKOBaHO MOBIIOMIEHHS MPO B3a€MO3B'I30K MiXk PO3BUTKOM iHTiBiTOpiB 10 (hakropa IX i
BUHMKHEHHSIM allepriuHuX peakuiit. ToMy NaiieHTiB 3 alepriYHAMH PeaKIisMU MOTPIOHO NEPEBIpsTH
Ha HAasBHICTH iHribiTopi. HeoOX1qHO BiA3HAUNTH, L0 TANEHTH 3 iHTiGiTOpamu (pakTopa IX npu
TMOBTOPHOMY BBezIeHHi (hakTopa [X MaloTh MiJIBUINEHHH PU3HK POSBUTKY aHaditakcii.

3BasKalOuH HA HAABHICTb PU3HKY BUHMKHEHHS aNepriyHuX peakiliit pu 3acTocyBaHHi KOHUEHTPATIB
daxropa IX, mepuii BBenenns dakropa IX ciix mpoBoAUTH 32 NPU3HAYEHHSM JTiKaps M1 MEIUIHUM
CIIOCTEPEKEHHAM JUTSl HaJIAaHHA HAJIE)KHOT MEMYHOT JIOTIOMOTH Y Pa3i PO3BMTKY ANepPridHHX PeaKilii.

Tpomboembonig, JIB3-cunapom. idpunomii

OckibKH 3acTOCYBaHHS KOHUEHTpaTiB (hakropa IX GyJs10 ICTOPHYHO 1OB’432HO 3 PO3BUTKOM
TpoMB0eMOOIIUHUX YCKIIAHEHb, IPUHOMY 3 O1/1BII BUCOKMM PU3MKOM JUTS TIPENapaTiB 3 HA3bKUM
CTYTIEHEM OYMIIEHHsI, 3aCTOCYBAHHS MPETIapaTiB, Mo MicTaTh dakTop IX, 115 nanieHTIs 3 0O3HAKAMK
¢ibpunonisy i mauientis 3 J{B3-CHHIPOMOM MOsKe CTAHOBMTH NOTEHLiHHY Hebesnexy.

V 3B°93Ky 3 HOTEHIIAHAM PU3UKOM TPOMOOTHHHUX YCKJIA/IHEHD NIPH BBEAEHHI UBOTO Mpenapary
MAIiEHTAM i3 3aXBOPIOBAHHIMH TEHiHKH, TPOMBODiieio, TimepKoarysiiero, CTeHoOKapaieo,
{IIeMiuHOI0 XBOPOGOIO CeplIst UM TOCTPUM iH(APKTOM Miokap/a, MalieHTaM y micnsonepaininHoMy
nepiojii, HeIOHOIEHHUM | HOBOHAPOIKEHUM, TMALIEHTAM 3 PH3HKOM TPOMOOTHHHHUX sBH1l abo J(B3-
CHHIPOMOM CJTiJI TPOBOIMTH KJTiHIYHE CTIOCTEPEIEHHS 3 METOIO BUSIBJIEHHS PaHHIX O3HAK TPOMOO3Y i
BHCHAXITHBOT KOATYJIONATIT CTIOKMBAHHS 3 MPOBEJEHHSM BiANOBiIHUX abopaTOpHUX aHanisis. Y
KOKHOMY 3 [IWX BHTIAJIKiB OYiKyBaHY KOPHCTH Bi fikysanus nperapatom IMYHIH cnin sicrasuru 3
PU3MKOM PO3BHUTKY TAKHUX YCK/IaIHEHb.

Ilpu nigospi Ha JIB3-cunapom tepamniio npeniapatom IMYHIH HeoOXiaHO HeranHO NpUIMWHUATY.

ITpotuBipycHa Oesneka

o [lpu 3acTocyBaHHi JIIKAPCHKUX MPENapaTiB 3 KPoBi ab0 M1a3Mu KpOBI JIIOAWHH BIKUBAIOTH
CTAHAPTHUX 3aXOJ1iB, CIPAMOBAHMX Ha 3ar0biraHHs repeayi namieHTam 30y IHUKIB
indexuii. Jlo HUX HanexaTh BigOip JOHOPIB, IEPeBipka OKPeMMX MOPIIH i MyJTiB MIasmy 3a
MapKepamH iHbeKi, BKUTTS ePeKTHBHUX BHPOGHHYHX 3aX0J1iB 1719 iHAKTHBALILY/3HAILCHHS
Bipycis. Hespakaiouu Ha ue, TIpH BBEEHHI JIKAPChKUX Mpernaparis, BUTOTOBIEHUX 3 KPOBI
260 TUTa3MHM TIOIMHY, HE MOYKHA ILUTKOM BHIUTIOYHTH MOX/IUBICTB Nepeadi 30y IHUKIB
iH(eK1il, y TOMY 9HCITi HeBiZIOMHX a00 HOBMX Ha ChOTOJIHI BipyCiB Ta IHIIHX [aTOTCHIB.

e 3ax01H, U0 BXUBAIOTECS, BBKAIOTHCS ePEKTHBHUMH JUTSl 000JIOHKOBHX BipyCiB, TAKHX AK
Bipyc imyHoaedimury momuru (BLT), Bipyc renatuty B i Bipyc renatuty C, a Takox s
HeODOIOHKOBUX BipyCiB, TAKUX SIK BIPYC rernatury A.

e 3ax0H, MO BKUBAIOTHCS, MOXKYTH MATH OOMEKeHY e(peKTHBHICTE 010 HEODOJIOHKOBHX
Bipycis, Takux sik mapeosipyc B19. IndikyBanns napsosipycom B19 moxke Gy cepiozHum
ans BariTHUX (iHQikyBaHHs M1oAa) i nauieHTiB 3 iMyHoaeinuToM abo MmiBHIEHHM
€PHTPOTIOE30M (HATIPHK/IA 3 TEMOJTITHYHOIO aHEMIEID).

e [loTpifHO pO3r/IIHYTH IUTAHHS TPOBEACHHS BaKUHMHalil (Big rematuty A i B) marjientam,
AKMM peryJ/ispHO/TIOBTOPHO 3aCTOCOBYIOTh MPENapaTH OTPUMYBAHOTO 3 IU1a3MK KPOBI JIFOAWHK
(axropa IX.

3301‘8[)8)!(81!“2 H{0a0 3aCTOCYBAHHSA

BuicT HaTpiio e ,H\
IMVYHIH 600 MO micTuth po3paxyHKoBy KisibkicTs 20 Mr HaTpito Ha duiakoH. Lle cn i,} p%\z@yn;m &
narienTam, ski nepeGyBaroTh Ha HU3LKOHATPIEBIH Ji€Ti. N T
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HacriitHo peKOMeHIy€eThCs 3aMCyBATH Ha3BY | HOMeEp cepil ImpemapaTty opasy npH BBeIeHHI
nauienty npenapaty IMVHIH 3 MeTOI0 BCTaHOBJIEHHS 3B S3KY MiXK MalLliEHTOM i Cepiero Tipenapary.

4.5 Bszaemopuis 3 iHIEMHE JiKapcbKHEMH 3acobamu Ta inmi popmu B3aemoail
JlocnipkeHHs 11010 B3aeMOZii He NPoBOWIKCSH i perapaTom IMYHIH.
4.6 @epTHIBHICTb, BATITHICTD i JaKTaNis

Jocnipkenns ruBy ¢akropa IX Ha penpoaykTusHy GyHKIIIO TBapuH He Tipopoauauca. Yactorta
3aXBOPIOBaHb JKiHOK Ha reModinito B HU3bka; HeMae JocBimy 3actocyBanHs (axropa IX BariTHuUM Ta
KIHKaM, SKi ToyI0Th rpyamo. ToMy daxrop IX cimix 3acTocoBYBaTH il Yac BariTHOCTI 1 TOIyBaHHS
rPY/IIO, JIALIE SKILO L€ 9iTKO MOKA3aHo.

Bruus npenapaty IMYHIH Ha depTunsHicTs HE BCTAHOBIIEHUIA.

I1lo crocyerbes pusHky iH(ekuii mapsosipyca B19 cM auBiThes 3acTepeskeHHS M1/l 3aroJlOBKOM
IIporusipycHa Oe3neka B po3aiti 4.4.

4.7 BIAB Ha 3JaTHICTH KEPYBATH TPAHCIOPTHAMH 3a2¢00aMH Ta NPANIOBATH 3 MeXaHi3MaMH

He crniocrepiranoch HiSKHX BIUIMBIB HA 3JaTHICTH KEPYBaTH aBTOTPAHCIOPTOM a00 1HIIUMH
MeXaHI3MaMH.

4.8 TIlobiuni peakmii

Pesrome npodimo Oe3nexu

[Tinpumena uyTiuBicTs a00 aneprivni peakuii, 10 KX MOXKYTb HAJIGKATH aHTIOHEBPOTHYHUHN
HaOpsK, meKy4wit i rocTpui 6inb y Micui iHdy3il, 03000, NPUILTHBH, 3ara/TbHa KPOITUB’ SHKA, FOTOBHHUH
OiNlb, BUCHIL, TINOTEH31s, JIeTaprisd, HyJOTa, HECIOKiH, TaXiKapais, CTUCHEHHA Y IPYIAX, TOKOIIOBAHHS,
OJIIOBAHHS | CBUCTSYE AHXAHHS, HEYACTO CIIOCTEPIiraues y NalieHTiB, SKi MTPOXOJWIH JIIKYBAHHS
npernapaTamiu 3 BMicToM (paktopa IX.

V nesikdx BUMAAKAX LI peakuii mporpecyBamy o0 Tsxkol aHadinakcit, i cnocrepiraicsd BOHU Y
TICHOMY YacOBOMY 3B’SI3KY 3 PO3BUTKOM IHTIOITOpPIB (hakTopa IX (auB. Takoxk posain 4.4).

IloBigoMIsIOCS TIPO PO3BUTOK HE(PPOTHIHOTO CHHAPOMY TIPH CIpodi NPOBEISHHS ITPOLELYPH
IHAYKUiT IMyHHOT TONEPaHTHOCTI y XBOpUX Ha remodiito B 3 iHriditopamu daxrtopa IX i
IEepPrivHUMHU PeakiisiMu B aHaMHe3i.

V piakicHUX BUIMAIKaX MOXKe TIIBUIIMTHCS TeMIIepaTypa.

VY xBopux Ha remoditio B MoxxyTh po3BHHYTHCS HeliTpanizytodi aHTuTa (iHribiTopu) 0o dakropa
IX (aue. Takoxk po3ain 4.4). V pasi nosBu TakHUX IHTIOITOPIB LieH CTaH NPOABASETHCS Y HEJOCTATHIN
KTiHIYHIH BiANoBiai. V Takux BUMaJKax peKOMEHIYEThCS 3BEPHYTHCS JI0 CNELiali3oBaHOTO
reMoiLTIHHOTO LEHTPY.

IcHy€e NoTeHNIHHUI PU3HK PO3BUTKY TPOMOOEMOOTIYHUX €MTi301iB Y BIAMOBIIb HA BBEICHHS
npenaparis ¢axropa [X, npuaoMy Le# pu3MK BUIMH Y 1penapatis 3 HU3bKUM CTYTICHEM OUHILEHHS.
IIpu 3actocyBanHi npenapatiB (akropa IX HH3BKOro CTyNeHs OYHLIEHHS BiJI3HAYATHCh BUMAAKU, ...
iHapkTy Miokap/a, CHHIPOMY JTUCEMIHOBAHOTO BHYTPIITHBOCY/AMHHOTO 3TOPTAHHS (,[[B'Sa)'gatl}‘q_l’pma),_-; SN\
BEHO3HOTO TpOoMOO3Yy Ta jereHeBoi em0oii. 3acTocyBaHHS MperapariB BUCOKOro cwneugﬁdﬁﬁﬁfeum \ '
piaKO MPU3BOAUTE A0 TAKMX NOOIYHUX e(eKTiB. ]

Indopmanis mpo mpoTUBipycHy Ge3neky HaBeaeHa y po3aini 4.4,
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Tabnugaui criMcok ModiYHUX peakifii
Tabmuus npexacTaBieHa HwkYe, CKIageHa BianopimHo no kiacudixauii MedDRA mono wmacis
cucteM opradis (KCO i piBHS nepeBaxXHUX TEPMIHIB).

Haseneni y Tabmuni 3 webaskani peakuii B3aTi 31 3BITiB 32 pe3y/IbTaTaMH 1HECTH KIITHITHUX
JOCIJUKEHb, IPOBEIEHUX 3 BUKOopucTanHam npenapaty IMYHIH 3a yuactio 197 cy6 exTis, a Takox
3a pe3ysIbTaTaMH MiCISPEECTPALIIITHOIO KOHTPOTIO.

Yactora HebakaHUX e(DEKTIB OLIHIOBAIACSH 3 BUKOPUCTAHHAM TaKHX KPUTEpiiB: Qyxe 4acTi (>1/10):
yacti (>1/100 no <1/10); neuacti (>1/1000 mo <1/100); mooaunoki (>1/10000 go <1/1000); piaxicHi
(<1/10000); wacToTa HeBiiOMa (4AaCTOTY HE MOJKHA BCTAHOBHUTH 3 HAsIBHUX JaHHX).

Crannapr MedDRA Tobiuni peaxnii YacroTa
Kunac cucremn opranis
PO3JIAJIA Inribyeanns dakropy Hesizoma
KPOBOHOCHOI TA IX
JIM®ATHYHOI JlucemiHoBaHe Hesizoma
CUCTEM BHYTPILIHBOCY AMHHE
3ropTaHHs
PO3JIAZIM IMYHHOI | Anepriuna peakuis Hesizoma
CUCTEMH Anadinaktuusni peakuii/ | Hepizoma
aHadinakToigHi peaxiil
AHTIOHEBPOTHYHHH Hesizoma
Habpsik
Bicum Hesizoma
1lpu HagBHOCTI Hesinoma
IHr10ITOPIB:
CuposaTkoBa XBopoda Hesizoma
Peakiiist nigsuiieHos HeginomMa
IYTIIMBOCTI
PO3JIAJIU HEPBOBOI | I'onosnwii 6ine Hepimzoma
CHUCTEMH Hecnokiit Hesigoma
lokosmoBaHHs Hesiznoma
ITOPYILIEHHA Indapkr miokapaa Hesigoma
CEPLIEBOT : : -
TISUTBHOCTTI Taxikapais Hesigoma
CYJIMHHI PO3JIAJU IinoTensis Hesigoma
TpomboemboivHi Hesinoma
eni3onu (B T. 4.
JiereHeBa emM0ois,
BEHO3HUI TPOMOO3,
aprepiansHU TpoMO603,
TpoMb03 LepebpanbHUX
aprepii)
Tlpuriiuen Herizoma
PO3JIAJIA JIUXAHHS, | IMoapasHenHs ropia Hewacri
OPI'AHIB I'PYJTHOT
KJITKH TA Binb vy pori i rnotui Hewacri
MEJIACTUHAJIBHI Kamens (cyxnit) HewacTi
PO3JIAIIA CrUCTSUE NTUXAHHS HegioMma
3aaviika Hesizoma
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Cranpaptr MedDRA Tlo6iuni peakuii YacroTa
Knac cacremu opranis
HUTYHKOBO- Hynora Hesizoma
KULIKOBI PO3JIAJIU bmosauns Hesizoma
YPAKEHHA LIKIPH Bucun Hewacri
TA TIJILLKIPHOI Caepbix Hewuacri
TKAHUHU - -
Kporus’ snka Hesiymoma
PO3JIAJIM HUPOK TA | Hedporuunuii Herinoma
CEYOBUBIJTHUX cuHapoM!
1HIJIAXIB
3ATAJIbHI PO3JIAJIUL | INineprepmis Hewacri
TA YPAJKEHHI B 3actyna Hesinoma
MICLII BBEJAEHHA s - i
ITeuis i rocTpwii 6ims B | HeBigoma
micu indys3it
Jlerapris Heginoma
CTUCHEHHS B TPYASX HenizomMa

luriditopu dakropa IX

V xozi npopeieHHs KIiHiuHuX gocnipkens npenapary IMYHIH inri6itopun dakropa IX Bussneni ve
Oysu. PaHimre He JIIKOBaHI NMALIEHTH AJIS YYacTi V KIIHIYHUX goctilkeHHsX npenaparty IMYHIH
3ayqeHi He Oyim.

Oco0JsiMBa rpyrmia nailieHTiB

3actocysanns npenapaty IMYHIH ngocnimkysanocs y nefiaTpHaHii rpyri nauieHTis BikoM Big 6 10
12 pokis Ta crapure 12 pokis 3 remodiniero B. besneka Oyna noniGna o Gesneku y 10pociux, ki
sacrocoByBaiin IMYHIH.

Kpim Toro, 3actocysanss npenapaty IMYHIH pocnimkyBanocs y ABOX CIIOCTEPEKHUX JTOCIIKEHHIX
TAKOXK y JiTelt 10 6 pokis i manienTie Big 0 1o 64 pokis 3 remodiniero B, Binnosigxo. besnexa y nirei
10 6 pokis 6yna nmoaioHo o Oe3nekr y AiTed crapiue 6 POKiB i JIOPOCTHX, SIKi 3aCTOCOBYBAIM
IMVYHIH.

MosxuBi nodiuni peakuii NpH 3acTOCYBaHHI KOHNEHTPATIB akTOpa KoAryasinii KpoBi JII0AHHH
IX: napecresii.

3BiTHicTE Npo Nizo3pioBani NodiuNi peaknii

BaxIMBO MOBIZOMIJISTH TIPO IMiZO3pIOBaHi MOOIUHI peakuii micas peectpauii Jikapcekoro 3acody. Lle

JO3BOJISAE TPOJIOBAKYBATH KOHTPOIIOBATH OajlaHC KOPUCTI / PU3HKY Jikapcekoro 3acoly. daxiBuis B
aJTy3i OXOPOHH 3JOPOB'S MPOCATH TOBIZOMIIATH Mpo Oyab-AKi Migo3proBaHi mobivHi peakiii yepes

4.9 IlepexozyBaHHs
JlaHUX OO CHMITTOMIB Tepeo3yBaHHs (hakTOpOM Koarysuii kposi moauau IX Hemae.

5.  ®APMAKOJIOI'TYHI BJJACTHBOCTI

5.1 ®apmakoanHAMIYHI BJACTHBOCTI

dapmakoTepaneBTHYHa IpyMa: FeMOCTaTHYHI Tipenapaty: dhakTop koaryasuii kposi IX.:

! micns cnpo6 iHAYKLiT IMyHHOT TONepaHTHOCTI
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xkon ATX: B02BD04

®aktop 1X sBisie cOBOK0 OAHOMAHLIOTOBUH TUIIKONPOTEIH 3 MOJNEKYISPHOK Macoro Gimsbko 68 000
narsToH. Bin cuHTe3yeThes B mewinui i € Bitamin-K-3anexuum daxropom koarvasuii. Maxtop IX
aktuByeThes (aktopom Xla BHyTpilmHIM mumxom koaryasuii  ado komruiekcom  dakrop
VIl/TkauuHHMi (akTop 30BHILIHIM LUIAXOM Koary/suii. Axrusopauuii ¢akrtop [X y xommiexci 3
aktuposanuM (aktopom VIII aktusye dakrop X. AktusoBannii (akrop X mepeTBopioe MpoTpoMObin
y Tpombin. Ilix miero TpoMOiHy (iGpuHOreH neperBoploeTbes ¥ (iOpHH, KM YyTBOPIOE 3TYCTOK.
Temodinis B € cnagkoBum, TIOB’S3aHMM 31 CTATTIO, TOPYWEHHSM KOAryasuii KpoBi BHACTIZOK
3HIKeHOTO piBHA (akropa IX i mposBiseThCs MaCHBHHMHU KPOBOBWJIMBAMH B CYriIodM, M'a3u abo
BHYTpilHI opranM, siki BigOyBaroTbcs abo CIOHTaHHO, alo B pe3yabTaTi BHIAJKOBHX TPaBM YM
omepanii. 3amicHa Tepamis MiZBMILIYE TUTa3MOBHH piBeHb (aktopa IX i, TakMM 4WHOM, Aae 3MOry
THMYACOBO BiAKOPUTYBaTH JeDilUT hakTopa i 3HWKYE TEHACHIIIO 10 KPOBOTOUMBOCTI.

IlegiaTpuyHa NOIYJISILis
BizicyTHS 10CTaTHS KiIbKICTh JaHHWX, a0u peKkoMeH1yBaTh 3acTocyBanHs nipenapary IMYHIH aitsam

BIKOM 10 6 pOKIB.
5.2 ®apmakokiHeTHYHi BJACTHBOCTI

3 ypaxyBaHHAM JaHHX, OTPUMAHHX Y XO/i IpoBeieHHs (a3 4 J0C/i/DKEHHS, Cepe/IHE 3HAYCHHS
noctynosoro sigHosneHns (IR) dakropa IX v panime nikoBaHHX MalieHTiB BikoM Bia 12 pokis
(n=27) ctanosmio 1,1 (£ 0,27) 3 aianazonom Bix 0,6 10 1,7 MO/ na 1 MO/xkr. ¥V upomy x
jocipkeHHi cepeHe 3Hadenns IR y paxiine JIiKoBaHHX NaUieHTIB Bikom 10 11 pokis (n=4)
cranosmio 0,9 (= 0,12) 3 gianmazonom Big 0,8 no 1,1.

PesynbraTi aociimkeHHs (apMaKOKIHETUMHUX MapaMeTpiB y 26 nauieHTis:

KinpxkicTs Cepeans CranzgapTtHe 95 % nosipuuH
[Tapamerp .. . :

MALIE€HTIB BEJIMYMHA BIJAXHWJIEHHS iHTepBas
Kiriperc (mi/ron/kr) 26 8,89 2,91 7,72-10,06
CepeHilt yac yTpUMaHHS 26 23,86 5,09 1,85-25,88
(ron)

Bionoriynuii yac HarliBBUBEIEHHSA CTAHOBHTH OJIM3BKO 17 TOJIWH.
5.3 Jloxainiuni nani 3 Geznexn

IMVHIH € KOHUEHTPATOM BHCOKOrO CTyNeHs o4HmieHHA ¢akrtopa IX, mo MICTHTL juine ciigu
dakropa II, VII i X. 3acrocysanus oxHopaszoBoi nosu mpenapaty IMYHIH na naboparopuux
TBApHHAX HE BUABHJIO HiSKHMX O3HAK Ui TOKCHKOJIOTIYHOTO abo TpOMOOreHHOro MOTeHLIaTy.
JlokniHigHI JOCIIDKEHHS 3 TIOBTOPHHM BBEJIEHHSM JI03M He € iH(GOpMaTUBHMMM JUIS BUKOHAHHS B
3B'3KY 3 FeTEpOJIOTIYHHAM XapaKTepoM JIIOJCHKUX OUIKIB y 1a00paTOPHUX TBApHH.

Tak sx daxrop IX sBase coGoro GOk JTOACKKOTO MOXOMKEHHS, SKWH, B (i3i0NOriYHMX yMOBaX,
LMPKY/IIOE B TUIa3Mi, He CIIiJ OYiKyBaTH Hi TOKCHYHHX e(eKTiB Ha penpomyKkTHBHY (yHKIUi0, Hi
MYTareHHUX i KaHI[epPOreHHUX edeKTiB

6 PAPMAITEBTHYHI BJIACTHBOCTI
6.1 Ilepeik JONOMIKHHX PE4OBHH

IMTopomok: Hatpiro xmopun
Hatpito uurpat aurigpat

Po3yuHHHK:  CTepuIi30BaHa BOJA 1A iH’€KLIiH




326
37

6.2 HecymicHicTb

[Ipu BiACYTHOCTI AOCIIIyKEHb CYMICHOCTI LM JiKapchkuil 3acib He ciif 3MilIyBaTH 3 IHIIAMH
JiKapchKHMHU 3aco6aMi, 3a BHHATKOM THX, AKi 3raJjaHi B po3/ifi 6.6.

C1nifl BUKOPUCTOBYBATH JiIie HAGOPH LIs iH' eKUii/iHDY3iT, 11O BXOAATE 0 KOMILIEKTY, iHaKIIe
NiKYBaHHS MOXeE 3aKiHIUTHCS HEBAO Yepes ajacopduiio dakropa koaryasuii kposi moaunu IX Ha
BHYTPILIHIX MOBEPXHSX IHIIOTO iH’ EKUIAHOTO/IH)Y3IHHOTO 0018 THAHHS.

6.3 Tepmin 36epirannsa

2 poku

Ximiuna i ¢isuuHa cTaGiNBHICTE PO3YMHEHOTO, TOTOBOro 10 BUKopucTaHHs npenapaty IMYHIH
CTAHOBHTH 3 TOAMHM TipH Temrepatypi g0 25°C. 3 mixpoGionoriqHoi TOUKM 30py Tmpenapar ciif
BHKOPHUCTOBYBaTH HEraiHo, KpiM BHIAJKiB, KOJTM METOJ BiJHOBJIEHHS TIPENapary BHITIOYAE PU3HK
MikpoOHOTO 3a0pyaHeHHS (MiATBEp/KEHI AacenTW4Hi YMOBM). JSIkuio mpenapar Bigpasy He
BHUKOPHCTOBYEThCS, BIATIOBIAANBHICTE 3a TepMiHM | yMoBM 30epiraHHs mnpenapary, TOTOBOIO [0
BHKOPWCTAHHSA, TIOKJIAJAETRCA Ha KOpHUCTyBawa. PosumHeHME mnpenmapat He cChi TOBEPTaTH B

XOJIOJHIIbHHK.

6.4 OcobanBi 3acTepe:keHHs MO0 30epiranns

30epirati B XONMOAWILHUKY (Npu Temmnepatypi i 2 qo 8°C). He samopoxyBarTy.

30epiraTi B OpHTiHATBHIN yIIaKoBIL, MO0 3aXUCTUTH Bia il CBiT/IA.

B Mexax 3a3HaueHoro tepMminy mnpuaatHocti nperniapat IMYHIH wmoxna 30epiratu mpoTarom
3 micqauiB npu kiMHaTHIE Temnepatypu (He Bume 25°C). 3ammuwnite uel nepion 30epiraHHs Ha
ynakoBui mpoaykry. ITicns 3akinueHnns nporo nepioay. IMYHIH He cig nopepratd B XOM0JMIBHUK,
aJsie HOTO CJ1ijl HeraifHo BUKOPHUCTATH 200 BUKHHYTH.

VMOBH 30epiraHHs BiJHOBJIEHOTO JIIKAPCHKOTr0 3aco0y AMBITECS B po3aiti 6.3.
6.5 VYmnaxkoska Ta ii BMicT

[Topomox IMVYHIH nocrasnsieTses y (IakoHi, MO MICTHTE OJHY 03y 3 HEHTpalsHOTO CKia
rigpomitiyHoro knacy II. Po3umnHHHK nocTaBiaseTses Yy (UAKoOHi, IO MICTHTB OAHY 103y 3
HEHTPATLHOrO CKJa TriApomiTHdHOro kiacy I. dnakoHM 3 mnpermapaToM 3akpuTi npobkoio 3
XJ1opOyTHIKayuyKy. DIaKOHH 3 PO3UHHHHKOM 3aKPHTI MPOOKOIO 3 OpOMOYTHIKAYUVKY.

Bmicm koumeninepa:

1 dnaxon 3 npenapatom IMYHIH 600 MO

1 dakoH 3 5 MJ1 CTEPUITIZOBAHOT BOIHM [UTS iH'€KLIIH
1 ronka-nepexigHUuK

1 moeiTpomnpoRBigHa royka

1 ronka-ineTp

1 onHOpa3oBa roska

1 omHOpa3zoBwmit mrpu (5 M)

| indy3iitauit HaGip

Posmip ynakoeku: 1 x 600 MO

6.6 Ocod.uBi 3anM00iXKHI 3aX0QH NPH yTHJI3anii Ta iHIIOMY 3acTOCYBaHHI P s
~‘#,./..'w #* J o
Jlns po3dMHEeHHsS BUKOPUCTORYBATH JIMIIE Hadip a0 iH ekuii/indysii, mo BXoauTh vy Komrﬁexf NI\
IMpenapar IMYHIH cnig po3umHuTH nume Oe3nocepeHbO Tepel BBeIEeHHSIM. ,?{’03
BUKOPHCTATH HeraiiHO (TpemapaT He MICTHTE KOOHUX KoHcepraHTiB). Ilicis poaqm{é 1
PO3YMH HEOOXiAHO Bi3yalbHO NEPEeBipUTM HA HASBHICTh YACTMHOK i 3HeOApBIIEHHS, |
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posnouMHaTH BBeleHHA. Po3uwH mnoBuHeH OyTH mposopuMm afo 3nerka onanecueHTHuM. He
BHKOPHCTOBYBATH PO3YHHH Nperapary, sKi € KalaMyTHHUMH ab0 MIiCTATh Oca]l.

PexoMeHAyeThCS TTPOMUTH I30TOHIYHUM COJTBOBUM PO3UMHOM TIPUCTPOT BEHO3ZHOTO J0CTYTY Mepes]
idy3ieto npenapary IMYHIH i micas uporo.

Po3unnenHs NOPOMIKY /1JiS NPUTOTYBAHHS PO3UHRY s iH’ €Kil
Curif JoTpUMyBaTHCS PABUII ACETITHKH!

1. Harpiiite HeBiakpuTHii ()IaKOH 3 PO3YMHHUKOM (CTEPUTBHOIO BOIOKO IS iH €KIiH) 10 KIMHATHOT
Temriepatypu (He Oinbiue 37°C).

2. 3HIMITB 3aXUCHI KOBNAYKH 3 (IaKOHA 3 OPOUIKOM i (hIaKOHa 3 PO3UMHHUKOM (puUc. A) i
npoaesingikyiite rymoBi npobku obox aakoHis.

3. 3HIMITh 3aXHUCHE TMOKPUTTS 3 OJIHOTO KiHIIs FOJKH-TIEPEXiTHHUKA, IO BXOJAUTh Y KOMILICKT,
MOBEPTAIOYH | IOTATYIOUH 11. BiUTbHMI KiHEIb TO/IKH BBEIITh B TYMOBY NpoOKy (hrakoHa 3
po3uunHukoM (puc. b i B).

4. 3HiMITh 3aXMCHE MOKPUTTS 3 IHIIOrO KiHIIS TOJKK-TIEPEXiIHUKA, HE TOPKAIOUMCH BiJIKPUTOTO

KiHL4.

IlepeBepHiTh (h1akOH 3 PO3HHHHHKOM Hal (JIAKOHOM 3 TIOPOIIKOM, BBEITh BITbHUH KiHELb

TOJIKHM B 11e# (prrakoH yepe3 rymoBy npodky ¢uiakona 3 nopoukoM (puc. I'). Posunnnuk Oyje

nepeTikaTh y (pJIaKoH 3 MOPOLIKOM MifJ Ji€0 BAKYYMY.

6. Po3’eqmaerte ¢rakonHu, BUHHSABIINA FOKY-TiepeXiqHuK 3 prakoHa 3 nmopotrkoM (puc. I'). 3nerka
CTPYCiTh 200 NOKPYTITH (DIAKOH 3 TOPOMIKOM LISl IIPUCKOPEHHS PO3UHMHEHHS.

7. Tlicisi MOBHOIO pO3vYMHEHHS MOPOLIKY BBEAITh Y (hJIaKOH MOBITPOBIABIAHY Toky (puc. J1), mo
BXO/JWTh Y KOMIUTEKT, U1 BUAAEHHS MiHW. BUIMIThL MOBITPOBIABIIHY TOJIKY.

n

In’exnis/indysia:

Curig J0TpUMYBaTHCS TIPABMJT acENTTUKH!

1. 3HIMITB 3aXUCHY YNaKOBKY 3 TOJKH-(iNbTpa, MO BXOAUTE Y KOMILUIEKT, OBEPTAIOYH | MOTATYIOUH
ii, 1 HacaziTh TONKY Ha CTEpHIIBHHH oAHOpa3oBuii timpul, HabepiTs posuun y mmpui (puc. E).

2. Bia’exnaiite ronky-(inbTp BiJ MIMPHIA i TIOBITLHO BBEAITH PO3UMH BHYTPIITHEOBEHHO
(MakcUMabHA LIBHAKICTH iH’ €Ki 2 MJ/XB) 32 JOTIOMOT010 TOJIKH-METEIHKA, 110 BXOAWTb YV KOMIUIEKT
(abo o1HOpPa30BOi TONKM, THO BXOJMUTE Y KOMIUIEKT).

Ilpu npoBenenHi iHQy3iT ci1iji BUKOPUCTOBYBATH OJHOPa30BUit Habip s iHQY3IT 3 BIAMOBITHUM
dinsTpoM.

Puc. A Puc.B Puc.C Puc.D

7.  BJIACHUK PEECTPAIIIMHOI'O CBIIOIITBA
3amnoBHIOETLCS HA HALIOHAILHOMY PiBHI.

8. HOMEP(H) PEECTPAIIITHOI'O CBIJAOITBA



10.

3anoBHIOETECS HA HAL[IOHATBHOMY PiBHI.
JATA IIEPIIOI PEECTPAIII/ OHOBJIEHHS PEECTPAII
3aroBHIOETECS HA HALIOHATBHOMY PiBHI.

JIATA IEPELJISITY TEKCTY

3anoBHIOETHCS Ha HALIOHAIBHOMY PiBHi.
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LICPERMSL Y KPARICBKUIU MUBUIU, A8 ICHIMMHMIVD JRU FEECTPHIBMIEULY s o

SIKOro MiATBepIKeHa MiAMNCOM YIIOBHOBAKEHOT NOCBiI4eHHS 340
oco6u 3asisauka (SIBopeska T.1O.), indopmanii npo Nes4) //6’5)15/0//0/ p- blus
3aCTOCYBaHHS JIiKapchKoro 3acoby L4505 020/2

JIMCTOK-BKJIAJIUII: IH®OPMAIIA I KOPUCTYBAYIB

IMVYHIH 600 MO
HOPOWIOK T POSUMHHUK IS PO3UHHY JUTS iH €KL un iHy3ik
MakTop xoarysauii kposi Mo auHu IX

¥YBaxHO 03HAHOMTeCH 3 JAHAMH, HABEJIEHAMH B JIHCTKY-BKJIA/IHII, 10 NOYATKY 3aCTOCYBAHHS
JIIKapchbKOro npenapary, Tak fik B HHX MiCTHThCs BaxinBa s Bac indopmanis.

- 36epexiTs 1l JIMCTOK-BKIaauII. MoxiuBo, Bam 3HanoOHUTHES nepednTaTy HOro 3HOBY.

- Ilpu BHHHMKHEHHI NOJATBIIMX MUTAHb CJIiJl 3BepHYTHC 10 Bamoro nikaps abo ¢apmalesTa.

- lle nixapcekuii 3aci6 npuszHayeHo tTineku Bam. He nepenasaiire Horo inmumM. Lle Moxe im
HALIKO/MTH, HABITh SKIIO O3HAKH 3aXBOPIOBAHHS Y HHX 30iraloThcs 3 O3HaKaMH, AKi
criocrepiraiorbes y Bac.

-V Bunaaxy po3BUTKY noOiuyHMX edekTiB 3BepHiTbCA 10 Baworo nikaps abo papmarepra.
3BepraTtucs ciifl i B pas3i nobiYHNX edeKTiB, He BKA3AHMX B IbOMY JIUCTKY-BKUIaauuIi. JuB.
Posnin 4:

Indopmanis, HaBeJeHa B JJHCTKY-BKJIAIHIII

I1lo Take IMYHIH i 115 40or0 BiH 3aCTOCOBYETHCS

11lo Bam Heo6xigHO 3HaTH 10 mo4aTKy 3actocyBanHs IMYHIHY
Ax cnig 3acrocopyBatu IMYHIH

Mosxoiusi no6ivHi edexTH

Sk cnin 36epiratu IMYHIH

Bumict ynakoBk# i iHIa indopmariis

Suipnds SIS

1. IITo Take IMYHIH i a1 9oro BiH 3aCTOCOBYETHCSH

IMYHIH — e koHuenTpar paxropa koarynanii kposi IX. Bin 3amintoe dakrop IX, axuii BincyTHi
abo He (ByHKIIIOHYE HaJIeXKHUM YMHOM nipu reModiii B. N'emodinis B € cnankoBuM, Nop’s13aHuM 3i
CTATTIO, MOPYIIEHHAM KOATyJsLlil KPOBi BHACIIJIOK 3HMKEHHX piBHIB dakTopa [X. Ile npussoaure 10
MACHBHMX KPOBOBHJIMBIB B CYIJIOOM, M’ s34 Ta BHYTPILIHI OPraHy. sKi Bi0yBaloTbcs abo CrIOHTaHHO,
alo B pe3ynbTaTi BUNAAKOBUX TPaBM uu onepailii. 3acrocysanna IMYHIHY aae amory Tumuacoso
BIZIKOPUTYBATH AeiruT hakTopa i 3HWKYE TEHJIEHIIO 10 KPOBOTOUHBOCTI.

IMYHIH 3acTocoByeThC U JIKYBaHHSA | MPOPIMAKTUKH KPOBOTEY V TALIIEHTIB 3 BPOIKEHOIO
remodpimieio B.

IMVHIH noxa3sanuii 1151 BCiX BIKOBHX I'pYIL, Bia AiTeil y Billi cTapiie 6 pokiB 40 JOPOCIIHUX.
IcHye HeloCTaTHBO JJaHHX, MO0 peKoMeHIyBaTH 3acTocyBanHs npenapary IMYHIH y aiteii monomme
6 pokiB.

2. o Bam Heobxinno 3uaTn 10 mo4arky 3acrocyBannsa IMYHIHY

He cain 3acTtocopyBats IMYHIH

e Skmo y Bac anepria Ha dakrop koarymnsiii kpori mogunu IX abo Oyap-axkuil 3 iHIIHMX
IHTPEIEHTIB 1LIBOTO JIIKAPCHKOTO 3aco0y (MepepaxoBaHi B po3ii 6).

e JSlxmo y Bac craH, SKHI HA3UBAETHCS KOArYJIONATIA CHOXKHBAHHS (TaKOXK BiJOMHH fK C oM
JHUCEMIHOBAHOTO BHyTp1meocy:mHHoro sropradus (/IB3- cH Hapom). Lle cran, m:?” ; lﬁi%"?\

B Kponcmocmrx CyaQHHaXx.
e JSxmo y Bac cran, skuii HasuBaeTbes rinepiopunorizom. I'1nep¢16pun0n13 rjpﬂp
3rOPTaHHS KPOBi 3HMKYETBCS, TOMY IO BaXXTHBA PEYOBUHA 3rOPTaHHS KPOBI ¢15p'_}f-
PO3KJIaJAEThCS. :
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e Jlxmo y Bac BusiBiieHa aneprist Ha renaput abo y Bac BcTaHOBIEHE aHOMATBHE 3MEHIIEHHS YHCIIA
€PUTPOLIUTIB, siKi GepyTh y4acTh y (DOPMYyBaHHi 3ryCcTKiB KPOBi, IO 00YMOBJIEHO BBEJIEHHAM
renapuny (iBAyKoBaHa renapuuoM TpoMbonuToneHis).

ITicns BimnosixHoro sikyBanHs mux cradis, IMYHIH ciin 3acTocoByBaTH /IMIne y pasi KpoBoTeY, 110
3arpoKyIOTh KHUTTIO.

Ocob.mBocTi 3acTocyBaHHd Ta 3ano0ixui 3ax01u
ITepen 3actocysanrsm IMYHIHY criix npokoHcynsTyBaTHCs 3 Bamum stikapem abo dpapmanesTom

Konu eunuxaioms anepziuni peaxuii:
IcHye pifKicCHa MOXITHBICTB TOTO, IO Y Bac MOXyTh BUHUKHYTH Cepii0o3Ha, parroBa ajepriysa
peakuis (aHadinakTuurui peakuis) Ha IMYHIH.
Heraiino 3ynumits indysiio Ta 3sepHiThes 10 Jikaps, skmo y Bac cnioctepiratorscs sxi-HeOys 3
HACTYITHUX CHMITTOMIB. BOHH MOy Th OyTH 03HaKaMu aHa(iTaKTHIHOTO MIOKY i BUMArarTh
HeralHoOro HaJaAHHA HEBiIKJIATHOI NOTOMOTH.

*  TIOYEPBOHIHHSA IIKipH

*  BHCHN

* ¢opmysaHHs pyOLiB Ha mKipi (KPOTMB'SHKA)

*  cBepOiX 1O BCHOMY TLTY

* Habpsk ry6 i a3uka

*  yYTpyIHEHe JUXaHHS (3aIUIIKa)

*  [OpYIIEHHs BIMXaHHA i/a00 BUIMXaHHS Yepe3 3BY)KEHHS IUXAIbHUX LUIAXIB (XPHUITH)

*  CTHUCHEHHS B Ipyadx

*  3arajibHe He3Jy>KaHHS

*  3alaMOpOYEHHS

*  3HIDKEHHS apTepiaJlbHOro THCKY

e BTpaTa CBiZIOMOCTI

Konu nompibnuit monimopunz:
. Baiu nikap 6yze nepesipstu Baiy kpoB peryJisipHo, 11100 rapaHTyBaTH, 110 MOTO4YHA 103a
BiiMOBiqHA i mo Bama kpoB oTpuMye 10CTaTHIO KilbKicTh (akTopa IX.
. Jns Toro, o6 po3mi3HaTH MOXKIMBI yekiagHeHHs Baw nikap 6yae crexxury 3a Bamu 3
0cOo0IHBOIO peTenBHICTIO
o ko Bu orpumyete Bucoki 1031 npenapaty IMYHIH;
o gkumo Bu cxuibHi 10 Tpombo3y. B usomy Bunaaky Bu takox orpumaete 6isbim
HU3bKI piBHI akTopa IX, akTHBHOI pe4OBHHH npenapary IMYHIH.

Konu kpoeomeua npodogycyemsca:

o SIkiio kpoBoTe4a He KOHTpouoeThbes npenapatom IMYHIH, 6yas Jacka, mosizomre npo ne
Bamoro sikaps neraiino. Y Bac, MOXJIHBO, po3BUHYJHCS iHTiGiTOpH N0 daxTopa [X.
InribiTopu no dakropa IX npeactaBisioTs OO0 aHTUTLIA B KPOBI, AKi HERTPATI3yIOTh 10
taxropa IX. Ie 3amwkye ebextuBHicTs npenapaty IMYHIH B nixyBanHi kpoBoTed. Bami stikap
npoBe/ie HeoOXiHi TeCTH, OO MiATBEPIUTH LE.

o IcHYE MOMJTHBHIA 3B'S30K MDX IOSBOIO iHTi0iTOPIB 110 (haktopa IX i anepridaumMu peakiismy.
ITauienTH 3 iHribiTopamMu 10 pakropa IX MOKYTh MaTH MiABHIIEHHH PU3HK PANTOBHX i BAXKKMX
anepriyamx peaxuii (anadinakcir). ToMmy mauieHTiB, y SKHX PO3BHBAETHCA AePridHa peaKilis,
CITi] epeBipHTH Ha MPUCYTHICTH iHTribiTopa 10 dakropa IX.

Tugpopmauin 3 b6esnexu njo00 MpaHcmiCHEHUX azeHmie
Kounu nikapepki 3aco00M BUTOTOBJIEH] 3 JIFOACHKOT KPOBi a00 MJ1a3MH BAKHMBAIOTh MEBH
CTIPIMOBAHUX Ha 3anobiranHs repeadi natieHTam indekuii. JIo HUX BiHOCATHCA: ;

s perenbHUit BiOip JOHOPIB KPOBI Ta IUIA3MHU, 10O NepeKoHaTUCH, 0 JI0H
nepejgaul iHQeKiT BUKITIOUYeHi
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®  TECTYBaHHS KOXXHOT MOPLIT i MyJIiB IU1a3MK Ha HAagBHICTh O3HAK BipycHy/iH(eKuii
¢  BKIIIOYEHHS eTariB B 00podii kpoBi abo Ma3Mu, SKi MOKYTh IHAKTUBYBATH a00 3HUIIWTH
BipYyCH.

Hespakarouw Ha Ui 3aX0/H, IPH BBEIEHHI JIKapChKUX TIpeNapaTis, BHrOTOBJIEHHX 3 KPOBi abo niasMu
MIOIWHH, HE MOKHA [ITKOM BHKITIOUHTH MOXITHBICT Nepeayi 30yauukiB indexuil. e Takox
CTOCYETHCS OYIb-SKHX HEBIZIOMUX ab0 HOBMX Ha ChOTOIHI BipYCiB Ta iHIUIMX TUITIB iHDEKILIH.

3ax0/1H, IO BXKHUBAOTHCS, BBAXKAIOTHCSA e(EKTUBHIMH /TS 0DOJTOHKOBUX BIPYCIB, TAKHX 4K BIPYC
imyHomediury mogunan (BIJT), Bipyc renmarury B i Bipyc renatuty C, a Takox 11 HeOO0JIOHKOBUX
BipyCiB, TAKUX AK BipyC renaTury A.

3ax0/1H, 110 BXKHUBAIOTHCS, MOXKYTh MATH 00OMEKeHY e)eKTUBHICTD MO10 HEODOIOHKOBUX BipyCiB,
TakuX Ak napsosipyc B19 [Bipyc, skuii BUKIMKae MOYepBOHIHHA WIKipH (iHdekuilina eputema)).

Iudixysanns napsosipycom B19 moxe Gytu cepiiosnum s BaritHuX (iHdikyBaHHs moaa) i
NauieHTiB 3 iMyHoAedhiumMTOM abo sKi MarOTh AesKi BHIM aneMil (HanpuKIIal, CeprioBUIHO-KIITHHHY
aHeMito abo reMOoITUYHY aHeMilo).

Bau mikap Mojxe pekomeHIyBaTH BaM po3risHyTH MUTaHHS NMPOBEJEHHS BaKUMHALIT Bid renatuty A
i B sximo By pery/ispHO/OBTOPHO 3aCTOCOBYETE NIPEMapaTH 3 MUIa3MHU KPOBi JIFOAHHHU.

T
HacTiiiHO pekOMEHIYEThCS 3aIMCYBaTH HAa3BY 1 HOMep cepii mpenapaTy Hiopasy 1pH BBeIeHHi
nauienty npenapary IMYHIH 3 MeTor0 BCTaHOBJICHHS 3B SI3KY MizK NAlliEHTOM i Cepi€ro npenapary.

Jitu
€ He/I0CTaTHLO JAaHMX, 100 peKOMEHIYBaTH 3acTocyBaHHs npenapaty IMYHIH y nitedi mosnomme 6
POKIB.

Inmwi sgikapebki 3aco6n i IMYHIH
TloBizomTe cBoro Jikaps abo apmaneBTa B pasi, ko Bu npuiiMaere, He1aBHO npuitmany abo
MOBUHHI NIpHitMaTH OyIb-Ki iHIII JIIkapchKi 3aco0H.

Hemae niskux BigomocTe# npo B3aemoito npenapary IMYHIH 3 inmmMy nikapcekumu 3acobamu.

DepruibHicTh, TaKTANA | BArITHICTH
YacToTa 3aXBOPIOBAHB JKIHOK Ha reModutiro B yze Huspka. ToMy Ha CbOTOAHINIHIA 1€Hb HEMAE

noceiay 3acrocyBanns npenapaty IMYVHIH paritHum Ta skiHkam, ki roayoTs rpyunio. Tak camo
Hemae J0cBiay moao ety npenapaty IMYHIH va gepTunbHicTs.

Slkmo Bu BaritHi abo rogyete rpyaIio, MA03pIOETE BariTHICTh a0 MIaHy€eTe BariTHICTh, 3BEPHITHCS
3a KOHCY/TbTALI€IO 10 CBOTO JliKapsi abo (hapMalieBTa O TIOYaTKy 3aCTOCYBaHHS JIaHOT'O JIIKApChKOro
3aco0y. Baur nikap Bu3HauuTh, uu Moxkete Bu 3actocoyBatu npenapar IMYHIH nin yac BaritHocTi

Ta roJlyBaHHs rpyaaro.

KepyBanusi TpancnopTHEMH 3aco0aMH Ta ynpaBJiHHS MeXaHi3MaMH
Hisgkux BruiMBIB Ha KepyBaHHS TPaHCTIOPTHUMM 3ac00aMHU 1 yIIpaB/liHHS MEXAaHI3MaMH He
CIIOCTEPIraioch.

IMYHIH MicTHTH XJIOpH/] HATPIIO | HHTPAT HATPIIO /o
IMYHIH 600 MO mictuts 20 Mr HaTpiio Ha dIakoH (po3paxyHKOBa KilbKiCTs). //.c /74 ,
Lle cnia BpaxoByBsaTH natieHTaMm, siki nepe0yBatOTh Ha HU3bKOHATPIEBIH mieTi. [/ =/

-

3. SIk cain 3acrocoByBatu IMYHIH
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Baiue nikyBaHHS MTOTPiGHO PO3MOYHHATH MiJ KOHTPOJIEM JTliKaps, SKMIA Ma€ J0CBII JIKYBaHHS
remodimi B.

Bam nikap BU3HAUMTh BiANOBLAHY 03y s Bac. Bin/BoHa pospaxye 103y BianosiaHo a0 Bammx
KOHKpeTHHX noTpeb. Byap nacka, 3BepHITECS A0 CBOTO JIikaps, SKILIO Y BaC € BpaKeHHs, MO e(PexT Bia
npenapary IMYHIH € 3anaaro cwisHuM abo 3aHaaTo ciabkuM.

3acTocyBanHs y JiTei
IcHYe HEOCTATHRO JaHUX, o6 peKOMeHTyBaTH 3acTocyBaHHs npenapaty IMVHIH y aite#t monozme
6 pokis.

MomniTopHHr JikapeM

Bamn nikap 6y/1e NpoBOAUTH BiANOBiHI 1aGopaTOpHi aHANI3K Yepe3 PeryJsIspHi MPOMDKKH Yacy, Mmoo
nepekoHaTHcs, mo y Bac € qocratHs kutbkicTh dakropa IX B kpoBi. Lle 0cob1MBO BaXIHBO Y
BHTIAJIKy BEJIMKOI XipyprigHO] OMepaLtii Mpy 3arpo3jIuBii 1Sl JKUTTS KPOBOTEY.

INanienTH 3 po3BUTKOM iHridiTopis

SIKIIIO He BAAETHCS JOCATTH OYiKYBaHOTO PiBHS akTHBHOCTI hakTopa IX y kposi abo aKkuio KpoBoTEYa
He KOHTPOJIOETHCS TIPH 3aCTOCYBAHHI BiTIOBIIHOT /1031 Nperapaty, MOXyTh OyTH NPUCYTHI
inri6iTopu. Bam stikap npoBe/e BiANOBiqHI aHA/i3H, 106 BU3HAUWTH NPHCYTHICTD IHTIGITOPIB
daxropa IX. V pasi po3suTKy iHri6itopa, MoTpibHO MPOKOHCYILTYBATHCS 3 (GaxiBLIMH
Creniani3oBaHoOro UeHTpy reModinii.

Slkio y Bac possunysucs inri6itopu dakropa IX, Bam Moxe 3Ha100MTHCS Giblia KUTBKICTD
npenapaty IMYHIH, mo6 3ynuauTé KpoBoTedy. SKIIO KpOBOTEHY HE MOKHA KOHTPOJIFOBATH HABITh
To1i, Baur ikap posriisHe abTepHaTHBHMI npenapat. He ciiz 36u1byBaTi 103yBaHHs Npenapary
IMYHIH /11 KOHTpOJIIO KpOBOTeYi 6€3 KOHCYJIbTaLlii 3 Jikapem.

YacroTa 3aCTOCYBAHHS
Bain nikap noscHuTs Bawm, sik 4acTo i B SKMX iHTepBasiax ciij 3actrocosysaty npenapat IMYVHIH. Bin
3pobuTs e wis Bac ocobucto, B 3anexHocTi Big Bamoi peakuii na npenapar IMYHIH.

IIlnsax Ta/abo cnocib BBegeRHsA
[Ipenapar IMYHIH noBisibHO BBOASTS Y BeHY (BHYTDIITHBOBEHHO) MiC/Is TIPUTOTYBaHHS PO3YMHY 32
JIOTIOMOTOI0 PO3YWHHUKOM, SKHH JOJIA€ThCA.

IMYHIH He cJTii 3MIiIIyBaTH 3 iHIIMMH JIIKAPCBKMMH 3aC00aMH Nepej] 3acTocyBanHsM. Lle Moxke
MPUBECTH 0 3HIWKEHHS e()eKTHBHOCTI i Oe3MekH mpenapary.

Byb 1acka, peTeslbHO JOTPUMYHTECh BKa3iBOK JIiKaps.

11IBuaxicTh BBEJEHHS 3a1€XKHUTh Big Baworo pisHg kom(opTy i He NOBHHHA IIEPEBHIYBATH 2 MJI B
XBUJTUHY.

e BuxopucTosyiite iume Habip W18 BHYTPILIHBOBEHHOTO BBEJIEHHS, IO BXOJMTh Y KOMIUIEKT.
TLTBKHM onaHuil Habip agminicTpyBaHHs. SIKIIO BUKOPHCTOBYIOThCS iHII HabopH s
in'exuitt, IMYHIH moxke IPHIHITHYTH 10 BHYTPIlTHBOT HacTUHU iH(Yy3ifiHOro Habopy, mo
MOJK€E MIPHBECTH JI0 HEMPABUJIBHOTO I03YBaHHS.

e Sxmo Bu Takosx npuiimMaeTe iHION J1iKapchki 3aco0M MUIIXOM BEHO3HOT KaTeTepusallii, ued
MPUCTPiil BEHO3HOTO JOCTYITY HeOOXiTHO TPOMHUTH BIAMOBITHUM PO3UHHOM, H '-”":,;“ =
(i310710TIYHIM COTBOBUM PO3YHHOM, A0 i micas BeeAeHHs IMYHIHY. ;,5 S 5‘:

o [lIpenapar IMYHIH cnig po3uMHUTH JiHlIe Ge3n0ocepeHbO Nepe ] BBEACHHS) ,ﬁ ‘EJM pOB‘-IHH \ \
CJIiJI BAKOpUCTATH HeraifHo. (PO34MH He MICTUTh KOHCEPBAHTIB). ]

e Posumn s i’ exum npo3op1m aGo 371eTKa MOIOMHOTO KObOPY (onanecue
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e  VTunisyiiTe HEBUKOPHCTAHMI PO3YHHEHWH MpPETNapaT BiAMOBLIHHM YHHOM.

Po34HHEHHS NOPOWIKY A/ NPHTOTYBAHHSA PO3UHNY A0S in’€xnii
TMocTapaiiTech MPUroTYBaTH PO3YMH B YMOBAX THCTOTH TA CTEPHIIBHOCTI, HACKUIBKH Lie MOXJIMBO!

1. HarpiiiTe HeBiaKpUTHIi (ITAKOH 3 POYHHHMKOM (CTEPHIIBHOIO BOAOKO [UTS 1H’ €KILLiH) 10 KIMHATHOT

Temneparypi (He Oinbme 37°C).

2. 3HIMiTh 3aXMCHi KOBMAYKHM 3 (DJIAKOHA 3 MOPOLIKOM | (pJIaKOHA 3 POZUHHHUKOM (pHc. A) i
npoaesindikyiite ryMmosi npoOku 060X (IakoHiB.

3. 3HiMITh 3aXHCHE TIOKPHUTTS 3 OJHOTO KiHL IOKU-TIEPEXiIHMKA, 10 BXOIHTh Y KOMILIEKT,
MOBEPTAIOYH i OTATYIOHH 17. BiibHMit KiHELb TOJIKK BBEITH B ryMOBY NpobKy ¢nakona 3
po3uuHHMKOM (pHc. b i B).

4. 3HIMITB 3aXHCHE TIOKPHTTS 3 IHLIOTO KiHLs TOJKU-TIEPEeXilHHKA, HE TOPKAIOUYHCH BIIIKPUTOTO
KiHLA.

5. TlepeBepHiTh (aKOH 3 PO3UHHHHKOM HAJ (PIIAKOHOM 3 MOPOIIKOM, BBEIITh BUIBHHI KiHE1b
TOJIKH B 1ei rakoH epe3 ryMoBy npo0OKy duiakoHa 3 nopotukom (puc. I'). Posunnnuk Gyze
nepeTikaTi y JIakoH 3 TIOPOUIKOM il Ji€10 BaKyyMy.

6. Po3z’eqmacte hnakoHu, BUIHABIIM FOJIKY-TIEpEXiiHNK 3 (riakoHa 3 mopomkom (puc. I). 3nerka
CTpYCiTh ab0 MOKPYTITH (HIAKOH 3 [TOPOIIKOM Ui IPUCKOPEHHS PO3UHHEHHS.

7. Ilicas MOBHOTO PO3UMHEHHS TIOPOLIKY BBE/iTh Y (MIAKOH MOBITPOBiABiAHY rosky (puc. ), o
BXOJIMTH Y KOMIUIEKT, /I8 BUIAJICHHS MHU. BUHiMITE OBITPOBIABIAHY TOJIKY.

In’exuist/indy3is:

TlocTapaiiTech IPUrOTYBATH PO3YHMH B yMOBAX YHCTOTH Ta CTEPHIBHOCTI, HACKIIBKY L€ MOXJTHBO!

1. 3HiMiTh 3aXMCHY YITAKOBKY 3 FOJKM-(GiNbTPa, MO BXOAWTH Y KOMILIEKT, TOBEPTAIOUH i NOTSIYIOUH
i, i HACAZITH TOJIKY Ha CTepUIBHHI ogHopasomii mmpui, Habepits posuun y mmpu (puc. E).

2. Bin’emnaiite roky-(uUIsTp BLY MIPHIA | HOBUILHO BBEIITh PO3UMH BHYTPIIIHEOBEHHO
(MakCHMAaTbHA LIBMAKICT iH €K1 2 MJI/XB) 3a I0TIOMOroto iH(y3iliHoro Habopy, 10 BXOAUTE Y
KOMIUIEKT (200 0HOPa30BOi TOJTKH, 1O BXOAUTH Y KOMILIEKT).

IMpw mpoBeienHi iHby3ii ¢/1il BUKOPHCTOBYBATH OHOPA30BUIl HAGIp 11 iHQY3ii 3 BIATOBIAHKUM
¢biteTPOM.

Puc.A Puc.B Puc.C Puc.D Puc.E PucF PucG

TpusajicTs JiKyBaHHS
3a3Buuaii moTpibHe moBiuHe NiKyBaHHs npenapatom IMYHIH.

Skmo Bu orpumann go3y IMYHIHY, mo nepeBumye peKoOMeHA0Bany
Byxp nacka, noeizomre npo ue Bammoro nikaps. He 6y/10 HisSKHX MOBIZOMIEHD PO CUMIITOMH Yepes
nepe103yBaHHs.

SIxmo Bu 3a6ynm 3acrocysata IMYHIH
» He cnin npuitMaTy NoABikHy 103y, 1100 KOMIIEHCYBaTH 3a0yTy 103y.
« IlepexonpTe 10 HACTYITHOTO 3aCTOCYBaHHS HeralHo i MPoOBKYHTE yepes BEry ISTPHI
yacy BiIMOBITHO 710 peKoMeHaalii Baworo nikaps.

Slkmo Bu npununsere 3acrocyBanus IMYHIHY

3YS
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He npuiimaiiTe pimeHHs npo npunuHeHHs 3acTocyBanHs IMYHIHY 6e3 koxcynbsTauii 3 Bammm
JIKapeM.

Slxuio y Bac € ski-HeOy/Ib J0JaTKOBI MUTAHHS L1010 3aCTOCYBAHHS IaHOIO Ipernapary, 3BEpHITbCs 10
Bamroro nikaps a6o dapmarieBra.

4. MoznuBi nodiuni epexrn

Sl 1 Bcl JlIKapebKi 3aco0H, Le 3acid Mo)ke BUKIMKATH NOOI4HI e(hekTH, X04a 1 He y KOKHOIO NaljieHTa.

SAxmo BHHAKAKTHL HACTYIHI cepiio3Hi nodiuHi edexTn, Bam ciix 3gepuyrncs 3a
HEBIJIKJIAHOK0 MeHYHOIO J0NOMOI010
* HeOe3neyHa anepriyxa peakilis (aHaLIaKTHYHA peakilis). 3yNUHITh iH}y3iio oapasy x
Ta HeraiHo 3BepHiThes 10 Bamroro sikaps, skmo Bu BigyyBaere siki-HeOyab 3 HACTYITHHUX
cumnToMiB. BypTe ocobnuso obepexHi, axiqo Baur nikap BUABHB iHTIOITOPH B KPOBI.
*  TIOYEpPBOHIHHS WIKipH
*  BHCHI
* ¢dopmMyBaHHA pyOLIiB Ha MIKipi (KPONMB'IHKA)
*  cBepOiX MO BCHOMY TLTY
* Habpsk ry6 i s3uka
*  VYTpPYIHEHe OWXaHHY (3aJuIlKa)
*  [OpyIIeHHS BAWXaHHS 1/ab0 BUAMXaHHS yepes 3BY/KEHHS AWXalbHUX LIIIXIB (XPHITH)
* CTHUCHEHHS B Ipyasx
*  3arajibHe He3/Iy)KaHHS
*  3anaMOpOYeHHd
*  3HIKEHHS apTepiaJbHOTO THCKY
*  BTpara CBIJIOMOCTI
*  panToBO BinOyBaeThcs HAOPSK LIKIpH a00 CIM30BHUX 000JIOHOK 3 200 6€3 TPYAHOILIB MTpH
KOBTaHHi a00 1MXaHHi (aHTOHEBPOTHYHUH HaOPAK)
*  YTBOPEHHs 3rYCTKiB KPOBi B ApPiOHHX KPOBOHOCHMX CY/IMH I10 BCHOMY TLTY (CHHIPOM
JIMCEMIHOBAHOIO BHYTPIIUHBOCYAHHHOTO 3ropTanHs ([IB3-cunapom))
*  cepueBuii Hanaz (iHdapkT Miokap/a)
*  TpHUCKOpeHe cepuedUTTs (Taxikapmis)
*  3HIDKEHHS apTepiaJbHOro THCKY (TinoTeH3is)
*  3ryCcTKHM KpoBi (TpoMbGoeMbortis)
*  3aKyINopKa Cy[HHHM Yepe3 3rYCTOK KpOBi (HampHKIaz, iereHeBa eMOois, BeHO3HHM
TpoMm003, apTepiansHuil TpoMO03, TPOMO03 1iepedpaTbHIX apTepiii)
*  TIPUIUTHBH
*  TOpYLIEHHS BAWXaHHS 1/a60 BUIAMXaHHSA Yepe3 3BYXKEHHS JUXATbHUX HUTAXIB (XpHUIH)
*  YTpYAHEHHS JUXaHHS (3aHIIKA)
*  TIeBHE 3aXBOPIOBAHHS HUPOK 3 TAKMMHU CUMIITOMAMH, K HaOpsK MOBiK, 0OTAYYS 1 HHMKHIX
KiHIIIBOK 3i 30UIbLIIEHHAM Bard i BTpaToro Oiyika 3 cedelo (HepoTHUHMIA CHHIPOM)

Sxmo Bam nikap BusBHUB iHTiOITOPU B KpoBi B MOskeTe 0cOOIMBO PU3HKYBAaTH OTPUMATH CTaH,
SKHH Ha3UBAETHCS CHPOBATKOBOIO XBOPOO0K0. 3yNUHITE iHDY3iI0 OApa3y K Ta HEraiHO
3BepHiTheA 10 Bamoro nikaps, sximo By BigdyBaeTe ski-HeOyIb 3 HACTYTTHUX CUMIITOMIB.

*  BMCHI

*  cBepOik

* Ooui B cyrnobax (aprpairii), ocOOIMBO B MaJBIAX PYK i HIT

*  JTMXOMaHKa

»  nalyxauHs nimbaTuaHux By3:1iB (TiMdaaeHonarisa)

*  3HWKEHHSA apTepiaTbHOTO THCKY (TiMoTeH3is)

»  30inblneHa cenesinka (CruieHOMerasnis)

Inmi nobiuni edpexrn
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Ilobiuni edexTH 3 HEUACTOIO YACTOTOI0 BHHHKHeHHS (MOXKyTh BUHAKATH ¥ 1 3i 100 nroaeii)
*  TIofpa3HeHHS ropia i 6ie B ropii Ta kamens (Cyxuif)
*  BHCHI i cBEpODK (TIpYpHT)
* JluxomaHka (rineprepmis)

Hobiuni edextH 3 HEBIZOMOI 9acTOTOIO (He MOke OYTH ONiHEHA 32 HASBHUMH JAHUMH)
*  TOJOBHMH OLIb
*  HECMOKiH
*  TIOKONIOBAHHS
*  BiJYYTTA HE3MyKaHHA (HYJO0Ta)
»  OiroBaHHA
*  KPOTHB'SHKA Ha BCHOMY TUTi (KPOITMB'SHKA)
*  03HOD
*  peakuii rinepuyTaMBOCTI
*  meyviHHA i rocTpuii 61k B Micwi iH'ekLii
*  nerapris
*  TMPUIUIMBH
*  CTUCHEHHS B IPYIsX

Hacrynni no6iuni eexTn cnocTepiraincs 3 npenaparamMH Ti€l XK rpynu npenaparis:
AHomanpHe abo 3MeHINeHe BiguyTTs (napecTesis)

3giTHiCTH Npo NobiuHi edexTn:

Skio y Bac BUHUKIHM Oyab-aki mobiuHi edexTH, 3BepHITHCA 10 cROro jikaps. Lle Bkmouae B cebe
Oyap-AKi MOXJIUBI MOOIYHI €(eKTH, He NepepaxoBaHi B LIbOMY JIMCTKY-BKJIaULIY.
. . A

Bu Takoxk MokeTe TOBIIOMIISTH NPo Oyab-aKi Mo6ivHI peakiiil yepes IEHY. CHCTEM
3BITHOCTI, BIUTIOHE it [ [3a [ToBigomasouu
npo nobiyHi edexT Bu MoxkeTe JOMOMOITH HafgaTu Oitbie iHdopMaLii mpo Ge3nexy HbOro
JIIKapchKOro 3acoby.

5. Sk cain 36epiratn IMYHIH
306epiraiite 1e# JTikapchKHi 3aci0 B HEZOCTYITHOMY VIS JiTEH MICIIi.

He zactocosyiiTe 1eii nikapchkuii 3acib miciis 3akiHYeHHS TEPMIHY TTPUIATHOCTI, 3a3HAUYEHOTO Ha
eTHKETL i yrakoBUi. TepMiH NPUAATHOCTI 3aBEPUIYETHCA B OCTaHHIH J€Hb 3a3HAYE€HOT0 MICSIIS.

30epiraty B XonoawibHUKY (npu TeMrepatypi 2°C - 8°C). He 3amopoxyBaTy.
36epirati (pnakoH y 30BHINIHIH KOpOO1Ii, OO 3aXUCTHTH Bif CBITJIA.

V 3aznaveHomy TepMmiHi mpuaaTHocTi npenapat IMYHIH mosxe 36epiratucst ipu KiMHATHIR
temrieparypi (10 25°C). OnHak 1e obMexyeTbes TUIBKH 3 MICSLIIMH. 3aNHCcaTH NMOYaToK i KiHelb
36epiraHHs NpH KiMHaTHI#H Temmiepartypi (1o 25°C) Ha ynakosui npenaparty. Bu noBunHi
sukopucrati IMYHIH npotsrom nux Tpeox micsiis. Sikmo Bam He noTpiOHui TikapceKuii
3acib, Horo ¢ yTritisyBaTH nicis Toro, sk Munyno 3 micsui. He crin 36epiratu IMYHIH B
XOJIOAWIBHUKY 3HOBY.

He Bukuaati Oyab-sKi Jikapcbki 3aco0M B KaHai3auiro abo sk moOyToBI BIAX0au. 3BepHITHCS 10O

Lli 3aX0/11 CIPUSTUMYTE 3aXUCTY HAaBKOJMIITHBOTO CepeIOBMINA.
6. BwmicT ynakoBkH i inma indopmanis

e micrares IMYHIH
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TNopomok

e Jliro4yoro pe4oBHHOIO € (akTop koaryisuii kpoBi moaunu IX. 1 ¢nakoH 3 nmopomkom mis
NIPUTOTYBaHHS PO3YMHY A/ iH'€KiM MicTUTh HOMiHATEHO 600 MO dakTopa koarynguii KpoBi
momuan [X.

e 1 mu posuuny wmictute npubmusHo 120 MO daxropa koarynsuii kpori yrogunu IX, micns
BiJIHOBJIEHHS 3 5 MJI CTEPUJII30BAHOT BOIH ISl iH'€KLIiH.

¢ |HMMMM IHTpeJliEHTAMM € HATPIlO XJIOPHI Ta HATPIilO LIUTpaT.

PozuunHMK
e  CTepuii30BaHa BOJA IS iH’ eKIliH

Sx IMYHIH Burasjaae i BMicT ynakoBKH

IMYHIH sBnse co6oro 6inmii aGo CBITJIO-KOBTHI NOPOLIOK 15l IPUTOTYBaHHS PO3YHHY /IS 1H'€KIIIH.
ITicns BiTHOBNIEHHS 3 PO3YHHHUKOM (CTEPHITI30BaHOT BOIM IUIS iH'€KIIiH) PO34YMH Mpo30puii abo 31erka
MOJIOYHOT'O KONBOpY (omnaJiecuieHTHUH). S0 BUsBIIEHI TBepAi YacTUHKY a0 3HeOapBieHHs abo
NOMYTHiHHA, Oy b Nacka, He BUKOPHCTOBYMHTE TIperapar, ajne 3B'syKiThCs 3 BiZIIUJIOM 3

00cyroByRaHHS KJIi€HTIB kommaHii «bakctepy.

Posmip ynakoskm: 1 x 600 MO

Koxna ynakoBka mictuts: - | ¢uakon 3 npenapatrom IMYHIH 600 MO
- | ¢nakoH 3 5 MJ1 CTEpHITI30BaHOT BOAM V14 iH'€KLiH
- | ronky-nepexiiHuk
- | moBiTponpoBiaHy rojika
- | ronky-¢inbTp
- 1 ogHOpasoBy roJiky
- | ogHOpazorwmit tmpHlL (5 M)
- 1 indyziiinui HaGip

Baacuuk peecrpaniiinoro cBizonTsa Ta BHpoOHAK

BnacHuk peecTtpaliiiHOro cBiioiTea
3anoBHIOETHCS Ha HALIOHAJIBHOMY PiBHI

Bupobnuk

bakcrep Al
IngycrpimTpacce 67
A-1221 Bigens, Asctpis/
Baxter AG
Industriestrasse 67
A-1221 Vienna, Austria

Homep peecTpaniiinoro cBizonTea: 3anmoBHIOETHCS HA HALlIOHATTEHOMY PiBHI

Heii nikapcebkmii 3aci6 3apeecTpoBanuii B Jep:kaBax-4ieHax €Bponeiicbkol eKOHOMIWHOI 30HH
niJl TAKHMH HA3BAMH:

Bonrapis: Imynin 600 MO

Yecpka Pecrrybuika: Imynin 600 MO
Ecronis: IMyHin

Himeyunna: Imynin 600 I:E

Itanis: Fixnove
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Jlutsa: Imynin 600 TV milteliai ir tirpiklis injeciniam tirpalui
Hinepnanmu: IMmynin

Hopsgeris: Imynin 600 MO

[Monpma: Imynin 600 MO

Hopryranis: Imynin 600 MO

Pymywis: Imynin 600 MO

Crnosauuuna: Imynin 600 MO

Cnosenis: Imynin 600 MO

Ienanis: Imynin 600 MO

Hlseuis: Imynin 600 MO

Ileii AucTOK-BKJIAAMIN OCTAHHIH pa3 neperasgascs B MM/PPPP

[3anosnioemybca na nayionansHomy pieni]

Hacrtynna indopmanis npu3navyena TLIbKH Aus GaxiBuiB y rajaysi oXoponu 310pos's:
Ho3yBanns Ta cnocib 3acrocysanns

JlikyBaHHs MOTPIGHO PO3NOYMHATH MiJi KOHTPOJIEM JIKAPSL, SKUI Ma€ AOCBIA JiKyBaHHS reModinir.

2103VBEHHH

Jo3yBaHHs | TPMBATICTB 3aMICHOT Teparii 3ai1eKaTh Bifl CTYIEHs HEI0CTaTHOCTI thakTopa IX,
JIoKati3anii # iHTEHCHBHOCTI KPOBOTEYI, a TAKOXK KITIHIYHOTO CTAHY XBOPOTO.

KinskicTs omuanip daktopa IX, 10 BBOAUTLCS, BUPAKAETHCS B MKHAPOHUX ouHNLSX (MO), siki
TOB’si3aHi 3 yuHHUM cTangaptoM BOO3 mis npenaparie dakropa IX. Axtusricts daktopa IX y
TUTa3Mi BUpaXkaeThes abo y BiZCOTKAX (BiTHOCHO HOPMAIBHOT JIFOACKKOT TU1a3MHM), a60 B MiIXKHAPOHUX
OAMHULAX (BiZHOCHO MiXKHAPOJHOIO CTAHAAPTY LTS KOHUEHTPATIB (haktopa IX B rutazmi).

Onna mikrapoana ogunnus (MO) aktiBHOCTI (akTopa 1X exBiBaneHTHa KibkocTi paktopa IX B
1 M1 HOpMaTBHOT JTFOACHKOT TUIA3MH,

Jlixyeanus npu neobxionocmi

Pospaxynoxk notpibroi 1031 akropa IX 3aiHCHIOETECS Ha OCHOBI EMITIPWYHO BUSBIIEHOT 3A/1€KHOCTI,
mo | mbkHapoaHa ogunnuus (MO) daxropa IX wa 1 kr Macy Tina 36iibiIye akTHBHICTS akTopa IX B
rrasMi npuGn3HO Ha 1,1 % HOPMabHOT aKTUBHOCTI Y NaLli€HTIB BikoM Bia 12 pokis.

[loTpiGna 1032 BU3HAUAETHCS 32 TAKOK (HOPMYIIOIO:

Iorpibua kinbkicTs oxmuMnE = Maca Tiza (kr) X 6axane 36iabmenns paxropa IX (%) (MO/nx)
x 0,9

KimskicTs npenapary, 1o Mae BBOAUTHCS, | YaCTOTA BBEIGHHS 33BN MOBHHHI BH3HAYATHCS

KJIIHIYHOIO e()EKTHBHICTIO Y KOXKHOMY KOHKpEeTHOMY Bumanky. Ilpenapaty dakropa IX piaxo

NOTPIGHO BBOJIUTH OisIbLIE OJHOTO pasy Ha JEHb.

Y pasi nosiBu HACTYMHMX eMi30/1iB KPOBOTEHi aKTHBHICTH (hakTopa X He MOBUHHA OMYCKATHCS HUKYE

3aJ1aHOTO PiBHA aKTUBHOCTI B 1asmi (y % Bix HopmansHOTO piBHs a6o MO/m1) y BiamosizHomy

nepioml.

Hactyrnmy tabamino MoxkHa BAKOPHCTOBYBATH SIK THCTPYKITIIO 3 BUOOPY 103 1Py Rp
XIpYpPrivHUX onepawisx:

Cryninbs xpoBoreui/ IMoTpibnmAii piBens
THI Xipypriunoi dakropa IX (v % Bin
onepanii HOPMAJILHOTO piBHA)
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(MO/ax) |
KpogoTteua
Panniii remapTpos, 20-40 IMosTopioiite iHy3ii koxkHI 24 rogrHH
M’30Ba KpoBoTeya abo TIPOTAroM He MeHule | Jo0u, noku He
KpPOBOTEYa B POTOBIM TIPUNMHUTECS KpoBoTeya (rpo o Oyae
MOPOKHMHI cBiuuTy nocsiabnenns 6omo) abo e Gyne
JOCArHYTO 3arolOBaHHS.
Binbiumit remapTpos, 30-60 [ToeToproiite iHy3il KOxkHI 24 roaUHK
M’q30Ba KpoBOTe4a abo npoTsroMm 3-4 auie abo Oinkre, MOKH He
remaroma Oyne ycyHenuit Ou1s um roctpa
HeAIE€31aTHICTb.
3arpossiuBa s JKATTS 60-100 TosToproiite iHdy3iT koI 8-24 rogunu,
KpoBOTEYa MOKY He Oy/e YCYHEHa 3arpo3a s KUTTS.
Xipypriuna onepanis
Masia onepauisi, 30-60 Kosx#i 24 rogunu npotsarom He Mewmie |
BK/TIOYAOYH BHIAJICHHS 2100M, MOKH He OyAe JOCATHYTO
3y0a 3arorOBaHHS.
Bermka oneparis 80-100 IMosToproiiTe in’exuii koxHi 8-24 roaunu,
onepatiii) 3arolOBAHHS PaHy, nignﬂ 4010 norpiﬁuo.
IIPOIOBKYBATH Tepariio He MeHLue 7 JHIB
AN MiATPUMAaHHA akTUBHOCTI (pakTopa [X
Ha piti 30-60%.

IIpoghinaxmuxa

s noBrorpusanoi npodilaKTHKY KPOBOTEY y MALIIEHTIB 3 TSHKKOIO (hopMoIo reModinii B 3a3suuaii
npu3HayaoTs 1034 Bix 20 1o 40 MO daxropy IX /kr Macu Tina 3 iHTepBasoM BBEIEHHS Bil 3-X 10
4-x ni6.

IHozxi, 0cobaMBO MONIOTMM TIALIIEHTAM, MOXKYTh OyTH HEOOXiIHI KOPOTIIi IHTEPBAIM MiXK BBEICHHIMH
a0o GLIBII BUCOKI J103H.

V Xoni JlikyBaHHS peKOMEH/TYEThCS BU3HAYMTH piBHi (hakTopa IX B ruasmi i BAKOPUCTOBYBATH 1X
3HAYEHHS NIPH BU3HAUEHHI MOTPIGHOT 03U i aCTOTH MOBRTOPHUX iH(Y2ill. 30kpema, v Bunmagky
BEJIMKOI Xipypriunoi onepartii 060B’13k0BO MOTPiGHO TOYHO KOHTPOIFOBATH 3aMiCHY Teparifo 3a
JIOTIOMOT OO aHaTi3y Koarynsiuii (akTuBHOCTI hakropa IX y rurasmi). PisHi nauieHT# MOXyTh MaTH
Pi3Hy BianoBige Ha dakrop IX, mocsraloum pisHUX piBHIB BiIHOBIEHHS in Vivo i JeMOHCTPYIOUH pi3Hi
PiBHI HaIliBBHBEIEHHS.

Jlutsaua nomynsiis

Ha ocHOBiI HasBHMX KNiHIYHMX JaHUX PEeKOMEHIALS MO J03YBaHHIO IS MEJiaTPUYHMX TALi€HTIB,
moxke OyTH 3pobieHa 1 nauieHTiB cTapie 12 pokis. YV BikoBii rpymi Bix 6 pokis g0 12 pokis HasBHi
KJIiHIYHI JaHi He € J0CTaTHIMY U1 3a0e3MeueHHs peKOMEH ALl 010 103yBaHHS.

Hebaxani edexrn

Oco0J1MBa rpyma naiieHTis A

3actocysanns npenapaty IMYHIH mocmimkyBaiocs y neaiatpuanii rpyri nauierr;;fiéf-"

B. Besneka Gyna noxibxa 10 6e3neku y opociux, ski 3actocoyBam IMYHIH. | 3 :
3acrocysanns npenapaty IMYHIH nociimkyBaiochk y JBOX CIIOCTEPEKHUX 1OCT ?En(mgtc-
AR W
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SUMMARY OF PRODUCT CHARACTERISTICS

1. NAME OF THE MEDICINAL PRODUCT

IMMUNINE 600 IU powder and solvent for solution for injection or infusion

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Active substance: human coagulation factor IX

Each vial with powder for solution for injection contains nominally 600 IU human coagulation factor
ler;ﬂ of solution of IMMUNINE contains approximately 120 IU/ml human coagulation factor IX, after
reconstitution with 5 ml of Sterilised Water for injections.

The FIX potency (IU) is determined using the European Pharmacopoeia one-stage clotting test.
Produced from the plasma of human donors.

The specific activity of IMMUNINE is not less than 50 TU Factor IX / mg protein.

For the full list of excipients, see 6.1.

3. PHARMACEUTICAL FORM

Powder and solvent for solution for injection or infusion.
White or pale yellow lyophilised powder or friable solid.

4. CLINICAL PARTICULARS
4.1 Therapeutic indications

Treatment and prophylaxis of bleeding in patients with hemophilia B (congenital factor IX
deficiency).

IMMUNINE is indicated for all age groups from children older than 6 years to adults.
There is insufficient data to recommend the use of IMMUNINE in children less than 6 years of age.

4.2 Posology and method of administration

Treatment should be initiated under the supervision of a physician experienced in the treatment of
hemophilia.

Posology
The dose and duration of the substitution therapy depend on the severity of the factor IX deficiency,

the location and extent of bleeding and on the patient's clinical condition.

The number of units of factor IX administered is expressed in International Units (IU)AW‘FI;Eh_.. -a ' )
reiated to the current WHO standard for factor IX products. Factor IX actlv:ty in plasm@ is: eXpresse

normal human plasma.
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On demand treatment

The calculation of the required dosage of factor IX is based on the empirical finding that 1
International Unit (TU) factor IX per kg body weight raises the plasma factor IX activity by 1.1% of
normal activity in patients 12 years and older.

The required dose is determined using the following formula:

Required units = body weight (kg) x desired factor IX rise (%) (IU/dl) x 0.9

The amount to be administered and the frequency of administration should always be oriented to the
clinical effectiveness in the individual case. Factor IX products rarely require to be administered more
than once daily.

In the case of the following hemorrhagic events, the factor IX activity should not fall below the given
plasma activity level (in % of normal or in IU/dl) in the corresponding period.

The following table can be used to guide dosing in bleeding episodes and surgery:

Degree of hemorrhage/ Factor IX level required Frequency of doses (hours)/
Type of surgical procedure (% of normal) (IU/dI) Duration of therapy (days)
Hemorrhage

Early hemarthrosis, muscle 20-40 Repeat every 24 hours. At least
bleeding or oral bleeding 1 day, until the bleeding episode

as indicated by pain is resolved
or healing is achieved.

More extensive hemarthrosis, 30-60 Repeat infusion every 24 hours
muscle bleeding or hematoma for 3—4 days or more until pain
and acute disability are resolved.
Life-threatening hemorrhages 60-100 Repeat infusion every 8 to 24
hours until threat is resolved.
Surgery
Minor 30-60 Every 24 hours, at least 1 day,
including tooth extraction until healing is achieved.
Major surgery 80-100 Repeat infusion every 8-24
(pre- and postoperative) hours until adequate wound
healing, then therapy for at least
another 7 days to maintain a FIX
activity of 30% to 60%.
Prophylaxis

For long-term prophylaxis against bleeding in patients with severe hemophilia B, the usual doses are
20 to 40 IU of factor IX/kg body weight at intervals of 3 to 4 days.

In some cases, especially in younger patients, shorter dosage intervals or higher doses may be
necessary.

During the course of treatment, appropriate determination of factor IX levels is advised to gmde t
dose to be administered and the frequency of repeated infusions. In the case of ma_}or surgj

interventions in particular, precise monitoring of the substitution therapy by means of-coagulati
analysis (plasma Factor IX activity) is indispensable. Individual patients may vary in ;
factor IX, achieving different levels of in vivo recovery and demonstrating different hali
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Paediatric population
Available paediatric data is described in Section “4.8 Undesirable effects” under the new subsection

“Special population” and in section “5.2 Pharmacokinetic properties”.

Based on available clinical data recommendation on a posology for paediatric patients can be made for
patients older than 12 years. In the age group 6 years to 12 years the available clinical data are not
sufficient for providing a dosage recommendation.

Method of administration
Intravenous use. It is recommended not to administer more than 2 ml per minute.
For instructions on reconstitution of the medicinal product before administration, see section 6.6.

43 Contraindications
e Hypersensitivity to the active substance or to any of the excipients.
e Disseminated intravascular coagulation (DIC) and/or hyperfibrinolysis.
e Known allergy to heparin or history of heparin induced thrombocytopenia

Once these conditions have been checked through adequate treatment, IMMUNINE should only be
administered to treat life-threatening bleeding.

4.4 Special warnings and precautions for use

Hypersensitivity
Allergic type hypersensitivity reactions are possible with IMMUNINE. The product contains traces of

human proteins other than factor IX.

If symptoms of hypersensitivity occur patients should be advised to discontinue use of the product
immediately and contact their physician.

Patients and/or their caregivers should be informed of the early signs of hypersensitivity reactions
including hives, generalised urticaria, tightness of the chest, wheezing, hypotension, and anaphylaxis.
In case of shock, the current medical standards for shock treatment should be observed.

Inhibitors

After repeated treatment with human coagulation factor IX products, patients should be monitored for
the development of neutralising antibodies (inhibitors) that should be quantified in Bethesda Units
(BU) using appropriate biological testing.

If the expected factor IX activity plasma levels are not attained, or if bleeding is not controlled with an
appropriate dose, an assay should be performed to determine if a factor IX inhibitor is present. In
patients with high levels of inhibitor, factor IX therapy may not be effective and other therapeutic
options should be considered. Management of such patients should be directed by physicians with
experience in the care of patients with hemophilia and therefore a specialised haemophilia center
should be contacted.

There have been reports in the literature showing an association between the occurrence of a factor IX
inhibitor and allergic reactions. Therefore patients experiencing allergic reactions should be evaluated

for the presence of an inhibitor. It should be noted that patients with factor IX inhibitors might be at an
increased risk of anaphylaxis with subsequent challenge with factor IX.

proper medical care for allergic reactions could be provided.

Thromboembolism. DIC, Fibrinolysis

260
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Since the use of factor IX complex concentrates has historically been associated with the development
of thromboembolic complications, the risk being higher in low purity preparations, the use of factor
IX-containing products may be potentially hazardous in patients with signs of fibrinolysis and in
patients with disseminated intravascular coagulation (DIC).

Because of the potential risk of thrombotic complications, clinical surveillance for early signs of
thrombotic and consumptive coagulopathy should be initiated with appropriate biological testing when
administering this product to patients with liver disease, thrombophilia, hypercoagulability states,
angina pectoris, coronary disease or acute myocardial infarction, to patients post-operatively, to
premature newborns or newborn infants, or to patients at risk of thrombotic phenomena or DIC. In
each of these situations, the benefit of treatment with IMMUNINE should be weighed against the risk
of these complications.

In patients with suspected DIC, replacement with IMMUNINE should be stopped immediately.

Viral Safety
e Standard measures to prevent infections resulting from the use of medicinal products prepared

from human blood or plasma include selection of donors, screening of individual donations
and plasma pools for specific markers of infection and the inclusion of effective
manufacturing steps for the inactivation/removal of viruses. Despite this, when medicinal
products prepared from human blood or plasma are administered, the possibility of
transmitting infective agents cannot be totally excluded. This also applies to unknown or
emerging viruses and other pathogens.

e The measures taken are considered effective for enveloped viruses such as human
immunodeficiency virus (HIV), hepatitis B virus (HBV) and hepatitis C virus (HCV) and for
the non-enveloped hepatitis A virus (HAV).

e The measures taken may be of limited value against non-enveloped viruses such as parvovirus
B19. Parvovirus B19 infection may be serious for pregnant women (fetal infection) and for
individuals with immunodeficiency or increased red cell turnover (e.g. in hemolytic anemia).

e Appropriate vaccination (hepatitis A and B) should be considered for patients in
regular/repeated receipt of human plasma derived factor IX concentrates.

Precautions for Use

Sodium content
IMMUNINE 600 IU contains the calculated value of 20 mg sodium per vial. This is to be taken into

consideration in patients on a low-sodium diet.

It is strongly recommended that every time that IMMUNINE is administered to a patient, the name
and batch number of the product are recorded in order to maintain a link between the patient and the
batch of the product.

4.5 Interaction with other medicinal products and other forms of interaction
No interaction studies have been performed with IMMUNINE.

4.6  Fertility, pregnancy and lactation

Animal reproduction studies have not been conducted with factor IX. Based on the rare occurrence of
hemophilia B in women, experience regarding the use of factor IX during pregnancy and ‘bmesb__:: . /

feeding is not available. Therefore factor IX should be used during pregnancy and lactatlonnnly I'ﬂ
clearly indicated. ;

The effects of IMMUNINE on fertility have not been established.
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With regard to the risk of Parvovirus B19 infection see warning statement under heading Viral Safety
in section 4.4.

4.7 Effects on ability to drive and use machines

No effects on ability to drive and use machines have been observed.
4.8 Undesirable effects

Summary of the safety profile
Hypersensitivity or allergic reactions which may include angioedema, burning and stinging at the

infusion site, chills, flushing, generalised urticaria, headache, hives, hypotension, lethargy, nausea,
restlessness, tachycardia, tightness of the chest, tingling, vomiting, wheezing have been observed
infrequently in patients treated with factor [X containing products.

In some cases, these reactions have progressed to severe anaphylaxis, and they have occurred in close
temporal association with development of factor IX inhibitors (see also section 4.4).

Nephrotic syndrome has been reported following attempted immune tolerance induction in hemophilia
B patients with factor IX inhibitors and a history of allergic reaction.

On rare occasions fever has been observed.

Patients with hemophilia B may develop neutralising antibodies (inhibitors) to factor IX. (see Section
4.4). If such inhibitors occur, the condition will manifest itself as an insufficient clinical response. In
such cases, it is recommended that a specialised haemophilia center should be contacted.

There is a potential risk of thromboembolic episodes following the administration of factor IX
products, with a higher risk for low purity preparations. The use of low purity factor IX products has
been associated with instances of myocardial infarction, disseminated intravascular coagulation,
venous thrombosis and pulmonary embolism. The use of high purity factor IX is rarely associated with
such side effects.

For information on viral safety see section 4.4

Tabulated list of adverse reactions
The table presented below is according to the MedDRA system organ classification (SOC and
Preferred Term Level).

The undesirable effects reported in the listings hereafter are based on reports from six clinical trials
conducted with IMMUNINE in 197 subjects as well as from post marketing surveillance.

Frequencies have been evaluated according to the following convention: very common (>1/10)
common (> 1/100; < 1/10), uncommon (> 1/1,000; < 1/100), rare (> 1/10,000; < 1/1,000) and very rare
(<1/10,000), not known (cannot be estimated from the available data).

MedDRA Standard Adverse Reactions Frequency
System Organ Class

BLOOD AND Factor IX inhibition Not known
LYMPHATIC SYSTEM  iyicce minated Not known
DISORDERS Intravascular

Coagulation

IMMUNE SYSTEM Allergic Reaction Not known




MedDRA Standard Adverse Reactions Frequency
System Organ Class
DISORDERS Anaphylactic Reactions/
Anaphylactoid Not known
Reactions
Angiodema Not known
Hives Not known
In the presence of
Inhibitors:
Serum Sickness Not known
Hypel:sensmwty Not known
Reaction
NERVOUS SYSTEM Headache Not known
DISORDERS Restlessness Not known
Tingling Not known
CARDIAC DISORDERS | Myocardial Infarction Not known
Tachycardia Not known
VASCULAR Hypotension Not known
DISORDERS Thromboembolic
Episodes
(e.g. Pulmonary
Embolism,
Venous Thrombosis, Natknuwn
Arterial Thrombosis,
Cerebral Artery
Thrombosis)
Flushing Not known
RESPIRATORY, _—
THORACIC AND Throat Irritation Uncommon
MEDIASTINAL Oropharyngeal Pain Uncommon
DISORDERS Cough (dry) Uncommon
Wheezing Not known
Dyspnea Not known
GASTROINTESTINAL | Nausea Not known
DISORDER Vomiting Not known
SKIN AND Rash Uncommon
SUBCUTANEOUS Prutit
TISSUE DISORDERS = Ungomirion
Urticaria Not known
RENAL AND Nephrotic Syndrome' Not known
URINARY DISORDERS
GENERAL Pyrexia Uncommon
DISORDERS AND Chills Not known
ADMINISTRATION - —
SITE CONDITIONS Burning and stinging at

infusion site

Not known /

! following attempted immune tolerance induction

262

<}

467

F



263 L6y

MedDRA Standard Adverse Reactions Frequency
System Organ Class
Lethargy Not known
Chest tightness Not known

Inhibitors to factor IX
In clinical trials with IMMUNINE no factor IX inhibitors were identified. No previously untreated
patients (PUPs) were enrolled in IMMUNINE clinical trials.

Special population
The use of IMMUNINE was investigated in paediatric patients in patient groups 6 to 12 years and

above 12 years of age with Hemophilia B. The safety was similar to the safety in adults using
- IMMUNINE.

Furthermore the use of IMMUNINE was investigated in two observational studies also in children of
up to 6 years of age and patients 0-64 years old with Hemophilia B, respectlvely The safety in
children up to 6 years was similar to that in children above 6 years and in adults using IMMUNINE.

Possible undesirable effects with human coagulation factor IX concentrates: Paraesthesia

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It
allows continued monitoring of the benefit/risk balance of the medicinal product. Healthcare
professionals are asked to report any suspec i ia fi

4.9 Overdose

No symptoms of overdose with human coagulation factor IX have been reported.
5.  PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic properties

Pharmacotherapeutic group: antihemorrhagics: blood coagulation factor IX.
ATC code: B02BD04

Factor IX is a single chain glycoprotein with a molecular mass of about 68,000 Dalton. It is a vitamin-
K dependent coagulation factor and it is synthesised in the liver. Factor IX is activated by factor Xla in
the intrinsic coagulation pathway and by the factor VII/tissue factor complex in the extrinsic pathway.
Activated factor IX, in combination with activated factor VIII, activates factor X. Activated factor X
converts prothrombin into thrombin. Thrombin then converts fibrinogen into fibrin and a clot is
formed. Hemophilia B is a sex-linked hereditary disorder of blood coagulation due to decreased levels
of factor IX and results in profuse bleeding into joints, muscles or internal organs, either
spontaneously or as a result of accidental or surgical trauma. By replacement therapy the plasma levels
of factor IX is increased, thereby enabling a temporary correction of the factor deficiency and
correction of the bleeding tendencies.

Paediatric population ) x .‘_“'_-;;_
There is insufficient data to recommend the use of IMMUNINE in children less than 6 yea’rs of age \7,\)
5.2 Pharmacokinetic properties | -
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same study the mean IR in PTPs 11 years and younger (n=4) was 0.9 (+ 0.12) ranging from 0.8 to 1.1.

A pharmacokinetic study with 26 patients yielded the following results:

Parameter Number Mean value SD 95%CI
Clearance (ml/h/kg) 26 8.89 291 7.72-10.06
Mean residual time (h) 26 23.86 5.09 1.85-25.88

The biological half-life is approximately 17 hours.

5.3 Preclinical safety data

IMMUNINE is a highly purified factor IX concentrate containing only traces of factor II, VII and X.
Single dose administration of IMMUNINE to laboratory animals revealed no signs for toxicological or
thrombogenic potential.

Non-clinical studies with repeated dose administration are not meaningful to perform due to the
heterologous character of human proteins in laboratory animals.

Since factor IX is a protein of human origin, which, under physiological conditions, circulates in the
plasma neither toxic effects on reproduction, nor mutagenic and carcinogenic effects are to be
expected.

6 PHARMACEUTICAL PARTICULARS
6.1 List of excipients

Powder: Sodium chloride
Sodium citrate dihydrate

Solvent: Sterilised Water for Injections

6.2 Incompatibilities

In the absence of compatibility studies this medicinal product must not be mixed with other medicinal
products except those mentioned in section 6.6.

Only the provided injection/infusion sets should be used because treatment failure can occur as a
consequence of human coagulation factor IX adsorption to the internal surfaces of some
injection/infusion equipment.

6.3  Shelf life

2 years

Chemical and physical in-use stability of reconstituted IMMUNINE has been demonstrated for 3
hours at temperatures up to 25°C. From a microbiological point of view the product should be used
immediately unless the method of reconstitution precludes the risk of microbial contamination
(validated aseptical environment). If not used immediately, in use-storage and conditions is the
responsibility of the user. Reconstituted product must not be returned to the refrigerator.

6.4  Special precautions for storage

Store in a refrigerator (2°C — 8°C). Do not freeze.
Store in the original package in order to protect from light.

168




265

Within the indicated shelf life, IMMUNINE may be stored at room temperature (up to 25°C) for a
period of 3 months. Record this period of storage on the product package. After the end of this period,
IMMUNINE must not be returned to the refrigerator, but should be used immediately or discarded.

For storage conditions of the reconstituted medicinal product, see section 6.3.
6.5 Nature and contents of container

IMMUNINE powder comes in single dose vials of neutral glass of hydrolytic type II. The solvent
comes in single dose vials of neutral glass of hydrolytic type 1. The product vials are closed with
chlorobutyl rubber stoppers. The solvent vials are closed with bromobutyl rubber stoppers.

Contents of the container:

1 vial IMMUNINE 600 IU

1 vial 5 ml Sterilised Water for Injections
1 transfer needle

1 aeration needle

1 filter needle

1 disposable needle

1 disposable syringe (5 ml)

1 infusion set

Pack size: 1 x 600 IU
6.6  Special precautions for disposal and other handling

Only the provided injection/infusion sets should be used.

IMMUNINE is to be reconstituted only immediately before administration. The solution should then
be used promptly (preparation does not contain any preservatives). Reconstituted products should be
inspected visually for particulate matter and discoloration prior to administration. The solution should
be clear or slightly opalescent. Do not use solutions that are cloudy or have deposits.

It is advisable to rinse a common venous access with isotonic saline prior to and after infusion of
IMMUNINE.

Reconstitution of powder to prepare a solution for injection:
Use aseptic technique!

1. Warm the unopened vial containing solvent (Sterilised Water for Injections) to room temperature
(max. +37°C).

2.Remove protective caps from the powder vial and solvent vial (fig. A) and disinfect the rubber
stoppers of both.

3.Remove protective covering from one end of the enclosed transfer needle by twisting and pulling.
Insert the exposed needle through the rubber stopper of the solvent vial (fig. B and C).

4.Remove protective covering from the other end of the transfer needle taking care not to touch the
exposed end.

5.Invert the solvent vial over the powder vial, and insert the free end of the transfer needle through the
rubber stopper of the powder vial (fig. D). The solvent will be drawn into the powder vial by
vacuum.

6. Disconnect the two vials by removing the needle from the powder vial (fig. E)/e_nﬂ)\r agitdte or

rotate the powder vial to accelerate dissolution.

7.Upon complete reconstitution of the powder, insert the enclosed aeration neédle (ﬁ
foam will collapse. Remove aeration needle.

Jo o
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Injection/Infusion:
Use aseptic technique!

1.Remove protective covering from the enclosed filter needle by twisting and pulling and fit the
needle onto a sterile disposable syringe. Draw the solution into the syringe (fig. G).

2. Disconnect the filter needle from the syringe and slowly inject the solution intravenously (maximum
rate of injection 2 ml/min) with the enclosed winged infusion set (or the enclosed disposable
needle).

If administered by infusion, a disposable infusion set with adequate filter is to be used.

fig. A fig. B fig.C fig.D fig. E fig.F fig. G

Any unused product or waste material should be disposed of in accordance with local requirements.
7.  MARKETING AUTHORISATION HOLDER
To be completed nationally.
8. MARKETING AUTHORISATION NUMBER(S)
To be completed nationally.
9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION
To be completed nationally.
10. DATE OF REVISION OF THE TEXT

To be completed nationally.
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PACKAGE LEAFLET: INFORMATION FOR THE USER

IMMUNINE 600 IU
Powder and solvent for solution for injection or infusion
Human blood coagulation factor IX

Read all of this leaflet carefully before you start using this medicine because it contains
important information for you.

- Keep this leaflet. You may need to read it again.

- If you have any further questions, ask your doctor or pharmacist.

- This medicine has been prescribed for you only. Do not pass it on to others. It may harm them,
even if their signs of illness are the same as yours.

- If you get any side effects talk to your doctor or pharmacist. This includes any possible side
effects not listed in this leaflet. See section 4:

What is in this Leaflet

What IMMUNINE is and what it is used for

What you need to know before you use IMMUNINE
How to use IMMUNINE

Possible side effects

How to store IMMUNINE

Contents of the pack and other Information

Suibnigs Wb b2

1L What IMMUNINE is and what it is used for

IMMUNINE is a coagulation factor IX concentrate. It replaces the factor IX which is lacking or is not
functioning properly in hemophilia B. Hemophilia B is a sex-linked, hereditary blood coagulation
defect due to reduced factor IX levels. This leads to severe bleeding in joints, muscles and inner
organs, either spontaneously or as a consequence of accidental or surgical trauma.

The administration of IMMUNINE temporarily corrects the factor IX deficiency and reduces the
bleeding tendency.

IMMUNINE is used for the treatment and prophylaxis of bleedings in patients born with
hemophilia B.

IMMUNINE is indicated for all age groups from children elder than 6 years to adults.
There are insufficient data to recommend the use of IMMUNINE in children less than 6 years of age.

2. What you need to know before you use IMMUNINE

Do not use IMMUNINE

e if you are allergic to human coagulation factor IX or any of the other ingredients of this medicine
(listed in section 6).

¢ if you have a condition called consumption coagulopathy, (also known as DIC, disseminated
intravascular coagulation). This is a life threatening condition in which excessive blood clotting
with pronounced formation of blood clots in the blood vessels occurs.

e if you have a condition called hyperfibrinolysis. Hyperfibrinolysis is present when blood clotting
is reduced because the important clotting substance fibrin is degraded.

e if you have a known allergy to heparin or you have experienced an abnormal decrease in the /.
number of blood cells involved in forming blood clots, which is caused by the administration of /7 /7~
heparin (heparin induced thrombocytopenia). 1.
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After appropriate treatment of these conditions, IMMUNINE should be used in case of life threatening
bleeding only.

Warnings and precautions
Talk to your doctor or pharmacist before using IMMUNINE

When allergic reactions occur:

There is a rare possibility that you may experience a severe, sudden allergic reaction (anaphylactic
reaction) to IMMUNINE.

Stop the infusion immediately and call your doctor instantly if you experience any of the following
symptoms. These may be signs of an anaphylactic shock and require immediate emergency treatment.
reddening of the skin

rash

formation of welts on the skin (urticaria)

itching over the entire body

swelling of lips and tongue

breathing difficulties (dyspnea)

impaired breathing in and/or out due to constriction of the air passages (wheezing)
tightness in the chest

general indisposition

dizziness

drop in blood pressure

loss of consciousness

When monitoring is required:

o Your doctor will test your blood regularly to ensure that the current dosage is adequate and that
your blood receives sufficient factor IX.
2 In order to recognize possible complications your doctor will monitor you with special care

o if'you receive high doses of IMMUNINE.
o if you are prone to thrombosis. In that case you will also receive lower levels of factor
IX, the active substance in IMMUNINE.

When the bleeding persists:

. If your bleeding is not controlled with IMMUNINE, please inform your doctor immediately.
You may have developed inhibitors to factor IX. Factor IX inhibitors are antibodies in your
blood which counteract the effect of factor IX. This reduces the efficacy of IMMUNINE in the
treatment of bleeding. Your doctor will carry out the necessary tests to confirm this.

. There is a possible connection between the occurrence of factor IX inhibitors and allergic
reactions. Patients with factor IX inhibitors may be at an increased risk of sudden and severe
allergic reactions (anaphylaxis). Therefore patients who develop an allergic reaction should be
tested for the presence of a factor IX inhibitor.

Safety information with respect to transmissible agents
When medicines are made from human blood or plasma, certain measures are put in place to prevent
infections being passed on to patients. These include:

e careful selection of blood and plasma donors to make sure those at risk of carrying infections
are excluded
o the testing of each donation and pools of plasma for signs of virus/infections

e the inclusion of steps in the processing of the blood or plasma that can inactivate ox"re‘move S _
viruses 7 )
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Despite these measures, when medicines prepared from human blood or plasma are administered, the
possibility of passing on infection cannot be totally excluded. This also applies to any unknown or
emerging viruses or other types of infections.

The measures taken are considered effective for enveloped viruses such as human immuno deficiency
virus (HIV), hepatitis B virus and hepatitis C virus, and for the non-enveloped hepatitis A virus.

The measures taken may be of limited value against non-enveloped viruses, such as parvovirus B 19
[virus which causes skin redness (infectious erythema)].

Parvovirus B 19 infection may be serious for pregnant women (fetal infection) and for individuals
whose immune system is depressed or who have some types of anemia (i.e. sickle cell anemia or
hemolytic anemia).

Your doctor may recommend that you consider vaccination against hepatitis A and B if you regularly /
repeatedly receive human plasma-derived products.

It is strongly recommended that every time you receive a dose of IMMUNINE the name and batch
number of the product are recorded in order to maintain a record of the batches used.

Children
There are insufficient data to recommend the use of IMMUNINE in children less than 6 years of age.

Other medicines and IMMUNINE
Tell your doctor or pharmacist if you are using, have recently used or might use any other medicines.

No interactions of IMMUNINE with other medicines are known.

Pregnancy, breast-feeding and fertility

Hemophilia B in women is very rare. Therefore there is no experience regarding the use of
IMMUNINE during pregnancy and breast-feeding to date. Neither there is any experience regarding
the impact of IMMUNINE on fertility.

If you are pregnant or breast-feeding, think you may be pregnant or are planning to have a baby, ask
your doctor for advice before using this medicine. Your doctor will decide if you may use
IMMUNINE during pregnancy and breast-feeding.

Driving and using machines
No effects on ability to drive and use machines have been observed.

IMMUNINE contains sodium chloride and sodium citrate
IMMUNINE 600 IU contains 20 mg sodium per vial (calculated value).
This is to be taken into consideration in patients on a low sodium diet.

3. How to use IMMUNINE

Your treatment should be initiated and guided by doctors with experience in the treatment of
hemophilia B.

Your doctor will determine the appropriate dose for you. He/she will calculate the dose accordin
to your particular needs. Please talk to your doctor if you have the impression that the effect of .
IMMUNINE is too strong or too weak.

2
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Use in children
There are insufficient data to recommend the use of IMMUNINE in children less than 6 years of age.

Monitoring by your doctor

Your doctor will carry out appropriate laboratory tests at regular intervals, to ensure that you have
sufficient amounts of factor IX in your blood. This is particularly important in the case of major
surgery of life threatening bleedings-

Patients with inhibitor development

If the expected factor IX levels in the blood are not reached in spite of an appropriate dose, or if the
bleeding does not stop, inhibitors may be present. Your doctor will check for the presence of inhibitors
using appropriate tests. In case of inhibitor development, a specialized haemophilia centre should be
contacted.

If you have developed factor IX inhibitors, you may require larger amounts of IMMUNINE to control
the bleeding. If the bleeding cannot be controlled even then, your doctor will consider an alternative
product. Do not increase the dosage of IMMUNINE to control the bleeding without consulting your
doctor.

Frequency of administration
Your doctor will explain to you how often and at which intervals you have to administer IMMUNINE.
He will do this for you personally, depending on your response to IMMUNINE.

Route and/or method of administration
IMMUNINE is administered slowly into a vein (intravenously) after preparing the solution with the
solvent provided.

IMMUNINE must not be mixed with other medicines before administration. This may impair the
efficacy and the safety of the product.

Please follow your doctor’s instructions closely.
The rate of administration depends on your comfort level and should not exceed 2 ml per minute.

¢ Use only the enclosed administration set. If other injection sets are used, IMMUNINE may stick to
the inside of the infusion set, which may lead to an incorrect dosage.

¢ [fyou also receive other medicinal products via your venous access, this venous access must be
rinsed with a suitable solution, e.g. with physiological saline solution, before and after the
administration of IMMUNINE.

¢  Only reconstitute IMMUNINE immediately before administration, then use the solution promptly.
(The solution does not contain preservatives.)

e The solution for injection is clear or slightly milky (opalescent). Do not use solutions which are
more cloudy or have visible particles.

e Dispose of unused dissolved product appropriately.

Reconstitution of powder to prepare a solution for injection:

Take care to prepare the solution under conditions which are as clean and as sterile as possible!

1. Warm the unopened rubber-capped vial containing the solvent (SterilisedWater for Injections) to
room temperature (max. 37°C).

2. Remove protective caps from the rubber-capped vials containing the powder and the solvent
(fig. A) and cleanse the rubber stoppers of both.

3. Remove protective covering from one end of the enclosed transfer needle by twisting and Q_ul.h
Insert the needle through the rubber stopper of the solvent vial (fig. B and C).

4. Remove protective covering from the other end of the transfer needle taking care
exposed end.
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5. Invert the solvent vial over the powder vial, and insert the free end of the transfer needle through
the rubber stopper of the powder vial (fig. D). The solvent will be drawn in by the vacuum in the
powder vial.

6. After the entire solvent has flowed into the powder vial, disconnect the two vials by removing the
transfer needle from the powder vial (fig. E). Gently agitate the powder vial to accelerate
dissolution.

7. Upon complete reconstitution of the powder, insert the enclosed aeration needle (fig. F) and any
foam will collapse. Remove the aeration needle.

Injection / infusion:

Take care to prepare the solution under conditions which are as clean and as sterile as possible!

1. Remove protective covering from the enclosed filter needle by twisting and pulling and fit the
needle onto the sterile disposable syringe. Draw the solution into the syringe (fig. G).

2. Disconnect the filter needle from the syringe and slowly (max. 2 ml per minute) administer the
solution intravenously with the enclosed infusion set (or the enclosed disposable needle).

When administering by infusion, use a disposable winged infusion set with an appropriate filter.

==

figB figC figD figE figF fig.G

Duration of treatment
Life-long treatment with IMMUNINE is usually required.

If you use more IMMUNINE than you should
Please inform your doctor. No symptoms through over dosage with factor IX have been reported.

If you forget to use IMMUNINE

¢ Do not take a double dose to make up for a forgotten dose.

e Proceed with the next administration immediately and continue at regular intervals as advised by
your doctor

If you stop using IMMUNINE
Do not make a decision to stop using IMMUNINE without consulting your doctor.
If you have any further questions on the use of this product, ask your doctor or pharmacist.

Y
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4, Possible side effects

Like all medicines, this medicine can have side effects, although not everybody gets them.

If the following serious side effects occur you should seek urgent medical advice

e dangerous allergic reaction (anaphylactic reaction). Stop the infusion immediately and call
your doctor instantly if you experience any of the following symptoms. Be especially alert if
your doctor detected inhibitors in your blood.

o reddening of the skin

rash

formation of welts on the skin (urticaria)

itching over the entire body

swelling of lips and tongue

breathing difficulties (dyspnea)

impaired breathing in and/or out due to constriction of the air passages (wheezing)

tightness in the chest

general indisposition

dizziness

drop in blood pressure

e loss of consciousness

e asuddenly occurring swelling of the skin or mucous membranes with or without difficulty in
swallowing or breathing (angiodema)

e formation of blood clots in the small blood vessels throughout the body (disseminated

intravascular coagulation (DIC))

heart attack (myocardial infarction)

fast heart beats (tachycardia)

drop of blood pressure (hypotension)

blood clots (thromboembolic events)

occlusion of a vessel through a blood clot (e.g. pulmonary embolism, venous thrombosis,

arterial thrombosis, cerebral artery thrombosis)

flushing

impaired breathing in and/or out due to constriction of the respiratory passages (wheezing)

difficulty in breathing (dyspnea)

a certain kidney disorder with symptoms such as swelling of lids, face and lower legs with

weight gain and loss of protein via the urine (nephrotic syndrome)

If your doctor detected inhibitors in your blood you may be at special risk of a condition called serum
sickness. Stop the infusion immediately and call your doctor instantly if you experience any of the
following symptoms.
e rash
itching
joint pain (arthralgia), especially in your fingers and toes
fever
swelling of lymph nodes (lymphadenopathy)
drop of blood pressure (hypotension)
enlarged spleen (splenomegaly)
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Other side effects

Side effects with uncommon frequency (may affect up to 1 in 100 people)
e throat irritation and throat pain and cough (dry)
e rash and itching (pruritus)
e fever (pyrexia)

Side effects with unknown frequency (cannot be estimated from available data)

headache

restlessness

tingling

feeling of sickness (nausea)

vomiting

nettle rash on the entire body (urticaria)
chills

hypersensitivity reactions

burning and stinging at the injection site
lethargy

flushing

chest tightness

e & & ® & & ©® ® & & & °

The following side effects have been observed with products of the same product group:
Abnormal or reduced sensation (paraesthesia)

Reporting of side effects:

If you get any side effects, talk to your doctor. This includes any possible side effects not listed in this

leaflet.

You can also report side effects directly via th
sted nationally]. By reporting side effects you can help provide more mformanon on the safety

of this medicine.

5. How to store IMMUNINE
Keep this medicine out of the reach and sight of children.

Do not use this medicine after the expiry date which is stated on the label and the carton. The expiry
date refers to the last day of that month.

Store in a refrigerator (2°C - 8°C). Do not freeze.
Keep the vial in the outer carton in order to protect from light.

Within the indicated shelf life, IMMUNINE may be stored at room temperature (up to 25°C). -
However, this is restricted to 3 months only. Record the beginning and the end of storage at room.
temperature (up to 25°C) on the product package. You must use IMMUNINE within thes&ﬂlfee
months. If you do not need the medicinal product you must dispose of it after the 3 month Ha

expired. Do not refrigerate IMMUNINE again.
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Do not throw away any medicines via wastewater or household waste. Ask your pharmacist how to
throw away medicines you no longer use. These measures will help to protect the environment.

6. Contents of the pack and other information
What IMMUNINE contains

Powder

e  The active substance is human blood coagulation factor IX. 1 vial with powder for solution for
injection contains 600 IU human coagulation factor IX.
1 ml of solution contains approximately 120 IU human coagulation factor IX, when reconstituted
with 5 ml of Sterilised Water for Injections.

e  The other ingredients are sodium chloride and sodium citrate.

Solvent
e  Sterilised Water for Injections

What IMMUNINE looks like and contents of the pack

IMMUNINE is a white or light yellow powder for preparing a solution for injection. After
reconstitution with the solvent provided (Sterilised Water for Injections) the solution is clear or
slightly milky (opalescent). If particulate matter or discoloration or cloudiness is found; please do not
use the product but contact Baxter Customer Service.

Pack size: 1 x 600 IU

Each package contains: - 1 vial IMMUNINE 600 IU
- 1 vial with 5 ml Sterilised Water for Injections
- 1 transfer needle
- 1 aeration needle
- 1 filter needle
- 1 disposable needle
- 1 disposable syringe (5 ml)
- 1 infusion set

Marketing Authorisation Holder and Manufacturer

Marketing Authorisation Holder
To be completed nationally

Manufacturer
Baxter AG

Industriestrasse 67
A-1221 Vienna, Austria

Marketing Authorisation Number: To be completed nationally

This medicinal product is authorised in the Member States of the EEA under the following
names:

Austria: Immunine 600 L.E. — Pulver und Losungsmittel zur Herstellung einer Injektionsldsung,
Bulgaria: Immunine 600 TU S7ns ¢ Y
Czech Republic: Immunine 600 TU vt

Estonia: Immunine
Germany: Immunine 600 I:E b3
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Italy: Fixnove

Latvia: Immunine 600 SV pulveris un $kidinatajs injekciju vai infliziju Skiduma pagatavo$anai
Lithuania: Immunine 600 TV milteliai ir tirpiklis injeciniam tirpalui
Netherlands: Immunine

Norway: Immunine 600 IE

Poland : Immunine 600 TU

Portugal: Immunine 600 TU

Romania: Immunine 600 [U

Slovakia: Immunine 600 IU

Slovenia: Immunine 600 IU

Spain: Immunine 600 IU

Sweden: Immunine 600 IE

This leaflet was last revised in MM/YYYY

[to be completed nationally]

The following information is intended for healthcare professionals only:
Posology and method of administration

Treatment should be initiated under the supervision of a physician experienced in the treatment of
hemophilia.

Posology
The dose and duration of the substitution therapy depend on the severity of the factor IX deficiency,

the location and extent of bleeding and on the patient's clinical condition.

The number of units of factor IX administered is expressed in International Units (IU) which are
related to the current WHO standard for factor IX products. Factor IX activity in plasma is expressed
either as a percentage (relative to normal human plasma) or in International Units (relative to an
international standard for factor IX concentrates in plasma).

One International Unit (IU) of factor IX activity is equivalent to that quantity of factor IX in one ml of
normal human plasma.

On demand treatment

The calculation of the required dosage of factor IX is based on the empirical finding that 1
International Unit (IU) factor IX per kg body weight raises the plasma factor IX activity by 1.1% of
normal activity in patients 12 years and older.

The required dose is determined using the following formula:
Required units = body weight (kg) x desired factor IX rise (%) (IU/dI) x 0.9

The amount to be administered and the frequency of administration should always be oriented to the
clinical effectiveness in the individual case. Factor IX products rarely require to be administered more
than once daily.

In the case of the following hemorrhagic events, the factor IX activity should not fall below the given
plasma activity level (in % of normal or in TU/dI) in the corresponding period.
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The following table can be used to guide dosing in bleeding episodes and surgery:

Degree of hemorrhage/ Factor IX level required Frequency of doses (hours)/

Type of surgical procedure (% of normal) (TU/dI) Duration of therapy (days)

Hemorrhage

Early hemarthrosis, muscle 20-40 Repeat every 24 hours. At least

bleeding or oral bleeding 1 day, until the bleeding episode
as indicated by pain is resolved
or healing is achieved.

More extensive hemarthrosis, 30-60 Repeat infusion every 24 hours

muscle bleeding or hematoma for 3—4 days or more until pain
and acute disability are resolved.

Life-threatening hemorrhages 60-100 Repeat infusion every 8 to 24
hours until threat is resolved.

Surgery

Minor 30-60 Every 24 hours, at least 1 day,

including tooth extraction until healing is achieved.

Major surgery 80-100 Repeat infusion every 8-24

(pre- and postoperative) hours until adequate wound

healing, then therapy for at least
another 7 days to maintain a FIX
activity of 30% to 60%.

Prophylaxis

For long-term prophylaxis against bleeding in patients with severe hemophilia B, the usual doses are
20 to 40 IU of factor IX/kg body weight at intervals of 3 to 4 days.

In some cases, especially in younger patients, shorter dosage intervals or higher doses may be
necessary.

During the course of treatment, appropriate determination of factor IX levels is advised to guide the
dose to be administered and the frequency of repeated infusions. In the case of major surgical
interventions in particular, precise monitoring of the substitution therapy by means of coagulation
analysis (plasma Factor IX activity) is indispensable. Individual patients may vary in their response to
factor IX, achieving different levels of in vivo recovery and demonstrating different half-lives.

Paediatric population
Based on the available clinical data recommendation on a posology for paediatric patients can be made

for patients older than 12 years. In the age group 6 to 12 years the available clinical data are not
sufficient for providing a dosage recommendation.

Undesirable effects

Special population
The use of IMMUNINE was investigated in paediatric patients with Hemophilia B. The safety was

similar to in adults using IMMUNINE.
The use of IMMUNINE was investigated in two observational studies in children of up to 6 years of
age and patients 0-64 years old with Hemophilia B respectively. The safety in children up to 6 yearﬁ

was similar to that in children above 6 years and in adults using IMMUNINE. ; '
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