LieperiiaJg YKPGIACHK )1 MOBUIC, asTcHTHYEICTE M6 PVeecipalifinolro

SIKOro miATBeprKeHa MiANHCOM YIIOBHOBAKEHOT NOCBi9eHHS 329 py
ocobn 3asiBauka (SIBopenka T.JO.), indopmauii npo Ne//A/16c%5/ o/ Clp. $90
3aCTOCYBaHHSA JIKAPCLKOI0 3ac00y 45 03 2ol

3ATAJIBHA XAPAKTEPUCTHKA JIIKAPCBKOTI'O 3ACOBY

1. HA3BA JIIKAPCBKOI'O 3ACOBY

IMVHIH 1200 MO nopomok Ta po34iHHHK /U1 PO3UMHY 418 iH €KL uM indy3ii

2.  SIKICHUM I KUIEKICHUU CKJIAJI

Jiroua peqoBuHa: PakTop KoaryJauii Kposi Mo auHu IX

KosxHui ()1akOH 3 MOPOIIKOM ISt IPUrOTYBAHHS PO3UHHY 118 iH'eKUi# MicTHTE HOMiHamBHO 120 MO
thaxTopa koarynsuii kposi moauHu [X.

1 M pozunry IMYHIH Mmictute mpubmusno 120 MO dakropa koarynsnii kposi moaunu IX, mics

BiHOBITEHHS 3 10 M CTEepHITI30BaHOT BOIM JUIS 1H'EKILIH.

AxtueHicts ¢aktopa IX (MO) BH3HAa4aeThCs, BUKOPHCTOBYIOUHM OIHOETAIIHMII aHalli3 3ropTaHHs
KpOBi, HaBeieHuii B €Bponeiicekoi Papmakornei.

BUroToBNsSETHCS 3 IU1a3MH KPOBi IOHOPIB.

Cnemudiuna akrusnicts IMYHIHY cranoButs He menme 50 MO dakropa IX/mr Ginka.
IToBHMiI TIEpeTiK JONOMIKHUX PEYOBHH, UB. B po3auti 6.1.

3. JIKAPCBKA ®OPMA

ITopo1iok Ta pO3uMHHMK U PO3UMHY JIUTH 1H €KL 4n iHDY31i.
[Topomok abo kpuxKka peqoBHHa §isoro ado 6.1110-K0BTOTO KOJILOPY.

4. KJOHIYHI XAPAKTEPHCTHUKHA
4.1 TepaneBTH4HI NOKA3aHHS

JlikysanHs i npoinakTyka KpoBOTEY Y MalieHTiB 3 reModiaieio B (Bpomxennit nediuur daxropa 1X).
BIKOM Bifl 6 pOKIB.

IMVHIH noxkasasuii Juisi BCIX BIKOBHUX TPYIL, Bill AiTei Y Billi cTapuie 6 pokiB 40 JOPOCIIHX.
IcHy€e HEeJOCTaTHBO JaHMX, 100 peKOMeHyBaTH 3actocyBanHs npenapaty IMYHIH y mitei Mosoaure
6 poxiB.

4.2 lozyBaHHS Ta cnocid 3acTocyBaHHS

JlikyBaHHs MOTPIGHO PO3NOUHHATH ITil KOHTPOJIEM JIiKaps, SKUi Mae J0CBi/l JTiKyBaHHS reModiii.

2!03223}11{5{

JlosyBaHHS i TPUBATICTE 3aMICHOT Teparrii 3a/1exaTh Bil CTyTNeHs HeaocTaTHoOCTI daxkTopa IX,
JoKani3auii ¥ IH-TEeHCUBHOCTI KPOBOTEHi, @ TAKOXK KJIIHIYHOTO CTaHY XBOPOTO.

niasmi Bnpamaerhcs a60 y BiZICOTKaX (BIHOCHO HOPMaITbHOI JTIOICEKOT TLTa3sMu), abo B nﬁ‘l:MaPOJH
OIMHULAX (BIZHOCHO MIXKHAPOIHOTO CTAHIAPTY /U1 KOHUEHTpaTiB (akropa IX B rmasm)"' AW
Onna Mixkuapoana oxuanug (MO) aktueHocTi akropa 1X eKBiRaNeHTHA KilTbKOCTI c]:aKTo‘Qa 2

1 Mn HOpMaﬂLHOI .TITOIICBKOI T1asMHu.
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Jlixyeanns npu neobxionocmi

Po3paxyHok 1noTpi6HOT 1031 dakTtopa IX 37iCHIOETECS HA OCHOBI EMITIPHYHO BHSBIICHOT 3aJ1€KHOCTI,
wo | mikaapoaHa oananus (MO) dakropa IX Ha | kr Macy Tina 36inburye akTuHICTE pakropa IX B
r1asmi mpuGM3HO Ha 1,1 % HOpMATbHOT aKTMBHOCTI y MALiEHTIB BikoM Bia 12 pokis.

[MoTpiGHa 1033 BU3HAYAETECS 32 TAKOKO (GopMyIIoHO:

Horpifua kiaskicTs oxAAANB = Maca Tizna (Kr) X fakane 30iabmenns pakropa IX (%) (MO/nn)
x09

KinekicTs npenapary, mo Mae BBOAMTHCS, | YACTOTA RBEIEHHS 3aRKIM MOBUHHI BU3HAUATHCS

KITIHIYHOIO e(DeKTHBHICTIO y KOKHOMY KOHKpeTHOMY Bunanky. Ipenaparu ¢akropa IX piako

noTpiOHO BBOAWTH OibIIE OJHOTO pa3y Ha JeHb.

V pasi MosBH HACTYITHUX €T1i30/1iB KPOBOTEHi aKTUBHICTH (hakTopa X He TMOBHHHA OMYCKATHCS HUAKYE

3a[aHOTO PiBHS AKTMBHOCTI B rutasmi (y % Bix HopmanbHOTO piBHs aGo MO/an) y BiAnoBiAHOMY

niepiozi.

HacTymmy Tabauigo MOKHA BUKOPHCTOBYBATH SIK IHCTPYKUIIO 3 BUOOPY JO3H MPH KPOBOTEHaX i
XipyprivuHux orneparisx:

Crynins KpoBoTeHi/ Iorpi6nnii pirenn YacroTa BBeJEHHA 103
THI Xipypriusol paxropa IX (y % sBin (roauuu)/TpuBagicTh Tepamii (1Hi)
onepanii HOPMAJILHOIO PiBHS)
(MO/na)
KpoBoTeua
PauHiii remapTpos3, 20-40 ITosropioiite iHDy3iT KOkHI 24 TOAHHMU
M’ s130Ba KpoBOTEYa abo MPOTATOM He MeHIe | 100U, MOoKU He
KpOBOTEUa B POTORIH NPUITHHATBLCS KPOBOTeYa (Mpo o Oyae
MOPOMHKHHHI cBiguuTH nocsiabinenns 6omo) abo He Oyae
JOCATHYTO 3arol0BaHHA.
Bisibluimii remaprpos, 30-60 [TosToproiite iH]Y3il KOKHI 24 rOIUHH
M’ 130Ba KpoBoTeda abo nporsarom 3-4 auis abo Ginklue, Moxku He
reMaToMa Oyue ycyHeHul O11b 41 rocTpa
HeIi€3aTHICTb.
3arpoznuea a1 KUTTS 60-100 [losToproiiTe iH(y3ii kKoxHI 8-24 roauHu,
KpoBOTEHa noku He Oyae yCyHeHa 3arposa 1S KUTTH.

Xipypriuna onepauis

Maua onepanis, 30-60 KoxHi 24 roquHu NpoTSTOM He MeHme |
BK.TFOYAI0YH BUIAIECHHS 106w, noku He Oye A0CATHYTO
3y0a 3arorOBaHHS.
Benuka onepauis 80-100 IMosToproiite in’ €Kil KOAHI 8-24 roguHu,
(nepen onepaticio i micng | MOKM He Oyae JOCATHYTO alIeKBATHE
omepatii) 3aTOIOBaHHS PaHH, IMICIs YOro NOTPiGHO

MPOJOBKYBATH TEpariiio He MeHLIe 7 JHIB
JUIsl TiATPUMaHHS aKTHBHOCTI (pakropa 1X
Ha pisui 30-60%.

IIpoghinaxmuxa

Jlns nosroTpusanoi npot.’pmarcrmm KPOBOTEY Y TAIli€HTIB 3 TSKKOIO ¢dopmoro reMO(.’pm:'

4-x nmib.
[HO, OCOGIMBO MOOIMM TTALlIEHTAM, MOKYTh OyTH HeOOXiqHI KOpPOTILi iHTepBaIH
a60 GUIBIT BUCOKI T03H.
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V xoji JiKyBaHHS peKOMEHIYEThCS BU3HAYMUTH PiBHi (haxTopa IX B ria3mi i BAKOPHCTOBYBATH 1X
3HaYeHHs MPU BU3HAYEHHI MOTPIGHOT A03M i 4aCTOTH MOBTOPHUX iHQY3ii. 30Kpema, y BUaaKy
BEJTMKOT Xipypriusoi onepariii 060B’sI3k0BO MOTPiGHO TOYHO KOHTPOIIOBATH 3aMiCHY Teparniio 3a
JOTIOMOTOI0 aHaNi3y Koarysuii (aktusHocTi dakropa X y rnaswmi). PisHi nauieHTH MOXYTh MaTH
pi3Hy Bigmosigs Ha daxrtop IX, JocArarouu pisHUX piBHIB BiTHOBJIEHHS in Vivo i AEMOHCTPYIOUH Pi3Hi
piBHI HamiBBUBECHHS.

JluTs4a nomyJisis

JlocTynHi neniaTpudHi AaHi omvcasi B po3aiti «4.8 Mobiuni peaknii» 11i1 HOBUM MiAPO3ALIOM
«OcobuBa rpyna mauieHTiBy i B po3aiti «5.2 @apMaKkoKiHETHYHI BJIACTHBOCTI».

Ha OCHOBi HasBHMX KJIiHIYHMX JaHUX PEKOMEHJALisi 10 [03YBAHHIO IS TeJiaTPHYHMX MAaIli€HTiB,
Moxke OyTH 3po6iiena Ju1s namieHTis ctapiie 12 pokis. V BikoBiif rpyni Bix 6 pokis 10 12 pokis HasBHi
KJTiHIYHI JaH] He € JOCTaTHIMH 114 3abe3reyeHHs pekoMeHallii M0/10 103YBaHHs.

Cnoci6 3acTocyBaHHS

[IpenapaT nOTPiGHO BBOAMTH BHYTPILIHEOBEHHO. PekoMeHIy€eThC, MO0 WBUAKICTS IH(Y3IT He
MepeBUIIYBAIA 2 M/ HA XBIJIUHY.

THCTpYKIIii O/I0 PO3UMHEHHS JTiKapCHKOTO 3aco0y NMepe/l BBEIEHHAM IUBITHCS B po3ii 6.6.

4.3 IIporunoxkazaHHs

o [lizBumieHa 4yTIMBICTE [0 AiF04OI pevoBHHM ab0 Oyib-sKOi 3 JONOMLKHMX pPEYOBHH
niperiapary.

e CHHIPOM IMCEMIHOBAHOrO BHYTPilIHROCYIMHHOTO 3roptanus (JIB3-cummpom) 1/abo
rinepdidpuHomi3.

e BcraHoBnena anepris g0 remapuHy abo iHIyKOBaHa TemapWHOM TpoMOOUMTONEHIA B
aHaMHes1.

V pasi BUSBIIEHHS LMX CTAHIB MiJ 4ac BianosiaHoro jgikysanHs npenapat IMYHIH moxHa BBOAWTH
JMIIe Y pasi KPOBOTEY, 10 3aTPOXKYIOTh KHUTTIO.

4.4 CneniaabHi 3acTepexeHHs TA 0COOHBI 3acTepekHi 32X01H NPH 32CTOCYBAHHI

Peakuii MBUINEHOT YYTIHBOCTI

MosknuBi anepriuni peakuii MiABHINEHOT YyTAMBOCTI npu 3acTocysaHHi mpemapaty IMVYHIH.
[Mpenapat MicTHTB CTiI0BI KUIBKOCTI iHIIMX Oinkie, okpiM dakropa [X.

[Ipy BHSBJIEHHI UMX CHMIOTOMIB TAIliEHTaM TIOTPIOHO PEKOMEHIYBATH HETAWHO TPUITHHUTH
3aCTOCYBAHHS TIPENAapary i 3BePHYTHCS 10 JIiKaps.

[Mawientam i/abo gornsaadaM 3a HAMM MOTPIOHO MOBIZOMHTH MPO PaHHI O3HAKH peakuUii miIBHLIEHOT
YyTJIMBOCTI, Y TOMY YHCITI IUKipHWH BHCHII, 3arajibHy KPOIMB SHKY. CTHCHEHHS Y TPYAAX, CBHCTAYE
JIMXaHHS, TINOTeH3i10 Ta aHadinakcilo.

V pasi moky, ¢ JOTPUMYBATHCS Qil0YMX MEIMTHUX CTAHJAPTIB LIS MIOKOBOT Tepartii.

Inribiropu

[Ticns moBTOpPHOTO JiKyBaHHS MpermapaTamu (hakropa koarynsauii kposi IX nauieHTiB MOTPIOHO
KOHTPO/IOBATH LIOAO PO3BHTKY HEWTPaIi3ylOUHWX aHTUTII (1HTIOITOPIB), SAKI KiIBKICHO BH3HAYAIOTh ,ﬂa—fm
B ogunmisx beresna (BO) 3a 10MOMOTOr0 BiAMOBLTHUX Oi0oNOTIMHHX aHAMI3iB. 2=
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remodinifo. Y TakoMy pasi noTpiGHO MPOKOHCYIBTYBATHCS 3 (aXiBIAMU CTIENIATi30BAHOIO UEHTPY
remModinii.

Ony61iKOBaHO MOBITOMIEHHS NP0 B3aEMO3B'S30K Mik PO3BUTKOM iHTIGiTOpIB 10 (akTopa IX i
BHHHKHEHHSIM a/epriuHux peakuii. ToMy MaiieHTiB 3 aJepriyHUMH PeakulisMU MOTPIOHO MEPeBIpsITH
Ha HasBHIiCTD iHribiTopis. Heo6XiaHOo BixzHauuTH, 110 nauieHTy 3 iHridiTopamu dakropa IX npu
MIOBTOPHOMY BBeJCHHI hakTopa [X MaroTh MiABHIEHHH PH3HK POIBHTKY aHA(LIAKCIi.

3BasKalovH HA HASBHICTbL PUIMKY BUHUKHEHHS aeprivHUX peakiliii ipu 3acToCyBaHHI KOHUEGHTPATIB
daxTopa IX, nepwmi Beaenns daxropa IX ci1ix mpoBOANTH 3a TIPU3HAYEHHAM JIIKAPA NI MeITIHUM
CITOCTEPEKEHHAM I HAIAHHS HAJIE)KHOT MEINYHOT JIOMOMOTH Y pasi PO3BUTKY JEPridHUX peakili.

Tpomboembonis., AB3-curapom. dibpurois

OcCKiIbKH 3aCTOCYBaHHS KOHUEHTpaTIB (hakropa IX 6yJ10 ICTOPHUHO TIOB’A3aHO 3 PO3BUTKOM
TPoMBOEeMOOIIYHHX YCKIaAHEHD, IIPUYOMY 3 BLTBII BUCOKMM PU3HKOM 15 IPENapaTiB 3 HU3bKUM
CTYTIEHEM OUMILEHHS], 3aCTOCYBAHHS IPENaparis, mo MicTsTh dakrop IX, 115 NauieHTIB 3 O3HAKAMH
¢ibpuronizy i namienTis 3 JIB3-CHHIPOMOM MOZKE CTAHOBHTH TIOTEHUIHHY Hebe3mnexy.

V 3B’43Ky 3 MOTEHLIMHUM PU3MKOM TPOMOOTHYHUX YCKIIAHEHb TIPH BBEEHHI OO MpenapaTy
MAI[iEHTaM i3 3aXBOPIOBAHHSIMU TIEYiHKH, TPOMOO]iTi€io, rimepkoaryssiiero, CTEHOKapIielo,
iIeMiuHOI0 XBOPOGOIO Ceplls M rOCTPHM iH(apkTOM Miokap/a, NalieHTaM y Mic/sonepauiiHoMy
nepiosti, HeJIOHOMEHNM | HOBOHAPOLKEHUM, MAILIEHTAM 3 PU3HKOM TPOMOOTHYHUX sBuLL a0o JIB3-
CHHIPOMOM CJTiJI TPOBOMTH KJTIHIYHE CIIOCTEPEKEHHS 3 METOKO BUSBIEHHS PaHHIX O3HaK TpOMOO3y i
BHUCHAXKJIMBO] KOATYJIONATIT CIOXKMBAHHSA 3 POBEICHHSIM BiIIMOBIIHUX J1a00PaTOPHUX aHali3iB. ¥
KOKHOMY 3 LIWX BUTIAJIKiB OYiKyBaHY KOPUCTB Bi Jikysanns npenapatrom IMYHIH cnia sicrasumh 3
PU3UKOM PO3BUTKY TAKHUX YCKJIAJIHEHb.

Ipu nigospi Ha JIB3-cunapom Ttepanito npenapatom IMYHIH HeoOXiaqHO HeralHO MPUMHHUTH.

IIpoturipycHa Ge3neka
o [Ipu 3acTocyBaHHi MiKapChKUX Mpenaparis 3 KpoBi ab0 TIa3MH KPOBi JIFOJWHH BXKHBAIOTH

CTaH/aPTHUX 3aXOiB, CIPAMOBAHMX Ha 3anobiraxHs nepeayi nauienTam 36y IHUKIB
indexuii. o HUX HaNexaTh BiAGIp IOHOPIB, NIEpeBipKa OKPEMUX TIOPLLH 1 IMyJIiB [U1a3MH 32
MapKepamu iHbeKIi, BXUTTS eeKTUBHUX BUPOGHUYHX 3aXO0IiB /18 IHAKTHBALL/3HUIECHHS
Bipycis. HesBaxkarouu Ha 1ie, IpH BBE/ICHHI JIiKapChKUX MPeNapartis, BUTOTOBIEHHUX 3 KPOBI
a0 TUTa3MH JIOIUHH, HE MOXKHA LILTKOM BHIJTIOYHTH MOXJIMBICTE Tiepeadi 30yIHUKIB
indekuii, y ToMy 9HcITi HeBiZIOMUX a00 HOBMX HA ChOTO/IHI BIpYCiB Ta IHIIMX NATOTEHIB.

e 3axo/H, IO BKUBAIOTECSA, BBAKAIOTHCH eDEKTUBHUMU /151 ODOJOHKOBHUX BIPYCiB, TAKHX SK
Bipyc imynonedimty smounu (BLI), Bipyc renatuty B i Bipyc rematuty C, a Takox 11s
HeOOOJIOHKOBUX BIPYCIB, TAKWX SK BIpYC renaTuTy A.

e 3axo/, IO BKUBAIOTECS, MOKYTh MATH OOMEKeHY e(heKTUBHICTH 100 HEOOOIOHKOBHUX
BipyciB, Takux sk napeosipyc B19. IndikyBanns napsosipycom B19 moske ByTu cepiiosHum
ans BariTHUX (iHdikyBaHHS n101a) | NauieHTiB 3 iMyHoae(inuTOM abo i ABHIIEHHM
€PUTPONOE30M (HATIPHKIIAL 3 TEMOITHYHOKO aHEMIEIO).

e [loTpiGHO PO3INISIHYTH MUTAHHS MPOBEACHHS BakIMHallil (Bia renatuty A i B) mauientam,
AKUM PeryJIsipHO/TIOBTOPHO 3aCTOCOBYIOT NPENapaT OTPUMYBAHOTO 3 M1a3MU KPOBI JIIOAMHK
¢axropa IX.

3301‘8[]0)!{8!{1!” o0 3aCTOCYBAHHHA

Buict Hatpiio
IMYHIH 600 MO MmicTuTh po3paxyHKoBY KinbkicTh 20 Mr HaTpito Ha ¢uakon. Lle cnia Bpax

naiieHTaM, ki nepeSyBaroTh Ha HU3LKOHATPIEBIH J€Ti.
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HacrTiliHo peKOMeHIyeThes 3aMuCyBaTH Ha3By | HOMep cepii npenapaTy mopasy npy BBeACHHI
nauienTy npenapaty IMYHIH 3 MeTOIO BCTAHOB/ICHHS 3B 43Ky MiK NaLliEHTOM i Cepieio Mperapary.

4.5 B3aemonis 3 iHMHEMH JiKapCLKHAMH 3aco0amu Ta inmi popmu B3aemoxii
JlocmipkeHHs 010 B3aeMOJIii He poBoaWNCE i npenapaTtoM IMYHIH.
4.6 DepTHAbHICTH, BATITHICTS i JaKTANisS

Jlocnimkenns BILMBY akTopa IX Ha penpoaykTHBHY (yHKIiIO TBapuH He nposomwincs. Hacrora
3aXBOPIOBAHb JKiHOK Ha reModiniio B Hu3bKa; Hemae gocBify 3actocysanns (akropa IX sariTHuM Ta
XKiHKaM, gKi romy10ts rpyamo. Tomy dakrop IX i1 3acTOCOBYBATH IiJl Yac BariTHOCTI 1 FOAyBaHHs
TPYUTIO, JIHLIE SKIIO L YiTKO NOKAa3aHo.

Brums npenapaty IMYHIH Ha depTUIBHICTE HE BCTAHOBIICHMIA.

I1{o cTocyeThes pusMKy iH(ekuii mapsosipyca B19 cM AuBiTBCS 3aCTEPEKEHHS ITi/l 3ar0JIOBKOM
I[porusipycHa Ge3neka B po3aini 4.4.

4.7 BnudB HA 3IATHICTL KEPYBATH TPAHCHOPTHAMH 32C00aMH TA NPANIOBATH 3 MeXaHi3MaMH

He crocTepiranoch HisSKMX BILTMBIB Ha 3aTHICTb KEPYBATH aBTOTPAHCTIOPTOM ab0 iHIIHMH
MexaHi3MaMH.

4.8 IloGiuni pearuii

Pesrome npodimo Gesneku

TTigBuIneHa 9y TIMBICTh a00 aepriufi peaitii, 10 SKUX MOXKYTb HAJIEKATH aHTIOHEBPOTHYHHU
HabpsK, MeKy4wil i roctpwit 6inb y Micui ingys3ii, 03000, MpUILIMBH, 3aranbHa KPONWB’ SHKA, FOMOBHIMI
6iJ1b, BUCHII, TINOTEH314, J€TApTisl, HYI0Ta, HECIIOKIH, TaXiKapAis, CTHCHEHHS y IPY/AaX, MOKOIIOBAHHS,
GIIFOBAHHS i CBUCTSIUE [WXAHHS, HEYACTO CMIOCTEPITAIUCA Y MALEHTIB, SKi IPOXOIMIIH JTiKYBAHHS
npernaparaMu 3 BMicToM daktopa IX.

V jmesxux BUTNAAKAX Ui peakiiii nporpecyBasy 10 TskKoI aHadinakcii, i criocTepiraiucs BOHU y
TICHOMY 9acOBOMY 3B’ 43Ky 3 PO3BHTKOM iHTiOiTOpiB pakTopa X (1uB. Takox posait 4.4).

[TOBiZOMISIIOCS TIPO PO3BUTOK HEMPPOTUHHOTO CHHAPOMY TMPH CMIPOGi NMPOBEIEHHS TIPOLEYPU
iHIyKUii IMyHHOT TONIEpaHTHOCTI y XBOpHX Ha remodinito B 3 inriGitopamu dakropa IX i
aNepPriYHAMHU PeakilisiMi B aHAMHE3I.

V piakicHHX BHMAAKaX MOXe ITiIBHULIMTUCS TeMIIepaTypa.

V xBopux Ha reModiiio B MOXKyTh pO3BHHYTHCS HEHTpaslisyioui aHTHTL1a (iHridiTopw) 10 dakropa
IX (B, Takoxk po3in 4.4). Y pasi nosBH TakuX iHTIGITOPIB LeH CTaH NMPOABISETHCA y HEAOCTATHIN
KTiHIYHIH BiAMOBiAL. ¥V TaKMX BUMAAKaX PEKOMEHIYETHCS 3BEPHYTHCS 10 CTIENiasi30BaHOTO
reModinifHOro UeHTPY.

IcHY€E NOTEHIIHHUI PH3HK PO3BHTKY TPOMOOEMOOIIMHHUX €Ni30/1iB Y BiATIOBIAL Ha BBEICHHS
npenapartis paxropa [X, npuyoMy L€l PU3HK BULIMIA Y NPenapaTis 3 HU3BKUM CTYIICHEM OUH gﬁ
ITpu 3actocysansi npenaparie ¢akropa IX HU3BKOro CTYNEHs OYHILEHHS Bl A3HAYAIUCH BHIT
indapkTy Miokapza, CHHIPOMY AUCEMIHOBAHOTO BHYTPIIHBOCY/AMHHOTO 3ropTanns (JIB3- ;Zg,}tp
BEHO3HOTO TPOMOO3Y Ta JiereHeBo1 emOonii. 3acTOCYBaHHS TIPENapaTis BUCOKOTO CTYTEHS

piIKO MPU3BOAMTE A0 TAKMUX MOOIUHUX eeKTiB.

IHopmauis 1po npoTusipycHy Oesnexy HaBejeHa y posiiii 4.4.
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TabnwyHM# cIMCOK MOOIYHUX peakiii
Tabnuus npeacTaBieHa HDK4Ye, CKIajeHa BianosigHo mo kiacudikauii MedDRA momo xnacis
cucteM opratis (KCO i piBHS nepeBaKHHX TEPMiHIB).

Hagejeni y Tabmani 3 HeGaxaHi peaxilii B3STi 31 3BiTIB 32 pe3y/IbTaATAMH IIECTH KIHIYHUX
JIOCTIiKEHb, MPOBEIEHUX 3 BUKOpUcTaHHsM nipenapaty IMYHIH 3a ywactio 197 ¢y exriB, a Takox
3a pe3y.IbTATAMH MIC/ISIPEECTPALIHHOIO KOHTPOIIO.

Yacrora HebakaHux eeKTiB OLIHIOBAIACS 3 BUKOPHCTAHHAM TaKWX KpUTepiis: ayxe wacti (>1/10);
vacri (>1/100 go <1/10); sewacti (>1/1000 go <1/100); mooauHoki (>1/10000 no <1/1000); piaxichi
(<1/10000); yacroTa HeBizoOMa (4aCTOTY He MOYKHA BCTAHOBHUTH 3 HAsIBHUX JaHHX).

Crangapr MedDRA Iobiuni peakuii Yacrora
Knac cacremu oprasis
PO3JIAIV InribyBanus akTopy Hesizoma
KPOBOHOCHOI TA IX
JIIM®ATHUYHOIT HucemiHoBaHe Hesigoma
CUCTEM BHY TPILITHLOCYIHHHE
3ropTaHHs
PO3JIAJIU IMYHHOI Aneprigna peakiis Heginoma
CUCTEMH Anadinaktuuni peaxuii/ | Hepizoma
aHaditakToiHi peakuii
AHTIOHEBPOTHUHHH Hesizoma
HaOpsik
Bucun Hegimoma
[pu HasBHOCTI Heeiaoma
inribitopis:
Cuposatkopa xsopoba | Hesizoma
Peakuis niagumeHol Hesigoma
qYTIIMBOCTI
PO3JIAJIM HEPBOBOI | I'ososuwii 6i1p Herinoma
CUCTEMHU Hecroxkiit Hesinoma
ITokonoBaHHs Herizoma
TTOPYIIEHHA Indapkr Miokap1a Hesinoma
E’F;JLTEI?(()JCIJTI Taxikap.is Hesizoma
CYJIUHHI PO3JIAJIA IinoTensis Hegizoma
TpombBoemboniuni <ICHHpNE
emi3omu (B T. 4.
jlereHesa eMo00isl,
BeHO3HUH TpoMO03,
apTepiaTbHHNH TpoMOO3,
TpoMb03 uepebpanbHuX
aprepiii)
[puriuey Hesigoma
PO3JIAJIU IUXAHHZ, | [Tonpasnenss ropia Hewacri
OPI'AHIB I'PYJIHOT
KJIITKU TA Bine y pori i rioTui Hewacri
MEJIACTUHAJIbHI Kamens (cyxuit) Heuacri
POIIAAM CeucTgye AWXaHHA Hesigoma
3auika Hesinoma
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Crannapr MedDRA Ho6iuni peakuii Yacrora

Knac cucremn opranis

LHIJIVHKOBO- Hynota Hesizoma

KULIKOBI PO3JIAJIN BmoBaHHs Hesizoma

YPAXKEHHA IUKIPU Bucun Hewacri

TA TIIIKIPHOI Crepbix Heuacri

TKAHWUHU - ;
Kponugr’siHka Hesinoma

PO3JIAJIU HUPOK TA | HedbpoTuunuit Hesizoma

CEYOBHUBIJTHUX cuHpoM!

1HUJIAXIB

3ATAJIBHI PO3JIAJIM | T'ineprepwmis Hewacri

TA YPAXKEHHA B -
3acry, H

MICL BBEJIEHHS] e _ i
ITeuis i rocTpuit Oinb B Hegsigoma
Miciti indysii
Jletapris Hesigoma
CTUCHEHHS B TPYAAX Hesizoma

Inribitopu dakropa IX

V Xozi MpoBeeHHs KIiHiuHUX fochipkens npermapaty IMYHIH inriGitopu dakropa IX BHSIBJICH] HE
6y:u. Panime He JikoBaHi MaMieHTH A8 y4acTi y KIHIYHHX JochimxeHnsx npenaparty IMYHIH
3amyqeHi He Oynu.

OcobuBa rpyma nauieHTis
3ac*rocyBaHHa npenapary IMYHIH nociimpkyBanocs y neJiaTpudHii rpyri nauieHTis BIiKOM BiZ 6 1O

12 pokis Ta crapme 12 pokis 3 remodinieio B. besneka Gysia nogi6Ha 10 6e3nekH y A0OPOCTHX, Axi
sacrocopysam IMYHIH.

Kpim Toro, 3aCTOCYBaHHS Npernapary IMYHIH ,uocmmxyszmocb ¥ /IBOX CTIOCTEPEKHHX JOCITIDKEHHAX
TAKOX Y JiTed 10 6 pokis i nauienTis Bix 0 10 64 pokis 3 reModiniero B, BignosinHo. besneka y niTer
110 6 pokiB Gya noxi6HoIo 10 Gesneku y iTeif crapiie 6 pokiB i AOPOCIHX, K 3aCTOCOBYBaH
IMVYHIH.

Moz uBi nodiuni peakiuii Npy 3acToCYBAHHI KOHUEHTPATIB hakTopa Koary.suii KpoBi JIOANHM
IX: napecresii.

3BiTHiCTH upo nizo3pioBani nodiyni peaknii

Baj/IMBO MOBIZOMIATH MPO MiZ03PIOBaHi MOGiuHI peakiii mics peecTpauii jikapcpkoro 3acody. Lle
Z103BOJISE MPOJIOBXYBATH KOHTPOTIOBATH GanaHc KOpHCTI / pU3MKY Jlikapcekoro 3acoby. daxisuis B
DOHU 3)100351 TIPOCSTh rrom,uomnﬂ'm po 6 111; -SIK1 m.uosronam nobiuHi ealcun qyepes

4.9 Ilepenosysanns
JlaHuX MO0 CUMITOMIB Nepe1o3yBaHHs (pakTopoM Koarynsuii kposi moaunu IX Hemae.
5.  ®APMAKOJIOI'T™HI BJIACTUBOCTI

5.1 PapmakoaHHAMIYHI BJIACTHBOCTI

! mricns cnpo6 iHgyKuii iMyHHOT TOJlepaHTHOCTI

53¢
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kon ATX: B02BD04

®akrop IX sBise co6oI0 OHOMAHLIOTOBHH [JIKONPOTETH 3 MOJIEKYIIpHOIO Macoto Snusbko 68 000
nansToH. BiH cHHTe3yeThes B mediHui i € BiTamin-K-3anexHuM (akropom koarynsuii. ®akrop IX
akTuByeThes (akropoM Xla  BHYTpimHIM uUuISXOM Koaryasnii abo xommnekcom  (akTop
VIl/Tkannarmii GakTop 30BHIMIHIM OUIAXOM Koaryisuii. AktusoBanuii ¢akrop IX y komruiekci 3
akTiRoBaHiM (aktopom VIII aktusye haxrop X. AkTHBOBaHMit pakTop X MepeTBOPIOE MPOTPOMOIH
y tpom6in. Ilin giero TpomBiny (iGpuHOTeH TepeTBOPIOETECA Y (QIOPHH, KU YTBOPIOE 3IYCTOK.
Femodinis B € crmagkoBuM, TOB’S3aHMM 3i CTATTIO, MOPYUIEHHSM KOArymsuii KpoBi BHAC/iZOK
3HIKEHOro piBHS dakTopa IX i MposBNSEThCS MACHBHUMM KPOBOBIWIMBAMH B Cyriodu, M’s3m abo
BHYTpIIIHI Opranu, siki BizbysaioTbes afo CTOHTaHHO, a0 B PE3Y]bTaTi BUIMAJKOBMX TPAaBM HH
omepaniit. 3amicHa Teparis TMiIBUULYe TIa3MOBHH piBeHb (akrtopa 1X i, TakuM YHHOM, [a€ 3MOTY
THMYACOBO BiIKOPUTYBAaTH AediuT GaKTOpa i 3HIKYE TEHIEHIIIO 10 KPOBOTOUHBOCTI.

[lemiaTpuyHa NOMyJIsILis
BiCyTHS 10CTATHS KiTbKIiCTh JaHMX, abu peKoMeH/(yBaTH 3acTocyBanHs npenapaty IMYHIH aitsm

BIKOM 10 6 POKIB.
5.2 ®apMaxkoKiHETHYHi BJIACTHBOCTI

3 ypaxXyBaHHSM JaHWX, OTPHMAHKX Y XO/Ii IPOBENCHAS a3y 4 IOCTIHKEHHS, CePeIHE 3HAUCHHSI
noctynosoro BixHosnenns (IR) dakropa IX y panime nikosanuX nauieHTis Bikom Bia 12 pokis
(n=27) cranosuso 1,1 (£ 0,27) 3 mianasosom Bix 0,6 10 1.7 MO/mn na 1 MO/kr. ¥V pomy 5k
JOCIDKeHH cepe/He 3HauenHs IR y paHile 1ikOBaHHX NaLieHTiB BikoM 10 11 pokis (n=4)
crarosuio 0,9 (+ 0,12) 3 aianasorom Bix 0,8 no 1,1.

PesysibTaTh I0CTiKeHHS (papMaKOKIHETHYHHX NapaMeTpiB y 26 nauienTis:

KinpkicTs Cepeans CrangapTHe 95 % noBipunit
[lapameTp i : :

AL €HTIB BEJMUMHA BiIXHMICHHS iHTepBan
KutipeHc (Mi1/roy/kr) 26 8,89 2,91 7,72-10,06
Cepenniii 4ac yTpuMaHHS 26 23.86 5,09 1,85-25,88
(ron)

Bionorignuii yac HaniBBUBEAEHHS CTAHOBHTE 0/M3BKO | 7 TOOUH.
5.3 Jloxuiniuni AaHi 3 6e3mexkn

IMYHIH € KOHIIEHTPaTOM BHMCOKOrO CTyreHsi ouMimmeHHs (aktopa IX, mo MicTUTh sumie cirigu
dakropa II, VI i X. 3actocyBanHs opHopasooi nosu mpemapaty IMYHIH na naboparopHux
TBAapHHAX HE BUSBUJIO HiAKMX O3HAK ISl TOKCHKOJIOTYHOro a60 TPOMGOreHHOro MOTeHIialy.
JIOKJTiHIUHI JOCTiKEHHS 3 MOBTOPHUM BBEJEHHSM J03U He € iHQOpMaTHBHUMH Ul BHKOHAHHS B
3B'S3Ky 3 FeTEpPOJIOTIYHIM XapaKTepoM JIFOCHKUX OiIKiB y 1a6opaTOpHUX TBapHH.

Tak sk dakrop IX sBiste OGO GiNOK JIOACHKOrO TOXOMKEHHS, SKUH, B (i3ionoriynux yuosax

LMPKY/IOE B IUIa3Mi, HE CJiJ OYIKYBATH Hi TOKCHYHHMX €(EeKTiB Ha pPernpoayKTUBHY fgt;uixuuo
MyTareHHHX i KaHIEePOreHHHX eeKTIB /

6 ®APMAIEBTHYHI BJJACTUBOCTI
6.1 Ilepesiik Z0NOMIKHHX Pe90BHH

IMopornok: Harpiro xutopua
Hartpito umTpar auriapar

Po3uMHHHMK:  CTepuIIi30BaHa BOAA LIS 1H €KLIH

25/
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6.2 HecymicnicTh

Ilpu BiaCyTHOCTI HOCHImKEHb CYyMICHOCTi Liel JiKapchkui 3aci6 He CIijf 3MiNIyBaTH 3 IHIIWMH
nikapchKAMK 3aco0aMK, 38 BUHSTKOM THX, SKi 3rajani B po3jiii 6.6.

Ci1il BAKOPUCTOBYBATH JTHINE HAGOPH [UTs iH’eKUiM/iHys3il. 1O BXOAATH 40 KOMIUIEKTY, iHAK1Ie
JNKYBaHHS MOJKe 3aKiHUMTHCS HEBAATO Yepe3 aacopOuilo gakropa koaryssiuii kposi moaunu [X Ha
BHYTPIIIHIX MOBEPXHSX IHIIOTO iH’ €KIiHOT0/iH(y3iiHOTO 00MaIHAHHA.

6.3 Tepmin 36epiranns

2 poku

Ximiuna i ¢isudHa CTaGiTBHICTE PO3UMHEHOTO, TOTOBOTO 70 BHKOpHCTaHHs mnpenapaty IMYHIH
CTAHOBMTH 3 TOAMHM TIpu Temmepatypi 0 25°C. 3 MikpoGioforidHOl TOUKM 30py Tipemapat Ciil
BHKOPHMCTOBYBATH HETAiiHO, KPiM BHNAZKIB, KOJM METOJ BiAHOBJEHHS TMpENapary BUKIIOUAE PUSHK
MikpoGHOro 3abpynHeHHs (MIATBEPDKEHI acenTH4Hi YMOBHM). SIKIIO mpenapat Biipasy He
BUKOPUCTOBYETBCSI, BiAMOBIAANBHICTS 3a TepMiHM i yMOBHM 30epiraHHs nperaparty, rotoBoro o
BUKOPUCTAHHSA, MOKIANAEThCS HA KOpPUCTyBada. PosdMHeHMH nipenapatr ne Crif TOBepTaTH B
XOJIOAUITBHHK.

6.4 OcobiuBi 3acTepexxeHHs MoA0 30epiranHs

36epirati B XOI0AWIBHUKY (1TpH Temmiepatypi Bia 2 10 8°C). He 3amopoxyBaTh.

36epiraTv B OpUriHAIBHIN YNIaKOBL, 100 3aXUCTHTH Bi/ iT CBITIA.

B Mexkax 3asHayeHoro TepMiny npumarHocti nperapat IMYHIH moxna 30epirati npoTsrom
3 micsuiB mpu kiMHaTHIA Temnepatypu (He Buie 25°C). 3anuurite ued mepion 30epiraHHs Ha
ymakosui mpoaykry. [licist 3akindenns nporo nepiogy, IMYHIH ne cin nmopeprati B XOIOAWITBHUK,
asie HOTO CIIiJl HeraifHO BUKOPHCTATH 200 BUKHHYTH.

YMoBH 36epiraHHs BiZIHOBJIEHOTO JIIKAPCHKOTO 3ac00y AMBITECS B po3jiii 6.3.
6.5 VYnakoBka Ta il BMicT

INopomok IMYHIH mnocraBnferscs y (JIakoHi, MO MICTHTB OJHY 03y 3 HEHTPaIBHOTO CKia
rigponitiunoro kiacy II. PO3YMHHMK TOCTaBJSEThCS y (AkoHi, WO MICTMTH OIHY J03y 3
HEHTPANBHOrO Ckia rigposiTyHoro kimacy I ®makoHM 3 MNpenapaToM 3aKpuTi MPodKow 3
xnopbyTunkayayky. (D1akoHH 3 PO3UMHHUKOM 3aKPUTI MPOOKOIO 3 OpOMOYTHIIKAYYVYKY.

Bmicm konmeiinepa:

1 ¢nakos 3 npenaparom IMYHIH 1200 MO

1 dakon 3 10 M1 crepuTizoBaHOi BOAH UTd iH'€KILIN
1 ronka-mepexiTHUK

1 moBiTpOTPOBiAHA rOJTKa

1 ronka-dinsTp

1 onHOpasoBa rojika

1 ogropasoswmii mmpwu (10 M)

1 indys3iitamii Habip

Po3mip ynakosku: 1 x 1200 MO
6.6 OcobauBi 3anobixni 3aX0AH NpH yTHII3ANIT Ta iHMIOMY 3acToCyBaHHI

JIns po3uMHEHHs BUKOPMCTOBYBATH JHIIe Habip /18 in’ eKiii/indysii, 1o BXOAUTE ¥ K M

IMpenapar IMYHIH cnig po3usHuTH mMme GesrnocepenHbo Tepel BBeIeHHsM, - Pozup Ty

BUKOPHCTATH HETalHO (Tpemapat He MiCTHTh JKOIHMX KOHCepBaHTiB). Ilicis po’st{uﬂe:}_m_-,_-__'
PO3YMH HEOOXiHO Bi3yaJbHO MEpEeBIPHTH HAa HAABHICTh YAaCTMHOK i 3HeGapBieHHS, \f '

5494
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Y
s,

po3MoYMHATH BBeeHHS. Po3umH mnoBuHeH OyTu mnposopum abo 3nerka onanecueHTHUM. He
BHUKOPHUCTOBYBATH PO3YHHH TpENapary, fKi € KaJlaMyTHUMH a0 MICTATh Ocall.

PexoMeHAYETHCS MPOMUTH 130 TOHIYHNUM COTBOBUM PO3YMHOM TIPUCTPOT BEHO3HOTO J0CTYITY NMepes
iHpy3iero npenapaty IMYHIH i micns nsoro.

PozunHeHHs NOpoMIKY AJISl IPHTOTYBAHHS PO3UUHY 1% i’ eknii

Cnig JOTpUMYBATHCS TTPABUIT ACETITHKH!

1. Harpiiire HeBinKpUTHI (IIAKOH 3 PO3YMHHHKOM (CTEPUIBHOKO BOIOKO VI 1H €KILIH) 10 KIMHATHOI
TemmnepaTypH (He Oinbiue 37°C).

2. 3HiMITh 3aXHCHI KOBMAYKH 3 (JIaKOHA 3 OPOLIKOM i IAKOHA 3 PO3UWHHHUKOM (pHc. A) i
npozesiHdikyiTe rymori npoGxku 060X (u1akoHiB.

3. 3HIMIiTh 3aXMCHE TIOKPUTTS 3 OHOTO KiHIA TOIKU-TIEPeXiqHUKA, IO BXOJUTh Y KOMILIEKT,
TIOBEPTAIOYH i TIOTATYIOUH ii. BijlbHHI KiHeIb roJIKM BBEIiTh B TyMOBY MpoOKy (nakoHa 3
po3uunHukoMm (puc. b i B).

4. 3HIMITB 3aXHCHE TIOKPHTTS 3 IHIIOTO KiHI TOJKU-TIEPEXiTHUKA, HE TOPKAIOYHUCH BIIKPUTOTO

KiHILI4.

5. TlepeBepHiTh (hrakoH 3 PO3UMHHHKOM HaJ (DITAKOHOM 3 TOPOLIKOM, BBEiTh BUTbHUH KiHeLb
TOJIKH B [IeH (h1akoH yepe3 ryMoBy rpodky ¢rakosa 3 nopourkoM (puc. I'). Posuunnauk 6yne
nepeTikaTH y (JIakoH 3 TIOPOLIKOM ITiJ1 AI€I0 BAKYYMY.

6. Po3’eanacTe (UIaKOHH, BHIHHSABILIM rOJIKY-TIepexiJHuK 3 (hrakona 3 nopowkom (puc. I). 3nerka
CTpyciTh a00 MOKPYTITh (PJIaKOH 3 MOPOIIKOM ISl IPUCKOPEHHS! PO3YHUHEHHSL.

7. Ilicis MOBHOTO PO3YMHEHHS MOPOLLIKY BBEAITh Y (DIaKOH NMOBITPOBIABIAHY roaky (puc. M), uo
BXOJUTH Y KOMIUIEKT, U1 BUAATEHHS MiHW. BUIMITh NOBITPOBIABIAHY rOJKY.

In’exnin/indysia:

Cnia noTpUMyBaTHCS TIPABWJI aCENTTHKH !

1. 3HIMITb 3aXHUCHY YMaKOBKY 3 TOJIKU-(GiNbTPa, IO BXOJHTL Y KOMILIEKT, TIOBEPTAIOYH | TOTATYIOUH
ii, 1 HacajiTh roJIKy Ha CTEpPHIIbHMI oiHOpasopui mwmpwuil. HadepiTe po3uuH y mmpuil (puc. E).

2. Big'euaiite ronky-(puasTp BiJ WIPHLA i TIOBUTBHO BBEAITH PO3YHH BHYTPIIHBOBEHHO
(MakcHManbHa IWBHAKICTE 1H €Ki 2 MJI/XB) 32 JIONTOMOTOI0 TOJIKH-METETHKA, 1110 BXOAUTE Y KOMTUIEKT
(ab0 0THOPA30BOT TOKH, 110 BXOIUTh ¥ KOMILIEKT).

ITpu npoBeenHi iHQYy3ii ¢l BUKOPUCTOBYBATH OQHOPA30BHii Hadip uis iHDY3IT 3 BIATIOBITHUM
hinsTpoM.

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

S
. ) . ,_/ o Y '__'_‘::“ Sy
Byab-sixkuii HeBUKOpUCTaHHH Mpenapat abo 3a/MIIKK 3HULIMTH BIATNOBIAHO 10 MICUEBHX/BAMOL.
7.  BJIACHHMK PEECTPAIIIMHOI'O CBIJIOLTBA el =

3anOBHIOETECS Ha HALlIOHAJILHOMY PiBHI.

8. HOMEP(H) PECCTPAIIITHOI'O CBIJIOI[TBA



10.

3anoBHIOETHCS Ha HALIIOHAIBHOMY PiBHi.

JIATA IIEPIIOT PEECTPAIII/ OHOBJIEHHS PEECTPAIIT
3anoBHIOETHCA Ha HALIOHAIBHOMY PiBHI.

JATA IIEPEIJISILY TEKCTY

3aroBHIOETHCS Ha HAIlIOHATTBHOMY PiBHI.
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liCperiiag YKPAIHCbOKU MUBUK, ADTCHIMHHICTE A0 FeECTPALIIMHOT O

SIKOT0 MiITBEP/I’KeHA NiINHCOM YIIOBHOBAKEHOT NMoCBII9eHHS 350 B
ocoou 3asBHuKa (SBopcbka T.10.), indopmanii npo Ne 74 /15 gt/ p. 357
3aCTOCYBAHHA JIKAPCHKOTI0 3ac00y 2505 407/ F

JIMCTOK-BKJIA IAIIL: THOOPMAILIS JIJISI KOPUCTYBAYIB

IMVYHIH 1200 MO
TIOPOIIOK Ta PO3YUHHUK TS PO3UMHY JUIS 1H €KILIH 9H iH(y3iH
®dakrop koaryauii kposi joaunu 1X

YBakno o3naiioMTecs 3 NJAHHMH, HABEIEHHUMH B JIHCTKY-BKJIAJHIII, 10 MOYATKY 3aCTOCYBAHHH
JNIKAPCHKOro Npenapary, Tak ik B HUX MiCTHThCS BazInBa A1s Bac indgopmanis.

- 36epexiTh Uel mHcTOK-BKIaaum. Moo, Bam 3Han00HTHCS TIepedHATaTH HOro 3HOBY.

- Ilpu BUHMKHEHHI NOJANBINMX NUTaHb CJIiJI 3BepHYTHCS 10 Bamoro nikaps abo dapmauesra.

- e nikapcekuii 3aci6 npusHaveno Tineku Bam. He nepenasaiite #oro inmum. Lle Moxe im
HAIIKO/IMTH, HABITh SKIO O3HAKH 3aXBOPIOBAHHS Y HHUX 30iraloThCs 3 O3HAKAMH, SKi
cniocTepiralothes y Bac.

- 'V Bunajxy po3BuTKy nobiunux edekTis 38epHiThCA 10 Baimoro sikaps ab6o gapmauesra.
3BepTaTcs ciif i B pa3i noGiyHMX eeKTiB, He BKA3aHWX B LIbOMY JIHCTKY-BKIaaMmi. J{us.
Posin 4:

Indopmanis, HABeAeHA B JIHCTKY-BKJIAXHIII

. IIlo Take IMYHIH i qns 4oro BiH 3aCTOCOBYETLCS

I1lo Bam HeoOXiaHO 3HaTH 10 MoyaTKy 3actocyBanns IMYHIHY
Sl cnin 3acrocoByBatu IMYHIH

Mosxugi no6ivni edexTn

SIk cnin 36epiratu IMYHIH

BwmicT ynakoBkH i iHIIa iHopmanis

AU AW~

1 IIlo Take IMYHIH i a1 90ro BiH 3aCTOCOBYETHCH

IMVHIH — e xonuenTpar dhaxropa koaryasuii kposi 1X. Bin 3aminioe dakrop IX, axuii BincyTHik
a60 He PYHKI[IOHYE HANEKHUM YHHOM NipH remodinii B. 'emodinis B € cnankosuM, nop’a3anum 3i
CTATTIO. MOPYIIEHHAM KOAryJisLii KpOBi BHACITIIOK 3HWKEHHUX piBHIB (pakTopa IX. Lle mpu3BOAMTSL 10
MACHBHHMX KPOBOBHIIMBIB B CYIJIOOH, M’ 31 Ta BHYTPILIHI OpPraHu, fKi BinOyBaioThes ab0 CIIOHTaHHO,
abo B pe3yJsIbTaTi BUNMAZAKOBUX TpaBM 4y onepatliit. 3acrocysanna IMYHIHY aae smory TuM4acoBo
BiIKOpHUTyBaTH NedilT pakTopa i 3HWKYE TEHICHILIO 10 KPOBOTOUHBOCTI.

IMYHIH 3acTOCOBYEThCA /U1 JIKyBaHH: | MPod UTaKTHKH KpOBOTEY Y NALEHTIB 3 BPOIKCHOIO
remodimiero B.

IMVYHIH nokasanuii [y1s BCiX BIKOBHX T'pyTl, BiJ AiTe# y Billi cTapiiue 6 pokis 10 JOPOCIIHX.
IcHy€e HeIOCTaTHBO JaHUX, 06 peKkoMeHIyBaTH 3acTtocysanHs npenapaty IMYHIH y mitei Mosnoame
6 pokis.

2. Illo Bam HeoOxiaHO 3HATH 10 No4YaTKY 3acrocysanus IMYHIHY

He caia 3acrocosyBarn IMYHIH

e Sxmo y Bac anepris Ha pakTtop koarymsauii kposi moauHH X abo 6yas-akuii 3 iHIOMX
iHrpeieHTiB 1BOrO JiKAPCHKOTO 3acoly (mepepaxoBaHi B po3aiii 6).

e JSIkmo y Bac CTaH, SKM HA3WBAETHCS KOATY/IONATIS CIOKHBAHHS (TaKOXK BiOMHH SK CHHIpQ)
JMCEMiHOBAHOIO BHYTPILIHBOCYAMHHOTO 3ropTanus (JIB3-cunapom). Lle craH, mo 3arpo.
KUTTIO, TIPU IKOMY BiIOYBAa€ThCS HaZMIpHE 3TOPTAHHA KPOBI 3 BHPAKEHUM yTBDpeHHSD?
B KPOBOHOCHHX CYMHAX. ff:

e ko y Bac craH, skuii Ha3uBaeThes rinepdidopunoizom. l"mep(blﬁpnnoma, TIPHCYTH
3rOPTAHHS KPOBi 3HWKYETHCS, TOMY 110 BaXK/IHBA PEYOBMHA 3rOPTaHHS KPOBi (iOpuA '
PO3KJIaJJa€ThCs.
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e JSlxmo y Bac BusBieHa asiepris Ha renapvH abo y Bac BcTaHOB/IEHE aHOMaJIbHE 3MEHIIEHHS YHCIIa
€PUTPOLMTIB, siKi OepyTh y4acTs y opMyBaHHi 3TYCTKIB KPOBi, 0 O6YMOBIIEHO BBEJIEHHAM
rernapuHy (iHAyKoOBaHA renapHHOM TPOMOOIHTONEHisN ).

[Ticns BignosigHoro nikyBaHns uux crasis, IMYHIH ciin 3acTocoByBaTH jinie y pasi KpoBOTed, IO
3arposKyIOTh KMTTHO.

OcobsmBocTi 3acTOoCYBaHHS Ta 3an00iZKHi 3aX0aH
Ilepen 3acrocyBanusm IMYHIHY cnig npokoHcyeTyBaTHCs 3 Bammim nikapem abo gpapmanesrom

Konu sunuxaroms anep2iuni peakyii:
IcHye piKicHa MOXITHBICTB TOTO, 10 Y Bac MOyTh BHHHKHYTH cepHO3Ha, panToBa ajiepriyxa
peakuis (aHadinakruunud peakuis) Ha IMYHIH.
Heraiino 3ynuniTs indysio Ta 38epHITHCH 10 JiKaps, 1Ko y Bac crocrepiratotses ski-Hebyan 3
HACTYIHHUX CHMITTOMIB. BoHH MOXyTh OyTH 03HaKaMM aHaiTaKTUYIHOrO IOKY 1 BUMAraroTh
HEralHOTO HaJaHHs HEBITKIIAIHOT JOIIOMOTH.

*  TOYepBOHIHHS IIKIpH

¢ BHCHII

+ ¢opMyBaHHs pyOLiB Ha IIKipi (KPONHUB'SHKA)

* cBepODK 1O BCHOMY TiNTy

* HaOpsk ry0 i s3uka

s yTpyAHEHe IUXaHHS (3aJUllIKa)

+  TOpYIIEHHS BAMXaHHS i/a00 BUIMXaHHA Yepes 3BY)KEHHs AUXaTbHUX LUISAXIB (XPUITH)

* CTHUCHEHHS B Ipyasx

*  3arajibHe HE3Jy)KaHHA

*  3alaMOpOYEHHS

*  3HWKEHHS apTepiaIbHOI0 THCKY

* BTpara CBiJOMOCTi

Konu nompionuit monimopunz:

° Bam nixap Oyze mepesipsaTu Baily kpoB perysspHo, 1100 rapaHTyBaTH, WO NOTOYHA 1032
BiANOBiAHA i 10 Bama KpoB OTpHUMYye€ J0CTaTHIO KilbkicTh akTopa IX.
° Jla Toro, wo6 po3mizHaTH MOMJ/IMBI ycKi1aaHeHHs Bam nikap Oyne crexxuru 3a Bamu 3

0COOJIHBOIO PETENBHICTIO
o Ko Bu orpumyere BHcoki no3u npenapary IMYHIH;
o axmo Bu cxunbHi 10 TpoMG03y. B upomy Bunanaky Bu takoxk orpumaere Oibin
HHU3bKi piBHI (pakTOpa IX, akTHBHOI pe4oBHHHM npenapary IMYHIH.

Konu kpoeomeua npodosscyemspca:

. SIxio kpoBoTeYa He KOHTpOIMoeThes npenaparoM IMYHIH, 6yas nacka, nosizomTe npo ue
Bamoroe Jikaps Heraiino. Y Bac, MOXJIHBO, pO3BHHYIUCH 1HTIOITOPH 10 (hakTopa IX.
[uri6iTopu 10 dakropa IX mpescTaBnsioTs cO6OI0 aHTUTINIA B KPOBI, SKi HEHTPaNi3yIOTh J1it0
daxropa IX. e sumkye edexrupnicTs npenapaty IMYHIH B nikyBanni kposoted. Bau stikap
npoBe/ie HeOOXiIHI TecTH, MO0 MiATBEPAUTH 1I€.

. IcHYe MOXKJTMBHI 3B'SI30K MIX IOSBOIO iHTiOiTOpIB 10 dhakTopa IX i anepriunuMu peakiisMu.
IMauienTy 3 inriGitopamu a0 dakropa IX MOKyTh MaTH MiABUILEHHH PU3UK PANITOBHX i BAXKKHX
anepriuHux peakiiii (anadinakcii). ToMy NauieHTiB, y SKUX PO3BUBAETCS AJIEPTivHa PEaKIlis,
CJIijl IepeBipUTH Ha TIPUCYTHICTH iHTiOITOpa 10 (akTopa IX.

Iﬂqbopmaum 3 De3nexu u{e00 MpaHCMiCUBHUX A2CHMIB
Ko nikapceki 3aco0HM BUTOTOBJIEH] 3 JTIOACHKOT KPOBi 200 IUIa3MH BXKHBAKOTh TIEBHUX aam;;m
CIpAMOBAHMX Ha 3anobiranns nepenadi nauienram indekuii. J{o HUX BiAHOCATHCA: g,

e  pere/bHHIT BIAOIP JOHOPIB KPOBI Ta IUIA3MH, 1100 NepeKoHaTHes, 10 JOHOPH e
nepeaavi iHdekuil BUKIIOUEHI

/?
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*  TECTYBaHHS KOXKHOI IOPLIT i IMYJIiB IU1a3MH Ha HAsSBHICTh O3HAK BipycHY/iH(eKUiH
e BKJIIOYEHHS €Tarnis B 06podui Kposi abo mrasMu, SKi MOXYTh iHAKTHBYBATH 200 3HHILIHTH
BIpYCH.

Hespaxarouu Ha Li 3aX0M, TIPH BBEAEHHI JIKAPChKMX ITPEIapaTis, BUrOTOBICHHUX 3 KPOBi abo muiasMu
TMOWHH, HE MOYKHA IIIJTKOM BUK/ITIOYUTH MOXKJIMBICTE Nepeayi 30y aHukiB indexuii. Lle takox
CTOCYEThCS Oyab-9KHX HEBIOMHX a60 HOBMX HA CHOTOIHI BIPYCIB Ta iHIIMX THIIB iH(eKLiH.

3aX0/IH, M0 BKUBAIOTECS, BBAKAIOTHCS e(DEKTHBHHMH JUTS 000IOHKOBHX BipyCiB, TAKHUX 5K Bipyc
imynoedimmty ymomuau (BIJT), Bipyc rematury B i Bipyc renatury C, a Takox U1l HEOOO0JOHKOBHX
BIpYCiB, TAKMX 5K BipyC TenaTuTy A.

3axo/u, O BKUBAIOTHCA, MOKYTh MATH 0OMEKEHY e(DeKTHBHICTE 1010 HEOOOIOHKOBHX BIPYCiB,
Taxux sk napsosipyc B19 [Bipyc, skuii BHK/IMKAE MOUepPBOHIHHS WKipH (indexuilina eputema)].

Iudixysanns napsosipycom B19 mosxe OyTH cepitosnum st BariTHuX (iH(ikyBaHHs m104a) i
NatienTis 3 iMyHoaeiuuToM abo AKi MatOTh JesKi BUIM aHeMil (HaTIpHKIIa, CeprioBHIHO-KIITHHHY
aHeMilo ab0 TeMOITUYHY aHEMIIO).

Baw sikap Moxe peKoMeHIyBaTH Bam po3riisiHy ™M NUTaHHs TPOBEIEHHS BAKIMHALIT Bij renatuty A
i B sxio Bu pery/ispHO/MOBTOPHO 3aCTOCOBYETE MPENAPATH 3 IUIA3MU KPOBi JIOAUHHU.

HacTiiiHo pexoMeHIyEeThCA 3aIUCyBaTH HA3BY i HOMEp cepil mpernapaTty mopasy npH BBEACHHI
nauienty npenapaty IMYHIH 3 MeTO0 BCTaHOB/ICHHS 3B A3KY MikK MALIEHTOM i CEpi€rO npenapary.

Hitn
€ HeJ0CTaTHLO JaHMX, 00 peKoMeHIyBaTH 3actocyBaHHs nipenapaty IMYHIH y niteit monoame 6
POKIB.

Inwi gikapeski 3acodon i IMYHIH
IMosizomre cBoro Jikaps abo (apmaneBTa B pasi, skmo Bu npuiiMaere, HeaBHO npuiiMaiti abo
TIOBHHHI NpHiiMaTH Oyb-9Ki iHINI JTiKapehbKi 3aco0H.

Hemae Hiskux BiomocTelt mpo B3aemoziro npenapaty IMYHIH 3 inmmMu sikapchkumu 3acobaMu.

®epTHIBHICTD, JJAKTANINA i BariTHICTD

YacToTa 3aXBOPIOBAHb MKIHOK Ha reModimiro B ayae Huzpka. ToMy Ha ChOTOAHIIIHIN I€Hb HEMAE
nocsiay 3acrocysanns npenapary IMYHIH Barithum Ta skiHkaMm, sKi roaytoTs rpyumo. Tak camo
HeMae JocBigy moao BruiEBy npernapaty IMYHIH Ha deprrnbnicTs.

Sximo Bu Barithi a60 roayere rpyuIio, mixo3ploeTe BariTHICTh ab0 TUIAHYETe BariTHICTh, 3BEPHITHCS
3a KOHCYJIBTALIIEIO 10 CBOTO Jiikapst abo ¢apmalieBTa JI0 104aTKy 3aCTOCYBAHHS JIaHOTO JIKapChKOro
3aco0y. Bam nikap BU3HaYMTh, 4H MoxkeTe Bu 3acrocoByBatu npenapar IMYHIH nix yac BaritHocTi

Ta rOyBaHHS IPYATIO.

KepyBanHsl TPAHCIIOPTHAMH 3ac00aMH Ta yNpPaBJiHHS MeXaHi3MaMH
HiskuX BIUIMBIB Ha KEPYBAaHHS TPAHCIIOPTHUMMU 3aco0aMH 1 yNpaBJliHHA MEXaHi3MaMH He
CIIOCTEpIrajocs.

IMYHIH MicTHTSH XJIOPHA HATPIiIO | HATPAT HATPIiIO
IMVYHIH 1200 MO wmicTtats 20 Mr HaTpito Ha (1akoH (po3paxyHKOBa KiJIbKICTb).

Lle cnia BpaxoByBaTH nauieHTaMm, siki nepeSyBatOTh Ha HW3BKOHATPIEBIH MieTi.

3 Sk caix 3acrocoryBatu IMYHIH




353

Bare nikyBaHHS NOTPIGHO PO3MOYMHATH i1 KOHTPOJIEM Jikaps, TKHH Ma€ JOCBIJI J1iKyBaHHS
remodinii B.

Bam stikap BU3HAUMTh BiAMOBiAHY n03y g Bac. Bin/BoHa po3paxye 103y BiAnosiaHo a0 Bamux
KOHKpeTHHX notpel. Bys j1acka, 3BepHITBCS JO CBOTO JliKaps, SAKINO Y BAC € BpaXEHHS, 10 edeKT Bl
npenapaty IMYHIH € 3ananro crisHuM a0 3aHaATO CIaOKUM.

3acrocyBanns y aiteii
IcHye HeZOCTaTHBO JaHHX, OO peKOMEHIyBaTH 3acTocyBaHHs npenapary IMYHIH y nireit Mmonomme
6 poxis.

Momnitopusr Jikapem

Baiu nikap Oy/1e npoBOAMTH BiANOBIAHI Ia0OPATOPHI aHAII3H Yepe3 PeryJiipHi MPOMIKKH Yacy, mob
nepeKoHaTHCs, 1o y Bac € noctaThs kibkicTs (aktopa IX B kpoBi. Lle ocobamBo BaxMBO ¥
BUIIAZIKY BEJIMKOI XipypriuHoi onepaltii NpH 3arpo3inBii [UIs )KUTTS KPOBOTEHI.

IlanienTn 3 po3BHTKOM iHridiTOpiB

SIKIIo He BAAEThCA JOCATTH O4iKYBaHOTO PiBHS akTHBHOCTI (hakTopa IX y kpoBi abo akimo kpoBoTeua
HE KOHTPOJIIOETHCS TIPH 3aCTOCYBaHHI BIANOBIAHOT J103H Npernapary, MOxyTh OYTH NPHCYTHI
iHribiTopu. Bam nikap nposejie BiANOBINHI aHaNi31, OO0 BU3HAYMTH NPUCYTHICTh IHTIGITOPIB
daxropa IX. V pasi po3BuTKy iHridiTOpa, MOTPIOHO MPOKOHCYILTYBATHCH 3 (haXiBILSIMHA
CIIELiani30BAHOTO LEHTPY reModiii.

Skmo y Bac po3eunysucs iHriditopu dakropa IX, Bam Moxe 3Hano6uTucs 6inbiia KUTBKICTh
npenapaty IMVHIH, mo6 3ynuHuTH KpoBoTedy. SIKI0 KpoBOTEqY He MOJKHA KOHTPOJIKOBATH HABITh
Toxi, Baur stikap po3riisHe anbTepHaTHBHMM npenapaT. He cnin 30U1b1nyBaTH 103yBaHHs IIpenapary
IMVHIH ans xoHTpoI0 KpoBoTedi 6€3 KOHCYIbTaLlil 3 JIKapeM.

YacToTa 3acTOCYBAHHSA
Bam nikap nosicauts Bam, sk yacTo i B IKMX iHTepBanax ciij 3actocoByBatd npenapatr IMYHIH. Bin
3pobuts Le st Bac ocobucTo, B 3anexHocTi Big Bamoi peakuii Ha nmpenapat IMYHIH.

Ilnax Ta/ado cnocid BBeenns

[Ipenapar IMYHIH noBisibHO BBOSTS Y BeHY (BHYTPIITHBOBEHHO) ITiC/Is MPUTOTYBaHHS PO3YHHY 3a
JOTIOMOT 0K PO3YHHHHKOM, KU JOJAETHCA.

IMYHIH He ciif 3MilnyBaTH 3 iHIIMMH J1iIKapCbKHMH 3aco0aMu 1iepe/l 3acTocyBaHHsaMm. Lle moxe
TIPUBECTH [0 3HWKEHHA e()eKTUBHOCTI 1 O€3MeKH npenapary.

Bynb nacka, petesibHO JOTPUMYITECh BKA31BOK JIiKapsl.

[lIBnakicTs BBEEHHS 3aJI€KUTE BiJ Bamoro pieHg KoM(OpPTY i He NOBUHHA NEPEBUIIYBATH 2 MJI B
XBUIIMHY.

e BukopuctosyiiTe juiie Hallp 418 BHYTPIlIHBOBEHHOTO BBEICHHS, 110 BXO/UTh Y KOMIUIEKT.
TiBKM noxanuii Habip agMiHicTpyBaHHS. SIKIIO BUKOPUCTOBYIOTECS iHIII HaGopH s
in'exuiit, IMYHIH Moyke MpUWIMITHYTH 10 BHYTPiLIHBOI YaCTHHY iHQY3ilHOTro Habopy, 110
MO3K€ MPUBECTH 10 HEMPABHILHOTO J03yBaHHS.

e Sxmo Bu takox npuiiMaeTe iHIIi JIIKapchki 3acO0H IUIAXOM BEHO3HOT KaTeTepusallii, uen
MIPUCTPiii BEHO3HOTO JAOCTYITY HEOOXiAHO ITPOMMTH BiITOBiIHUM PO3UYMHOM, HANPUKIIAL,
(hizioNoriyHMM CONLOBHUM PO3YHHOM, A0 i micas eeeienHs IMYHIHY.

 Tlpenapar IMYHIH crizt po3unHuTH uLe Ge3nocepeiHbo nepes BBeICHHSM, TOTIMPO3HR

AVE N
cIliJi BUKOpHCTAaTH HeraifHo. (Po34nH He MICTUTh KOHCEPBAHTIB). ‘7”/ e 24N

e PosuyuH g iH'eKIii mpo3opuid ado 31merka MoJI0OYHOTO KOJIBOPY (onaﬂecuemﬂfm). H
BUKOPUCTOBYHTE PO34MHH, AKi € OUIbLI KaJlaMyTHI a00 MalOTh BUIUMI qacnd{ 3/7Q

55y
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e VTui3yiiTe HEeBUKOPHCTAHWI PO3UMHEHHH ITpenapaT BiANOBIIHUM YHHOM.

Po3unneHHs NOPOLIKY /I8 NPATOTYBAHHS PO3YHAY A8 in’exniii
[ToctapaiiTech MPUrOTYBaTH PO3YHMH B YMOBAX YHCTOTH Ta CTEPHIILHOCTI, HACKUIBKH L€ MOAIIHBO!

1. Harpiiite HeBiaKpUTHI (IAKOH 3 PO3UHHHUKOM (CTEPIIBHOIO BOJIOKO [UIS iH €KIii) 10 KIMHATHOT
TemriepaTypu (He Hinsie 37°C).

2. 3HIMITh 3aXHCHI KOBIA4KH 3 IaKoHA 3 NIOPOIIKOM i (p/IakOHa 3 PO3UHHHHKOM (pHc. A) i
npozaesiHgikyiTe ryMoBi npobku 060X piakoHiB.

3. 3HiIMIiTh 3aXMCHE TIOKPHUTTS 3 OJHOTO KiHLS TONKH-TIEPEXiJHHUKA, IO BXOIUTh Y KOMILIEKT,
MOBEPTAIOYHM 1 MOTATYIOYH 1i. BilbHHI KiHELb rOIKM BBEAITh B T'YMOBY npodky (iakoHa 3
po3unHHuKOM (puc. b i B).

4. 3HIMIT 3aXHCHE TOKPUTTS 3 THIIOTO KiHIIs FOJIKH-TIEPEXiHMKA, HE TOPKAIOYHUCH BIAKPHTOrO
KIHIIA.

5. TlepeBepHiTh (h1akoH 3 PO3UHHHHKOM HaJ (IAKOHOM 3 NOPOIIKOM, BBEIITh BUILHUH KiHELb
roNKM B el (akoH yepes ryMoBy npodky ¢rakosa 3 nopoiukom (puc. I'). Posunnsuk Sye
mepeTikaTh y (TaKOH 3 OPOIIKOM Mif AI€I0 BAKYYMY.

6. Pos’emnaete rakOHH, BHIHSBLIN TOJIKY-TIEPEXiaHUK 3 duiakoHa 3 roporukoM (puc. I'). 3nerka
CTpyciTh ab0 NOKPYTITH (GIAKOH 3 NOPOILKOM /IS TIPUCKOPEHHS PO3HHHEHHS.

7. [Ilicas noBHOro po3uMHEHHS TIOPOIIKY BBEAITh Y ()IaKOH NMOBITPOBiABIAHY roaky (puc. M), uo
BXOIHTh Y KOMILIEKT, I BUAAJIEHHS MiHA. BUHMITh MOBITPOBiABIAHY TrOJIKY.

In’exuisn/indysia:

[TocTapaiirech MPUroTYBaTH PO34MH B YMOBAX YUCTOTH Ta CTEPHIIBHOCTI, HACKIIbKH 1€ MOMJIHBO!
1. 3HIMITh 3aXMCHY YIAKOBKY 3 TOJKH-(LTTPA, IO BXOJUTD Y KOMIUIEKT, MOBEPTAIOYHM | MOTATYIOHH
il, 1 HacajiTh TOJIKY Ha CTEPUILHMII OHOPa3oBHi mmpuil. HalepiTh po3ums y mmpul (puc. E).

2. Bin’ennaiiTe TONKY-(DUTETP Bill IIPULA i TOBUILHO BBEITH PO3YHH BHYTPIITHHOBEHHO
(MakcuManBHa IIBHAKICTE IH eKLiT 2 MI/XB) 3a AOMOMOTroK0 iH(Yy3iitHOrO Habopy, 110 BXOAUTE Y
KomTuIeKT (ab0 0JHOPA30ROT FOJIKH, 10 BXOIUTE Y KOMIUIEKT).

[pw npoBenenni iHGY3ii ¢/l BUKOPHCTOBYBATH OAHOPA30BUii HA0Ip u1st iH(Y3iT 3 BIATOBIAHUM
dinsTpOM.

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

TpuBanicTs JikyBanns
3a3Buuaii moTpiOHe J0BiuHeE JiKyBaHHS npenapatom IMYHIH.

SIxumo Bu orpamanu no3y IMYHIHY, mo nepeBHImye peKoMen 10Bany
Byapk nacka, nosigomTe npo 1ie Bawmoro nikapsa. He 6y710 HiSKHX NOBIAOMIIEHB TIPO CUMITTOMM Yepe3
repeao3yBaHHs.

Sxmo Bu 3adynn 3actocyBatu IMYHIH
«  He cnin npuitmaTy noABiiHy 403y, 00 KOMIIEHCYBATH 3a0yTy 103y.
« TlepexoabTe 40 HACTYIHOIO 3aCTOCYBAHHS HEraiHO i MPOJOBKYHTE Uepes peryJsp
yacy BIANOBIZHO 0 pekomeHzallii Baoro nikapst.

SIxkmo Bu npununsiere 3acrocysanns IMYHIHY
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He nipuiimaiiTe pimenHs npo npunuHeHHs 3actocyBanHs IMYVHIHY 6e3 koncyneranii 3 Bammm
JikapeM.

Skimo y Bac € sKi-HeOyab NOAATKOBI MUTAHHA 11010 3aCTOCYBaHHS JaHOTO MPETapary, 3BEPHITLCS J10
Bamoro nikaps abo dapmauesTa.

4. Moxnngi nobiuni edextTn

Sk 1 BCi J1iKapCBKi 3ac00H, Le 3acid MOXke BUKIMKATH NOOiYHi edexTH, Xoua i He Y KOKHOTO Malli€HTa.

SIK10 BHHHKAIOTH HACTYNHI cepio3Hi nodiuni eexTn, Bam ci1ix 3sepHyTHCH 32
HEeBIIKJIATHOI0 MeIHYHOI0 10NOMOTO0X0
» HeOesneyna anepriuHa peakuis (aHadinakTuyHa peakuis). 3ynmuHiTh iHy3iio oapasy x
Ta HeraHo 3BepHiThCs 10 Bamoro sikaps, skmo Bu BigdyBaere gki-HeSyab 3 HACTYITHUX
cumnToMiB. ByneTe 0cobnmmBo obepesxHi, ko Bam slikap BUSBUB iHTiOITOPH B KPOBI.
*  TIOYEpPBOHIHHS MIKIPH
*  BHCHII
* (dopmyBaHHs pyOLiB Ha IKipi (KPONHB'IHKA)
*  cBepOiX 110 BCbOMY TLIY
*  Habpsak ry0 i a3uka
*  yTpyJHEHe OUXaHHA (3aquIKa)
*  NOpYLICHHS BIMXaHHA 1/a00 BUAWXaHHA Yepe3 3BY)KEHHS JUXalbHUX LUISAXiB (XPHITH)
* CTHUCHEHHS B rpyasx
*  3arajibHe He3[yXaHHS
*  3araMOpOYEHHS
*  3HIKEHHS apTepiaJbHOro THCKY
*  BTpaTa CBiZJOMOCTi
*  panToBO Bii0yBaeThcs HaOPSK IIKipH ab0 c1M30BUX 06010HOK 3 a00 6e3 TPYAHOLLIB ITPH
KOBTaHHI a00 AMXaHHi (aHrOHEeBPOTUYHUMN HaOPAK)
*  YTBOpPEHHH 3ryCTKiB KPOBi B IPIOHAX KPOBOHOCHUX CYUH IO BCHOMY TLIY (CHHIPOM
JIHCEMIHOBAHOTO BHYTPIIIHBOCYIUHHOTO 3ropTranus (/[IB3-cunapom))
* cepueBuii Hanaj (iH¢papKT Miokapza)
*  TIpPUCKOpeHe cepueduTTH (TaXikapzif)
*  3HIDKEHHS apTepialbHOIO THCKY (TiNOTEH3is)
*  3IYCTKH KpOBi (TpomMGoemboItis)
*  3aKyIOpKa CYIMHH Yepe3 3rYCTOK KPOBi (HANpUKIIA/L, ereHesa eMOoI1is, BEeHO3HUM
Tpom0603, apTepiansHuil TpoMO03, TPOMBO3 nepeSpaTbHUX apTepiit)
*  TPHUIUTMBH
*  TIOpYIIEHHS BAMXaHHS i/a00 BUAMXAHHS Yepe3 3BY)KEHHS JUXATbHUX MUIAXIB (XPHUITH)
*  YTpyOHEHHS JUXaHHS (3aWIIKa)
*  [eBHE 3aXBOPIOBAHHSA HHPOK 3 TAKUMH CHMIITOMAaMH, SIK HaOpSK MOBiK, OOIHYYS 1 HIKHIX
KiHILIIBOK 31 36iBIIEHHSIM BarH i BTpaTolo Oika 3 cedero (HepOTHIHUN CHHIPOM)

Slxmo Bam nikap BusBUB iHTiOiTOpPH B KpoBi BH MOXeTe 0cOOIHBO pH3MKYBATH OTPUMATH CTaH,
AKMI HA3UBAETHCS CHPOBATKOBOIO XBOP060¥0. 3yTUHITE iH(Y3i10 0/1pa3y x Ta HeraHo
3BepHiThCA 10 Bamroro nikaps, skmo Bu BigqdyBaere ski-Hefy/Ib 3 HACTYITHUX CHMITTOMIB.

*  BHCHI

*  cBepOikK

» Boui B cyrnobax (aprpairii), 0cOOIMBO B MAIBLAX PYK i HIr

*  JIMXOMaHKa

+  HabyxauHs JiMbaTHYHMX BY3JTiB (JTiMdaneHonaris)

*  3HWKEHHS apTepialbHOrO THCKY (TiMoTeHs3is)

+ 30inblIeHa cese3iHKa (CruieHOMerais)

Inmi nobivuni edpexTn
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Io6iuni edekTH 3 HEYACTOIO YACTOTOI BHHAKHeHHs (MOKyTh BHHHKATH Y 1 3i 100 Js1roaeit)
*  ToIpa3HeHHs ropia i 6isib B ropni Ta xawmens (CyXuh)
*  BHCHUI i cBepOiK (PYypHUT)
« JIuxomaHka (rineprepMis)

Io6iuni eexTH 3 HEBIJIOMOIO JACTOTOIO (HEe MOKe OYTH OliHeHA 32 HASIBHAMM JaHHMH)
*  TONOBHHI OUTE
*  HECINOKIH
*  TIOKOJIOBaHHA
*  BiAUyTTH He3ay>KaHHA (HynoTa)
+ OmoBaHHs
*  KPOIMB'SHKa Ha BChOMY TiJi (KpONHUB'IHKa)
¢  03HOD
¢ peakiil rinepuyTJIHBOCTI
*  MeyiHHA i rocTpui 6inb B Micui iH'eKLii
*  jerapris
*  TIPHUIUTUBH
*  CTHCHEHHS B IpyIsax

Hacrynni no6iuni edpexTn cnocrepirajincs 3 npenapaTamy Tiel »k rpynH npenaparis:
AHoManbHe abo 3MeHIeHe BiaYyTTs (mapectesis)

3iTHicTL Npo nobGiuni ederTH:

Slkiio y Bac BUHMKIN Oyab-sKi moGivHi edpekTy, 3BepHiThCA 10 cBoro Jikaps. e Bkmtoyae B cebe
Oy1p-sKi MOXUTMBI OOIYHI epeKTH, He NepepaxoBaHi B LbOMY JIMCTKY-BKJIAIUILY.

BH TAKOXK MOXeTe noniﬂ;om‘m npo 6y
S S : TToBigOMISIOUH
npo noﬁilml e(bem BH MOJKeTe JOTIOMOTTH HANATH OLTbIIIe iHhopMmauii mpo 6e3nexy HBOro
JIKapchKOro 3acoby.

5. 5k cainx 36epirata IMYHIH
30epiraiiTe 1ei TiKapchKMii 3aci0 B HEIOCTYITHOMY UTS JTiTEH MicCIIi.

He 3acTocoByiiTe Lieit nikapchbKHH 3aci0 micis 3akiHueHHS TepMiHy IIPUAATHOCTI, 3a3Ha4YEHOT0 Ha
eTUKeTI i yrakosii. TepMiH NMpUAAaTHOCTI 3aBEPIIYEThCS B OCTAHHIH J€Hb 3a3HAYEHOTO MICHLIA.

36epiratu B xonoquibHuky (nipu Temrepatypi 2°C - 8°C). He 3amoposkyBatu.
30epiraTti rakoH y 30BHIIIHINA KOpOOIIi, 1100 3aXHUCTHTH Bij CBIiT/A.

V 3azHaueHoMy TepMiHi npuaatHocTi npenapat IMYHIH moske 30epiratics nmpu KiMHaTHI#H
temneparypi (o 25°C). OpHak ne o6MexXyeThesl TUTbKH 3 MicSLIMHM. 3aITMcaTH NOYATOK i KiHeLb
30epiraHHs TpH KiMHATHIH TemnepaTypi (qo 25°C) Ha ynakosui npenapaty. Bu noBuHHi
sukopuctati IMYHIH nporsiroM mmx Tpbox Micsuis. Axumio Bam He noTpibuuit tikapcbkui
3aci0, HOro cIlil yTHi3yBaTH TICAs TOTO, SK MUHYNO0 3 Micsui. He cnig 36epirath IMYHIH B
XOJIOOWIBHUKY 3HOBY.

He Bukuaatu Oyae-sxi nixapcmci 3acofu B KaHaJli3auio abo SK noOyTOBi BiAX0oAH. 3BEPHITECS 10
(apmaneBTa 3a OpanoIo, SK CJIiJ YTHII3yBaTH Jlikapcbkui 3aci0, ke Bu Ouibiie He BHKOPHCTOBYETE.
11i 3aX0aM CIpUATHMYTh 3aXHCTY HABKOJIMLITHBOTO CEPEJOBHINA.

6. BmicT ynakoBkHu i inma indopmanis

o micTaTe IMVHIH
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INTopomox

e Jlirouoro peyoBHHOW € (hakTop Koaryssuii kposi moaunu IX. 1 diaakoH 3 NOPOMIKOM IS
MPUrOTYBAaHHS PO3YMHY UTS iH'eKLiM MicTHTh HoMiHanbHO 1200 MO dakropa koaryssuii kposi
moauHu 1X.

e | mu posuuny Mictuth npubamsHo 120 MO ¢akropa koarynsuii kposi moauxu 1X, micns
BiIHOBJEHHS 3 10 M1 cTepuTi3oBaHOi BOM 14 iH'€KIIiH.

¢ [HIMMHM iHrpeiEHTaMH € HATPIIO XJIOPH] Ta HATPIlO LUTpAT.

Po3uuHHMK
e  CcTepuiIi30BaHa BOJA AJis iH’eKIiH

SIx IMYHIH Burasjaac i BMicT ynakoBKH

IMYHIH siBnsie co6010 6inmii a60 CBITI0-)KOBTHIA MOPOLIOK [UIsi IPUIOTYBAHHS PO3HUHY U1 iH'€KLIIH.
Ilicns BiZHOBIEHHS 3 PO3UMHHHKOM (CTEPHUIII30BAHOT BOJM U1 IH'EKIIIH) PO3UMH NPO30pHii abo 311erka
MOJIOYHOTO KOJIbOpY (OnanecueHTHHH). SIKIo BUsBieHi TBepi YacTHHKHM a6o 3HebapeienHs abo
NOMyTHiHHS, Oy/b Jlacka, He BAKOPUCTOBYITE Mperapar, ajie 3B'HKITbCA 3 BIILIOM 3

obciyroByBaHHS KII€HTIB KoMmaHiil «bakctepy.

Po3mip ynakorku: | x 1200 MO

Koxna ynakoska mictars: - | dnakon 3 npenaparom IMYHIH 1200 MO
- | ¢nakon 3 10 M1 cTepuI1i30BaHOT BOIH JUIs 1H'€KLIH
- | ronky-nepexinHuk
- | noBiTpompoRigHY ronka
- 1 ronky-dineTp
- | opHOpa3oBy rojky
- | ogHopasoswii wmnpu (10 mr)
- 1 indy3idnuii HaGip

BiacHuk peectpaniiinoro cBionTea Ta BHPOOHHK

BrnacHuk peectpainiifHoro cpigouTsa
3arnoBHIOETLCS HA HALLIOHAJLHOMY piBHI

Bupobuuk

Baxcrep A’
[ngyctpiwtpacce 67
A-1221 Bigens, ABcTpis/
Baxter AG
Industriestrasse 67
A-1221 Vienna, Austria

Homep peecTpaniiinoro cBizonTsa: 3arnoBHIOETECS HA HALlIOHAILHOMY PiBHI

Ileii nikapcbKuii 3aci6 3apeecTpoBanmil B AepaBax-4/ienax €pponeicsKol eKOHOMIYHOT 30HA
M TAKHMH Ha3BAMH:

Ascrpis: Imynin 1200 LE. — Pulver und Lsungsmittel zur Herstellung einer Injektionsldsung
boarapis: Imynin 1200 MO

Yecobka PecrryGutika: Imynin 1200 MO
Ecronis: ImyHiH

Himeyuuna: Imynin 1200 LE :
Itanis: Fixnove 12/
Jlatgis: Imynin 1200 SV pulveris un $kidinatajs injekciju vai infiiziju $kiduma pagatavo3anai
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Jlura: Imynin 1200 TV milteliai ir tirpiklis injeciniam tirpalui
Hinepnanmu: Imynin

Hopsgeris: Imynin 1200 MO

INonpma: Imysin 1200 MO

IMoptyrais: Imynin 1200 MO

Pymynis: Imynin 1200 MO

Cnosayuuna: Imynin 1200 MO

Crnosenis: Imynin 1200 MO

Icnanis: Imynin 1200 MO

Isewis: Imynin 1200 MO

Ieii 1acTOK-BRIAANIN ocTaHHIH pa3 neperasaases 8 MM/PPPP

[3anosnioemuca na nayionansHoMy pieHi]

Hacrynna indopmanis npuznadena TiTbKH 118 daxiBiiB y rajysi oxoponH 350pos's:
JlosyBanHs Ta cnocid 3acTocyBaHHs

JlikyBaHHS MOTPIOGHO PO3MOYMHATH TIiA KOHTPOJIEM JKaps, SKUH Mae JOCBiJL J1iKyBaHHsS reModiii.

ﬂOB!BaHHﬂ

Jlo3yBaHHS i TPUBAICTB 3aMICHOT Teparii 3a1exaTh Bifl CTyreHs HeaoctaTHocTi (hakropa IX,
JoKani3auii # iIHTeHCUBHOCTI KPOBOTEHI, @ TAKOXK KJIHIYHOTO CTaHy XBOPOTO.

KimskicTs oauaume daxropa IX, 1o BBOANTbLES, BUPAKAETHCS B MiXKHAPOAHWX oauHuLaX (MO), axi
noB’ #3afi 3 yuHHMM ctanaaptom BOO3 s npenaparis dakropa IX. Axrusnicts daktopa IX 'y
IU1a3Mi BUPaXKaeThes abo y BIACOTKAX (BIAHOCHO HOPMAIBHOI TIOACHKOT IU1a3MH), 200 B MDKHAPOAHMX
OZIMHMLIX (BIZIHOCHO MiDKHAPOJHOIO CTAHAAPTY [UTs KOoHLeHTpaTis Gaktopa IX B ruiasmi).

Onana Mixkaapoaxa omuauls (MO) aktuBHOCTI (hakTopa IX exBiBaneHTHa kinbkocti akropa IX B
1 M1 HOpMasTBHOT MIOJACHKOT TUTa3MH.

Jlixyeanua npu neobxionocmi

PozpaxyHok noTpidHoi g03u (axropa IX 34iHCHIOEThCS Ha OCHOBI eMIMTiPHYHO BUABJIEHOT 3a1€KHOCTI,
wo | mbknrapoana ogunuusg (MO) dakropa IX Ha | kr macy Ttina 30u1bLye akTUBHICTL (akropa IX B
ruiasMi npudausso Ha 1,1 % HOpMasibHOT aKTUBHOCTI ¥ NalieHTIiB BikoM Bij 12 pokis.

[TorpiGHa 103a BUSHAYAETHCS 32 TAKOK0 (POPMYIIOLO:

IoTpibona KinTbKicTH OAHHANG = Maca Tisa (Kr) X fakane 36iabmenns pakropa IX (%) (MO/am)
x 0,9

KinbkicTs npenapary, 1110 Mae BBOAUTHUCS, | YACTOTA BBEJIEHHS 3aBX/IH MOBHHHI BU3HAYaTUCS

KJIIHIYHOIO e()eKTHBHICTIO Y KOJKHOMY KOHKpeTHOMY Bumnajky. [Ipenapatu daxropa X pijgko

roTpiOHO BBOAMTH OLTBIIE OJJHOTO pa3y Ha JIEHb.

V pasi nosiBA HACTYITHHX €Mi304iB KPOBOTEUI aKTUBHICTE (hakTopa [ X He MOBUHHA OMYCKATHCH HUXKYE

3a/IaHOTO PiBHA aKTHBHOCTI B ruiasmi (y % Bix HopmaneHOTO piBHg ado MO/an) y BianosigHOMY

nepiozi.

HactynHy Tabiumigo MoXHa BUKOPUCTOBYBATH SIK iHCTPYKIIIIO 3 BUOOPY 03K MPU KPOBOTEHAX i
XipypriuyHux ornepanisx:

Ctyninn kpopoTeui/ IMoTpionnii pisentb
THI Xipyprignof daxrTopa IX (v % Big
onepanii HOPMAJILHOIO PiBHSA)

35
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(MO/n)
Kposoreua
Pausiii remaptpos, 20-40 [MosToptoiite indy3iT KoxHI 24 TOAUHA
M’si30Ba KpoBoTe4a abo NpoTSAroM He MeHwe | 106, NoKu He
KpPOBOTEYA B POTOBIi IPUITHHWATRCS KpoBoTeUa (1po 1o Oye
TIOPOKHUHI cBiAuMTH NocsabnenHs 60m0) abo He Oyae
TOCATHYTO 3arOlOBaHHS.
Binsimit remaptpos, 30-60 [Noeroproiite indys3ii koxHi 24 roguHU
M’f30Ba KpoBoTeya abo npoTarom 3-4 qHiB abo Ginbllle, TOKH HE
remaroma Oyme ycyHeHui#t OLTL UM rocTpa
HeI€3]aTHICTb.

3arpossiuBa st KHTTS 60-100 [MorTopioiite indy3ii koxHi 8-24 roaunu,
KpoBOTEYa noku He Gy/e ycyHeHa 3arpo3a U1 JKUTTS.
Xipypriuna onepauis
Masia onepauisi, 30-60 KoxHi 24 roauHu npoTSToM He MeHIre |
BKJIIOYAKOYH BUIATICHHS 100u, noku He Oyze TOCATHYTO
3y0a 3arOIOBaHHS.
Bemuxka onepattis 80-100 IMosroproitre iu’exuii koxHI 8-24 roauHu,

(epest onepanicio i micns | TOKH He Oyzie 10CATHYTO afeksathe

onepaui) 3arOIOBaHHS PaHH, MIC/Is YOTO MOTPIoHO

MPOAOBKYBATH Tepariito He MeH1le 7 ITHIB
JJ1s T ATPUMAaHHS aKkTUBHOCTI (hakTopa IX
Ha pisHi 30-60%.

IIpoginaxmuxa

Jlns oBroTpusanoi mpodilakTHKH KpOBOTEY Y MALIEHTIB 3 TSKKOIO GopMoro remodinii B 3a3puuaii
npu3HAYaTs 1034 Big 20 10 40 MO daxtopy IX /kr macH Tia 3 iHTepBagoM BBEIEHHS Bill 3-X 110

4-x mib.

IHOI, OCOBIMBO MOJIOMM TIAL[IEHTAM, MOXYTh OYTH HEOOXiIHI KOPOTILi iHTEPBAIM MiX BBEICHHAMH

ab0 OLIBII BUCOKI I03H.

V xoni JiKyBaHHS pEKOMEHIYEThCS BU3HAYMTH piBHi (akropa IX B ruia3Mi i BAKOPHCTOBYBATH iX
3HAYEHHS IIPH BH3HAYMEHHI MOTPi6GHOT 1031 | YacTOTH NMOBRTOPHUX 1HQY21i. 3okpema, Yy RUTIAAKY
BEJTMKOI XipypriuHoi onepaii 060B’13k0BO MOTPIOHO TOYHO KOHTPOTIOBATH 3aMiCHY TEpaIiio 3a
JIOTIOMOTOX0 aHasTi3y KoaryJsiuii (akrusHocTi paktopa IX y masmi). Pi3Hi mamieHTH MOXyTh MaTH
pi3Hy Biamosias Ha dakrop IX, gocsraiouu pi3HUX PiBHIB BIAHOBJIEHHS in Vivo i IEMOHCTPYIOUH Pi3Hi

PiBHI HaNiBBUBEICHHSI.

Hutgua nomyndnisg

Ha ocHOBI HasiBHUX KJIIHIYHMX JaHMX PEKOMEHJALiS TO JO3YBAaHHIO IS MeJiaTPHYHMX MAaLli€HTIB,
moxe OyTH 3pobiena s nauieHTie crapime 12 pokis. Y BikoBi# rpymi Big 6 pokis 10 12 pokis HagBHi

KITiHIYHI JaHi He € JOCTATHIMHU [1d 3a0e3nedeHHs peKOMEeHallil 1010 103YBaHHS.

Hebaxani epexrn

OcobiiiBa rpyra naiieHTiB

3acrocysanns npenapaty IMYHIH mociimpkysanocs y meiaTpyyHiit rpymi NamieHTis 3 reModiTiero

B. Besneka Gyna noaibua o0 6e3nexu y qopociux, ski 3actocopysanu IMYHIH. _

3actocysanns nperrapaty IMYHIH gocimipkyBanocs y ABOX CIIOCTEPEKHHX JTOCTIIKE
6 pokiB i manieHTiB Bix 0 1o 64 pokis 3 remodinicio B, pianosiano. besneka y aited 19
noaiGHOIO 10 Ge3neku y aiTei crapine 6 pokiB i JOPOCITHX, Aki 3acTocoByBaau IMYHI
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SUMMARY OF PRODUCT CHARACTERISTICS

1: NAME OF THE MEDICINAL PRODUCT

IMMUNINE 1200 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 1200 IU human coagulation factor
IX.

1 ml of solution of IMMUNINE contains approximately 120 IU/ml human coagulation factor IX, after
reconstitution with 10 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 IU 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) which are
related to the current WHO standard for factor IX products. Factor IX activity in plasma is expregéed
either as a percentage (relative to normal human plasma) or in International Units (relative
international standard for factor IX concentrates in plasma).

One International Unit (TU) of factor IX activity is equivalent to that quantity of fac
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 (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/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 TU/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.
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factor IX, achieving different levels of in vivo recovery and demonstrating different half-lives.

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.
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Thromboembolism, DIC, Fibrinolysis
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

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.

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).

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).

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 1200 IU contains the calculated value of 41 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 reproducnon 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 breast-
feeding is not available. Therefore Factor IX should be used during pregnancy and lactation only 1f

clearly indicated.

The effects of IMMUNINE on fertility have not been established.

A
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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 IX 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 I1X
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  Mpyisseminated Not known
DISORDERS Intravascular
Coagulation
IMMUNE SYSTEM Allergic Reaction Not known
DISORDERS Anaphylactic
Reactions/
Anaphylactoid Rt known
Reactions
Angiodema Not known
Hives Not known
In the presence of
Inhibitors:
Serum Sickness Not known
Hyper'sensnmty Wi ko
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, Not known
Venous Thrombosis,
Arterial Thrombosis,
Cerebral Artery
Thrombosis)
Flushing Not known
RESPIRATORY,
THORACIC AND .
MEDIASTINAL Throat Irritation Uncommon
DISORDERS
Oropharyngeal Pain Uncommon
Cough (dry) Uncommon
Wheezing Not known
Dyspnea Not known
GASTROINTESTINAL | Nausea Not known
DISORDER Vomiting Not known
SKIN AND Rash Uncommon
SUBCUTANEOUS D
TISSUE DISORDERS e Vgeagigon
Urticaria Not known
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MedDRA Standard Adverse Reactions Frequency
System Organ Class
RENAL AND Nephrotic Syndrome' | Not known
URINARY DISORDERS
GENERAL Pyrexia Uncommon
DISORDERS AND : N
ADMINISTRATION | Cils SR
SITE CONDITIONS Burning and stinging at | Not known
infusion site
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.

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 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 roduct Healthca.re
rofesswnals are asked to report an ted adverse reactions via the/nationalireporting system

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 VIl/tissue factor complex in the extrinsic pathway.
Activated factor IX, in combination with activated factor VIII, activates factor X. Activated fawx -~

converts prothrombin into thrombin. Thrombin then converts fibrinogen into fibrin and f':élptrrs-“

! following attempted immune tolerance induction
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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
There is insufficient data to reccommend the use of IMMUNINE in children less than 6 years of age.

5.2 Pharmacokinetic properties

Based on a phase 4 study the mean incremental recovery (IR) of FIX in previously treated patients
(PTPs) 12 years and older (n=27) was 1.1 (£0.27) ranging from 0.6 to 1.7 IU/dL per IU/kg. In the
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 2.91 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. L

11€
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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.
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 1200 IU

1 vial 5 ml Sterilised Water for Injections
1 transfer needle

1 aeration needle

1 filter needle

1 disposable needle

1 disposable syringe (10 ml)

1 infusion set

Pack size: 1 x 1200 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!
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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). Gently agitate or
rotate 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 aeration needle.

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
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IMMUNINE 1200 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

1.  What IMMUNINE is and what it is used for

2. What you need to know before you use IMMUNINE
3 How to use IMMUNINE

4.  Possible side effects

5. How to store IMMUNINE

6.  Contents of the pack and other Information

1. 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).

e 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 clotti
is reduced because the important clotting substance fibrin is degraded.

e if you have a known allergy to heparin or e
you have experienced an abnormal decrease in the number of blood cells involved in forming :
blood clots, which is caused by the administration of heparin (heparin induced P A
thrombocytopenia). A
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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

e & © © ° & & o & & & @

When monitoring is required:
“ Your doctor will test your blood regularly to ensure that the current dosage is adequate and that
your blood receives sufficient factor IX.
° 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

e 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 or remove
viruses

129
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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 1200 IU contains 41 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 according
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.

Use in children {/
There are insufficient data to recommend the use of IMMUNINE in children less than 6 years of g
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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.

e 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.

e If you 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.

e  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.

¢ 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 pulling.
Insert the needle through the rubber stopper of the solvent vial (fig. B and C).

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.

-

figA 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.

o 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.

19L
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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.

- 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

¢ 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

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 the; em listed in Appendix V. [t0 be
ﬁ By reporting side effects you can help pr0v1de more 1nf0rmat10n on the safety

of this medicine.

B 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 these three
months. If you do not need the medicinal product, you must dispose of it after the 3 months have
expired. Do not refrigerate IMMUNINE again.

Do not throw away any medicines via wastewater or household waste. Ask your pharmac1st h"’ow 5 7, SRS
throw away medicines you no longer use. These measures will help to protect the env1r0r1m’ent. i
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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 1200 TU human coagulation factor IX.
1 ml of solution contains approximately 120 TU human coagulation factor IX, when reconstituted
with 10 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 1200 U

Each package contains: - 1 vial IMMUNINE 1200 IU
- 1 vial with 10 ml Sterilised Water for Injections
- 1 transfer needle
- 1 aeration needle
- 1 filter needle
- 1 disposable needle
- 1 disposable syringe (10 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 1200 L.E. — Pulver und Lésungsmittel zur Herstellung einer Injektionsldsung
Bulgaria: Immunine 1200 [U

Czech Republic: Immunine 1200 TU

Estonia: Immunine

Germany: Immunine 1200 IU

Italy: Fixnove e
Latvia: Immunine 1200 SV pulveris un skldlnata_]s injekciju vai infuziju $kiduma pagatavosanm ABIA
Lithuania: Immunine 1200 TV milteliai ir tirpiklis injeciniam tirpalui |
Netherlands: Immunine
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Norway: Immunine 1200 IE
Poland: Immunine 1200 [U
Portugal: Immunine 1200 U
Romania: Immunine 1200 IU
Slovakia: Immunine 1200 [U
Slovenia: Immunine 1200 [U
Spain: Immunine 1200 IU
Sweden: Immunine 1200 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 (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/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 IU/dl) 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) (IU/dl) 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 34 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
was similar to that in children above 6 years and in adults using IMMUNINE. 8




