IHOOPMAIIS npo 3acTocyBanns JikapchbKoro Mo PeectpauniiiHoro noceigyenns 9 3
3aco0y : Ne B p. - 175 o DO
W (16077 [04/0f g4
7 7 7
1. HA3BA JIIKAPCBKOI'O 3ACOBY S 06 A/ F

KIOBII" (KIOBII") 100 mr/mn po3unn st indys3iit
2. AKICHUM TA KIJIBKICHUM CKJIAJ

IMYHOTIOOYTiH Mo1MEN HopMasbHMI (IMyHOTIOGYIIiH /U1 BHYTPIilIHOBEHHOTO BBEICHHA, ckop. "II'BB").
B 1 mn mictuthes:

IMyHOTII00Y1iH TIOIUHI HOpManbHui: 100 Mr

[aucrora — MiniMyM 98% imMyHrmo6yniny G (IgG)]

Onun gakon 3 06'emom 10 Mt MicTuTh: 1 T iMyHOrIOGYITiHY MOMMHE HOPMATLHOTO
OxnnH ¢akoH 3 06'eMoM 25 Mt MicTUTE: 2,5 T IMyHOrOGYTiHY IOAMHE HOPMaTbHOTO
Onmn drakoH 3 06'eMom S0 M MiCTHTB: 5 T iMyHOTTI00Y IiHY JTFOIMHM HOPMAJIBHOTO
Oxnun ¢nakon 3 06'emom 100 Ma MicTuTb: 10 T iMyHOrI06Y1iHY JTHOIMHN HOPMAIBHOTO

Onun ¢uiakon 3 06'emom 200 Ma MicTHTS: 20 T iMyHO7I0GY1iHY JTIOIMHN HOPMATLHOTO
OmnH durakon 3 06'emom 300 Mn micTuth: 30 T iMyHOMI0GY1iHY JTHOAMHI HOPMATEHOTO

Poznoxin ninknacie IgG (mpubinsHi moKa3HUKK):

IgG1 > 56,9%

1gG2 > 26,6%

1gG3 > 3.4%

IgG4 > 1,7%

Maxkcumansuuii BMicT IgA cranoButs 140 MiKporpam Ha OMH MiiTiT.
Burorosseno 3 nia3Mu KpoBi JOHOPIB.

IToBHuit nepenik JONOMIKHUX PEYOBHH IMB. Y pO3aini 6.1,

3. JIKAPCBKA ®OPMA

Posuun nns ingys3iii.
[po3opuii abo Tpoxu onaneciroroumii posuis, Ge3dapeHiii aGo 6:1i10-K0BTOTO KOIEOPY.

4. KJITHUYHI XAPAKTEPUCTUKHU
4.1. Iloxa3aHHs 1J1s1 32CTOCYBAHHSI.

3amMicHa Tepalis y JIOpOCIuX, JiTeil Ta MimiTkiB (Bikom 0-18 pokiB) Mpy TAKHX CTAHAX:

® TEPBUHHI CHHAPOMHM iMyHOAEMIIUTY 3 TOPYIIEHHSM CHHTE3y aHTHTLI (AUB. po3in 4.4);

* rinoramarnoQyninemis i peummuBy GakTepiadbHUX iH(eKUill y NMALi€HTIB 3 XPOHIYHOWO TiM(OLHUTAPHOKO
JeHKeMi€ero, y SIKUX 3aCTOCYBaHHs MPOQiTaKTUYHUX aHTHOIOTUKIB He OyJ10 eeKTHBHMM;

* rinoramarnoOy/iHemis i pelMmuBH GakTepiaibHUX iHQEKIiHl y TAIi€HTIB 3 MHOKHHHOK Mi€IOMOO y
CTabinbHIH (asi, y SKuX iMyHi3allis MHEBMOKOKOBOKO BAKLIMHOIO He 6y/1a e(peKTHBHO;

* rimoramarnoGyniHemis y NauieHTiB Mic/s aloreHHOI TpaHCIUTAHTAL] KPOBOTBOPHMX CTOBOYPOBUX KJITHH
(anri. "haematopoietic stem cell transplantation", ckop. HSCT);

e Bpowkennit CHIJI i penauBy GakTepianbHuX iHQeKIiii.
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IMYHOMOAVIIALIS Y ZOPOCINX. AITSX Ta NiUNTKIB (BikoM 0-18 pokiB) Py TAKUX CTaHAX:

e nepsuHHa iMyHHa TpomGounToneHis (ITIT) y mauieHTiB 3 BHCOKMM PH3MKOM KpoBOTedi abo mepen
OIepaTHBHUM BTPYUYAHHAM 3 METOO KOPeKLi NOKa3HHKa TPOMOOIINTIB;

e cunapom Iiftena-bappe;

e xBOpoOa Kapacaki:

e OaratodokanbHa MOTOpHA HeliponaTtis (BMH).

4.2. Cnocid 3acTOCyBaHHS Ta 103H.

3amicHy Tepamilo HeoOXiJHO PO3MOYMHATH 1 KOHTPOTIOBATH TiA HATJSIOM JiKaps, sSKkuil Mae 10CBin
JiKyBaHHs iMyHOnediuuTy.

031

Jlo3a i cxema JiKyBaHHs 3aj1eKaTh Bijl MOKa3aHb.

ITpu 3amicHill Tepamii Moxke BUHUKHYTH HEOOXiIHICTb BU3HAUEHHS 103 Ha iHIMBIIyalbHill OCHOBI 115
KOJKHOrO OKPEMOro Mali€HTa B 3alekKHOCTi Bil (apMakokiHeTHKM i KiiHiudoro edexrty. Hactymmi cxemn
JiKyBaHHS HaBeJleHl B SIKOCTI 3aralbHOr0 KEPiBHUIITBA.

3amicna mepanis npu nepeUHHUX CUHOPOMAX iMYHOOeiyumy

Cxema JiKyBaHHs NOBMHHA 3a0€3M€UUTH JOCATHEHHs MiHiManbHOro piBHs 1gG (110 BEMIpIOEThCS mepes
HACTYIHOO iH(]Y3i€r0) npuHaiMHi 5-6 1/:1. JIikyBaHHs HeoOXiTHO MPOBOAUTH MPOTATOM TPhOX-LIECTH MiCSLIB A5
JIOCATHEHHs piBHOBaru. PekoMeHnoBaHa II0YaTKoBa 103a cTaHOBUTH 0,4-0,8 /K OAHOPA30BO 3 HACTYIIHMM
npuiiomoM 1moHaiiMente 0,2 1/Kr KOXKHI TPU-4OTUPU THKHI.

Jo3a, mo HeoOXiaHa I NOCATHEHHA MiHIMaJbHOTO piBHs 5-6 /11, cTaHOBUTH MpuOmu3Ho 0,2-0,8 r/kr Ha
Micsnb. IHTepBan Mixk npuiioMaMu npenapary Iicid JOCATHEHHs CTa0iIbHOrO CTaHy KOJMBAETHCA B MeEKax
JianazoHy Bix 3-X 110 4-X TMXKHIB.

IToxa3HMKH MiHIMAJIBHOTO PIBHS CIiJ BUMIPIOBATH i OLIHIOBATH B 3aJIE5KHOCTI BiJl YaCTOTH BHMHMKHEHHS
in¢exuii. J{1s 3MeHIIeHHsS 4acTOTH BUHUKHEHHs iHdeKuil, MoKINBO, TpeGa Gyxe 30iMbIINTH 103y i AOMaraTucs
J0CSTTH O17bII BUCOKUX MiHIMaJIbHUX MOKA3HUKIB.

I'inozamaenobyninemis i peyuoueu bakmepianvHux ingpexyii y nayicnmie 3 XpoHiuHolo nimgpoyumapHoro
NeUKeMIEN0, Y AKUX 3ACMOCY6AHHS NPOGINaKmuuHux anmubiomuxie ne 6yno eexmueHum; 2inocamaznobyninemis i
peyuousu baxmepianvrux iHpexyitl y nayienmie 3 MHOJICUHHOIO MIENOMOIO Y cmabineHil (aszi, y axux imynizayis
NHeEMOKOKOB0I0 6aKYUHOI0 He Oyna egekmusnoio, epoocenuit CHIJJ i peyuousu 6axmepianvrux ingexuyii

PexomeHnnoBaHa 103a ctaHoBUTE 0,2-0,4 I/KT KOKHI 3-4 THXKHI.

T'inoeamaznobyninemia y nayicumis nicns anozenHoi mpancnianmayii KpogomeopHux cmoeoyposux KIimun

Pexomennosana nos3a cranoButh 0,2-0,4 r/kr koxHi 3-4 TmkHi. MiHiManbHI NOKa3HUKHA HeoOXimHO
MiATPUMYBATH Ha PiBHI MOHA 5 /1.

Ilepsunna imynHa mpomooyumonenis

IcHye 1BI anbTepHATUBHI CXEMH JTIKYBaHHSI:
e 0,81 r/kr B nepumii 1eHs, i 110 103y MOXHA TOBTOPHO BBECTH 1€ OJMH Pa3 MPOTATOM 3-X JIHiB;
e 0,4 I/KTr OAEHHO NPOTATOM 2-5 IHIB.

V BUnazaKy pelMAMBY KypcC JIKyBaHHS MOXHA OBTOPHTH.

Cunopowm [itiena-Bappe

0,4 r/xr/nenp npoTarom 5 mHiB.

i




Xeopoba Kasacaxi
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Heo0xiano BBOAMTH 1.6-2 I/KT PO31iNbHUMHU 103aMH HPOTATOM 2-5 IHIB a60 2,0 I/KT 01HOPa30BOI0 103010.
OnHouacHO nanieHT! NOBUHHI NPUIMAaTH aLeTHICATILIOBY KHUCTIOTY.

bazamogoranena momopna neiponamisn (bMH)

[TouatkoBa 103a: 2 I/Kr npoTsroM 2-5 nHiB.
ITinTpumyroua no3a: 1 r/Kr KoxkHi 2-4 TrskHi a60 2 I/Kr KokHi 4-8 THXKHIB.

Pexomenzanii 1mos10 cxemu JTikyBaHHS 3BeleHi HIDKYE Y TaOIHMIIi:

IMoka3zanus

Ho3a

YacToTa BBEICHHH

3amicHa Teparis pu NepBUHHOMY
iMyHOehinmTi

noyvatkosa jo3a: 0,4-0,8 r/kr
nicis uporo: 0,2-0,8 r/kr

KOKHI 3-4 TUKHI J10 JIOCATHEHHS
MiHiManbHOr O piBHs 1gG npuHaiimMHi
5-6 r/n

3amMicHa Tepariisi Npy BTOPUHHOMY 0,2-0.4 r/kr KOJKHI 3-4 TIXKHI J10 TOCSATHEHHS

iMyHOIehinmTi MiHiMaJIbHOTO 1okKasHuka 1gG
npuHaiMHi 5-6 r/n

Bponxenuit CHIJI 0,2-0,4 r/xr KOKHI 3-4 TIKHI

I'inoramarnoGyninemis (< 4 r/n) y 0,2-0,4 r/xr KOKHi 3-4 TYDKHI 10 1OCATHEHHS

ML €HTIB MiCJIS alOreHHoT MiHiMaTbHOrO TIoKa3HuKa [gG nonaz

TPaHCIUIaHTaLli1 KPOBOTBOPHUX Sr/n

CTOBOYPOBHUX KJIITHH

IMyHOMOTY TSI

IlepBuHHa iMyHHa 0.8-1 r/kr B NIEePIINii 1eHb, MOKIIUBO 3

TPOMOOLMTOIEHIsI

Cunnpowm I'iftena-bappe

XBopoba Kapacaxi

bararodokansHa MoTopHa
Heltponaris (BMH)

a60 0,4 r/kr/nenn
0,4 r/xr/nenn
1,6-2 r/kr

abo 2 r/kr

MOYaTKOBA J03a: 2 T/KT
niaTpuMyroya no3a: 1 r/kr
ab6o 2 r/kr

OZIHOPA30BUM MOBTOPOM TIPOTSTOM
3-Xx 1HIB

IpPOTAroM 2-5 1HIB
NIPOTATOM S5 JHIB

PO3NIIBHUMM J103aMHU TIPOTATOM 2-5
JIHIB OJTHOYACHO 3
AleTUIICATILIMIIOBOO KUCIOTOR

OZTHOPA30BO OJIHOYACHO 3
ALEeTUIICATIIIMIIOBOIO KHUCIIOTOIO

IIPOTATOM 2-5 JIHIB
KOXHI 2-4 THxHI
a00 KoskHI 4-8 TUKHIB

Iayienmu neoiampuurnozo npoginio

HosyBaHHs Ui Aitedt Ta miamiTkiB (Bikom 0-18 pokiB) He BiApi3HA€ThCS Bil J03yBaHHS IS JIOPOCITHX,
T03as1K NI03yBaHHA 3@ KOKHUM IOKa3aHHSM MPU3HAYAETHCA 3TiJHO 3 MACO0 Tijla i KOPUTYETHCS B 3aJIeKHOCTI Bi
KIIIHIYHOrO pe3yJ/IbTaTy IUIMHY BUIIE3a3HAYeHUX 3aXBOPIOBAHb.
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Crnoci6 3acToCcYBaHHS

Jl1s BHYTPILIHBOBEHHOTO 3aCTOCYBAHHSI.

IMyHOrnoOyniH J0OAMHM HOPMalbHMI CJ1iA BBOAMTM BHYTPILUIHBOBEHHHM YHMHOM 3 I0YaTKOBOM
WBKAKICTIO 1HGY3iT 0.5 MI/KT Macu Tina Ha roaMHy npotsarom 30 XBWIMH. SIKIIO Taka LIBUAKICTH NEPEHOCUTHCS
no6pe (auB. po3nin 4.4), LBUAKICTH BBEJEHHS MOXKHA NOCTYIOBO MiIBULIYBaTH MakCUMYyM 10 6 MJI/KI Macu Tila
Ha roauHy. Kuiniuni nani, oTpuMani Ha MaJo4MCeNbHill KOropTi Naui€eHTiB, CBim4aTh, IO AOPOCTI MAUiEHTH 3
nepiuHHUM iMyHozedinutoM (IT1J]) MOXyTh Takox NMepeHOCUTH WBMAKICTh iHGY3iT 10 8 M/Kr Macu Tina Ha
roauny. [HdpopmaLio npo 10aaTKOBI 3aX0au Ge3neku AuB. y po3aini 4.4,

Sxwo nepen indysieto npenapat Tpeda pozdasutn, KIOBII™ MoxxHa po3BecTi 5%-M pO34MHOM TIIOKO3H
110 OTpUMaHHs KiHLeBoi koHuenTpauii 50 mr/mi (5% iMmyHorno0yniny). IHCTpyKuUiT 11010 po3BeIeHHs JTiKapChKOro
3aco0y nepes Horo BBeIEHHSM IHUB. Y PO31iii 6.6.

Y BumagKy BUHMKHEHHsS OVAb-SKMX TMOB'SI3aHUX 3 iHQY3ier0 HeGakaHMX SBHIL HEOOXIAHO 3HU3MUTHU
IIBUJIKICTD 1H(Y31i @00 1T MpUIUHKUTH.

4.3. IIpoTunokaszaHHs.

ITinBuiiena 4y TIMBICTh 10 Ait040I peuoBHHN a00 Oyab-AKOI J0NOMIKHOI pe4OBUHH, HAaBEIEHOT Y TepesiKy
B po3mini 6.1.
ITinBumiena 9y TaMBICTh 10 iMyHOTTIO0YTiHIB JIFOANHH, 0COOIMBO Y NALi€HTIB 3 aHTHTiIaMu J10 IgA.

4.4. Oco01MBOCTI 3aCTOCYBAHHSI.

Jesxi Tskki noOiuHi peakuii MOxyTh OyTH NOB'S3aHi 3i wWBHAKicTIO iHQY3il. HeobximHo cyBopo
JOTpUMyBaTHCs WBUAKOCTI iHQY3ii, pexoMenaoBaHol B po3aini 4.2. IIporirom ycworo nepiomy iHdysii HeoOXiaHo
YB@KHO CIIOCTepiraTH 3a MalieHTaMy i peTeNbHO CTEXKUTH 3a MPOSIBAMU Y HUX OYIb-SIKMX CHMIITOMIB.

Hesxi noGiuni peakuii MOXyTh TpAIUIATHCS YacTille, a came:

® Yy BUNAJKYy BUCOKOI IIBUAKOCTI iH]Y3il;

e Y IALI€HTIB, fKi BIepIle OTPUMYIOTh HOPMAJIbHMIT IMYHOTIIOOYIiH JTIOAUHE a0, B PIAKMX BUIAIKAX,

KOJIM 3M1IHCHIOETHCS 3aMiHa OIHOTO TIperapary HOPMalbHOIO iMYHOINIOOYIIHY JIOAMHM iHIIUM TaKUM
npenaparoM, abo y BUNAAKy TPUBAJIOL IEPEPBHU TMics MonepeaHbol iHdys3ii.

[ToTeHUIHMX yCKIIaIHEeHb MOKHA YacTO YHUKHYTH, SKIIO:

— TEepeKoHaTHCs B TOMY, LIO TALIEHTH HE € YyTJIMBMMHU 0 HOPMAIBbHOTO IMYHOTTOOYIHY JIFOIMHH,
BBOJIAYM 3aci0 croyaTky noinbHO (0,5 MIVKT MacH Tina Ha FOIUHY);

— MPOTATrOM yChoro mepiony iHQy3ii yBakHO crocTepiraTé 3a MallieHTAMM 3 METOIO BHSBJIEHHS Y HHX
Oy/b-KHX CUMNTOMiB. 30KpeMma, IUls TOro, 1100 BUSBUTH O3HAKM MOTEHLiiHOT moGiuHoi peakuii,
NPOTATOM Meploi iHdys3ii Ta nepiuoi roauHy nicid Hel HEOOXIIHO YBaXKHO CIIOCTEPITaTH 3a NMalicHTaMH,
SIKUM HOpMaJIbHMI iMYyHOIJIOOYJIiH JIFOAMHU BBOJUTHLCS BOEpILE, 3a TallieHTaMH, sIKUM 3aMiHMJIN 1HIIWI
anprepHaTuBHuii [I'BB M npenapartom aGo y Bunaaky TpuBajoi nepepBH micis NonepeaHsol iHdysii.
3a BciMa iHIIMMM NallieHTaMM Tpeba CrocTepiraTH MPOTAToM IoHaiiMenme 20 XBIINH Micis BBeICHHSA
LILOTO JIIKapCHKOT0 3ac00y.

V pa3si BUHMKHEHHs N0o6i4HOI peakii moTpi6Ho abo 3HM3UTH MWBKUIAKICTS iHDY3ii, a60 ii NPUIHHNTH.
ITorpiGHe niKyBaHHs 3a€KUTh Bil XapakTepy i TSHKKOCTI MOGIYHOT peaKiii.
V pa3si po3BUTKY IIOKY HEOOXiIHO 3aCTOCYBATH CTAHIAPTHY IPOTHUIIOKOBY TEPaIliio.

Jlns Beix nanieHTiB npu BBeneHHi ['BB notpibHo:

® 3MijiCHUTH aZileKBaTHY riaparauiro nepea noyarkom indysii IM'BB;
e KOHTpPOJIIOBATH Jiype3;

®  KOHTPOJIIOBaTHU PiBHI KpeaTHHIHY B CHPOBATLI;

®  CrocTepiraTy 3a iXHiM CTaHOM, 106 BUABUTH O3HAKH i CHMIITOMH TPOMGO3Y;
®  OLIHIOBATH B'A3KiCTh KPOBi y Malli€HTIB 3 PU3MKOM TillepB'13KOCTi;
®  VHMKATH CyIIyTHBOTO 3aCTOCYBaHHS TETIbOBHX AUYPETHKIB.

1iaGeToM, TO PeKOMEHJALII0 IIOA0 BHUKOPUCTAHHSA 5%-HOTO pO3YMHY TJIIOKO3M I
IIEPErTISHY TH.
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TTixByieHa YyTIUBICTh

CripaBxHi peakuii MiIBUIIEHO] Yy TIMBOCTI 3yCTPidalOThCs Piako. BOHM MOXYTh BUHMKHYTH Yy TAlli€HTIB 3
anrutinamu 10 IgA. I'BB He mokazaHuii manieHTaM 3 i301b0BaHUM AedimuroM IgA, sxmo nedimmr IgA € enHnM
HEraTUBHMM UYHHHHMKOM.

3pigka HOpMalbHWI IMYHOTJIOOYNIH TIOOMHM MOXKE CHPUYMHSATH 3HIDKEHHS apTepialbHOrO THCKY 3
aHa()iTaKTUYHOIO peaklli€l0 HaBiTh y NaLi€HTIB, sKi NoOpe NepeHecnu MONepeqHE JIKYBaHHS HOPMAaIbHUM
iMyHOTIOOyNIiHOM TIOVIHU.

TpomboeMmbonis

IcHYIOTH KJiHI9HI CBiZYeHHS IIONO ICHYBaHHS 3B'I3Ky Mix BBelleHHsM II'BB i posBuTkOM
TPOMOOeMOOTIYHNX YCKITaHeHb, TakMX $K iHGApKT Miokapaa, IroCTpe IOpYIIEHHS MO3KOBOTO KpOBOOOIry
(BKJIIOYAIOYM iHCYJIBT), JereHeBa eMOOMis i TPOMOO3 IIIMOOKUX BEH, 110, K BBAXAETHCS, MOB'SI3aHO 3 BiTHOCHUM
I IBHIIEHHSM B'S3KOCTi KPOBi BHACHIZIOK HAIXOKEHHS 3HAYHOI KiJIbKOCTI iIMyHOTJIOOY/1iHY B OpraHi3M Ialli€HTiB
3 MiIBUIIEHNMM pH3MKOM. HeoOXigHO BUSABIATH OOEpexXHiCTh NpM NpHU3HAuYeHHI Ta 3xilicHeHHi indysii I'BB
NarieHTam 3 HaJJUIIKOBOIO Baroio i MmamieHTaM 3 iCHYFOUMMY YWHHUKAMU PU3UKY BUHUKHEHHS TPOMOO3HMX SBUILL
(Takux, sIK aTepOCKIepO3 B aHAMHe31; YMCIIeHHI YUHHUKY PU3UKY CepIeBO-CYAMHHUX 3aXBOPIOBaHb; MMOXWIIHMH BiK;
MOPYILIEHHs CEpPLEBOro BUKUAY; INEPTOHIs; 3aCTOCYBaHHs €CTPOTEHIB; IlyKPOBUii iabeT i CyIMHHI 3aXBOPIOBaHHs
abo TpoMOO3Hi SBWIIA B aHAMHE3i; MaiieHTH 3 HabyTMMHM abo yCNaaKOBaHWUMHU TPOMOODITIYHMMHU po3nanamMu;
rinepkoarymsuiiiHi TMOpYIIEHHS; TAli€eHTH 3 TPUBAIUM IepiofoM iMMoOimi3awii; mMamieHTH 3 THKKUM
TilOBOJIEMIYHMM [IOKOM; HAI[EHTH 13 3aXBOPIOBAHHAMM, IO TiIBUILYIOTH B'SI3KiCTh KPOBI; MAIi€HTH 3 HOCTiHHUMMU
KaTeTepaMH i MalieHTH, SKUM iHDY3is 30IHCHIOETECS Y BEJTUKUX 033X i 3 BUCOKOIO MIBUAKICTIO).

V nanienTis, ski npoxonsate II'BB Tepamito, MOXe BUHMKATU TinepnpoTeiHeMisd, MiABUILEHHS B'A3KOCTi
CHPOBATKH KPOBi Ta HACTyIHA BiTHOCHA NceBorinonaTpieMis. Ile Tpe6a BpaxoByBaTH JlikapsaM, OCKLIBKH II0YaTOK
JiKYBaHHS CTIPaBXHBOI riMoHATpieMii (TO6TO 0OMexeHHs BXUBaHHS BOJIH, BIIHOI Bi/l CUPOBATKY HATPIIO) Y TAKUX
TMAIIEHTIB MOXe TIPU3BECTH IO MOJAJBINOro 3pOCTAHHS B'I3KOCTi CHPOBATKHM KPOBi Ta MOXIIMBOI CXMIJIBHOCTI 10
TpOoMOOEeMOOITIYHUX YCKIIaTHEHb.

TMamiedtaM 3 pu3MKOM TpoMboemOomigHMX MobiyHMX peakniit mpenapatu II'BB HeoOxinmHO BBOAWTH 3
MiHIMaJIBHO MOKJIMBOFO IIBUIKICTIO T2 Y MiHIMAJTBHO MOXJIMBUX J103aX.

I'ocTpa HUPKOBa HEOCTATHICTh

TToBimoMIsIOCS TIPO BUTIAKK FOCTPOi HUPKOBOI HEJOCTATHOCTI Y MAILi€HTIB, SKi IPOXOIMIM JiKyBaHHS i3
3acrocyBanHsM II'BB. i Bumamku BKITFOYAOTH TOCTPY HUPKOBY HENOCTATHICTh, TOCTPUM TYOYNApHUM HEKpO3,
IPOKCHMANTBHY TyOYJISpHY He(pomaTiro Ta OCMOTHYHKHE Hedpo3. V GiburocTi BUNAIKiB Oy BU3HAYEHI YAHHUKH
PU3KKY, Taki fK iCHyrOYa HUPKOBa HEHOCTATHICTh, IyKPOBUl IiabeT, TiroBoJeMis, HaJIMIIKOBA Bara, OHOYACHE
BXKHBaHHS JTIKApChKMX 3aco0iB He(poTOKCHMYHOI [ii, Bik MOHax 65 pOKiB, CENCHUC, TiNepB'sA3KicTe abo
napanpoTeiHeMis.

VY BUNagKy HUPKOBOI HETOCTATHOCTI CJi PO3TJISIHYTH JOLIJMbHICTh TPHUIMHEHHS JIIKyBaHHS i3
3actocyBaHHsM I[I'BB. Xowa mi Bumangky nopymleHHS (yHKLIIT HMPOK i TocTpoi HUPKOBOI HENOCTATHOCTI
TIOB'SI3yBaJIMCS 3 TpUoMOM GaraTbox JiileH30BaHUX npernapaTiB [['BB, mo MicTuim pi3Hi 1OMOMiXHI PeYOBHHH,
Taki sK IyKpo3a, TJIF0K03a i MabTo3a, 9acTKa THX TIperapaTiB, o B SKOCTi cTabinizaTopa MicTiM Iykpo3y, Oyia
3aBEJNUKOI0 y TIOPIiBHSHHI 3 PEINTON MpenapatiB. [l JIiKyBaHHS NAIli€HTIB 3 MiJBUINCHAM PH3UKOM MOXHA
PO3TIISHYTH MOXJIHBICTh 3acTOCYBaHHS THX IpenapaTi [I'BB, mo He MicTsTh 3a3Ha4Y€HHMX JOIOMDKHUX PEYOBHH.
KIOBII" HE MiCTUTh LyKpO3y, MAJIBTO3y 200 IIIIOKO3Y.

IamieHTaM 3 PU3MKOM PO3BUTKY TOCTpOi HUPKOBOI HenocTaTHOCTi mpenapaty I'BB cnig BBOmuTH 3
MiHIMaJIBHO MO>XJIMBOIO IIBUIKICTIO T Y MiHIMaJIbHO MOKJIMBHX J03aX.

CuHIpOM rocTporo nocrrpascdysiiioro ymkomxenus neress (CITTVIT)

[NoBimomunsyiocs  TPO  BUNAAKM  HEKap[iOreHHoro  HaOpsKy  JiereHb  (CHHApPOMY  TOCTpPOTO
nocTrpadcysiiHoro yukomkenns jerens, ckop. "CITIVIIT", aurn. ckop. "TRALI") y mauieHTiB, ki mpoXoxwm
JikyBaHHS i3 3actocyBaHHsM [I'BB (Bxmogaroun KIOBIT).
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CHHIIpOM acenTuyHoro MeHinrity (CAM)

[loBioMIIslIOCs PO BMNAAKU PO3BUTKY CHHAPOMY aCENTHYHOTO MEHIHTITY, MOB'S3aHi i3 3aCTOCYBaHHAM
II'BB. Tlpununenns sactocysanns 1I'BB npussoauio 1o pemicii CAM npoTsrom nekinbkox IHiB 6e3 yCKIanHeHs.
3a3BuYail CHHAPOM PO3BMBAETHCS NPOTArOM Nepioy Bij AeKiIbKOX FOIMH 10 JABOX JHIB Micis 3actocysanns II'BB.
Pesynbrati 10cniakeHb CIMHHOMO3KOBOI PiIMHU 4acTO € NO3UTHBHUMH 3 TOKA3HMUKOM II€OLHTO3Y 10 KilbKOX
TMCSY KJITHH Ha MM®, TIEPeBaKHO PaHYIOLMTAPHOTO PAdY, i 3 MiABMIIEHHSM PiBHIB GilKiB 10 KiJTBKOX COTEHb
mr/a1. CAM MosKe BUHMKATH YacTille Y 3B'SI3Ky 3 J1iKyBaHHSIM BUCOKMMM n03amu (2 1/kr) II'BB.

Hani wono 3acrocysanns KIOBIIT nporsrom mniciaspeecTpauifiHoro mnepiogy cBiz4ath Npo BiACYTHiCTH
4itkoi kopessauii Mizk CAM Ta BucokuMu 103amu npemnapaty. Ilomupenicts CAM cepen kiHOk Gyi1a GibLIor0.

[eMoniTUYHA aHEMis

Ilpenapatu II'BB MoXyTh MicTHTH aHTMTIiNA Ipyn KpoBi, IO 31aTHI JiATH K TEMOJI3HHM Ta iHIyKyBaTH
TIOKPUTTS] €PUTPOLIUTIB IMYyHOTI00YIIHOM in Vivo, CIIPUYMHSIOUM PO3BUTOK MO3UTHBHOI MPAMOT aHTHITI00Y1iHOBOT
peakuii (tect KymGca) Ta, 3pinka, remonis. 'eMomiTH4Ha aHeMis Moxke po3BMBaTHCsA Ticns mikysaxas 1I'BB
BHACIII/IOK TIOCHJIEHOT CeKBecTpallii uepBoHMX KpoB'sHuX Tineub (YKT). 3a mauientamu, sixi orpumytots 1I'BB,
HeoOXiNHO crocTepiraTi 1715 BUSBIGHHS Y HUX KJIiHIYHHX O3HaK i CHMITOMIB remonisy (IuB. posain 4.8).

[TepemkomkanHs CEDOJ'IOFi'-lHOMV JIOCTIJKEHHIO

[icns indysii iMmyHOrnOGy TiHy TMMYacoBe IMiABHMILEHHSA B KPOBI Malli€HTa PiBHA Pi3HOMAHITHUX aHTHUTLI,
10 MepelaloThCsl NACHBHUM IUIIXOM, MOJKE MPU3BOAUTH JO OTPUMAHHA OMAHIMBHMX MO3UTHBHUX pE3yIIbTaTiB
CEepOoJIOriuyHOr0 AOCIIIKEHHS.

ITacuBHa mepenadya aHTUTLI 10 ePUTPOLMTAPHMX aHTHUTEHIB, Takux sk A, B, D, Moxke 3aBaxaru
3IIMCHEHHIO IESKMX CEPOJIOTiYHUX JOCTiKeHb Ha aHTUTI/IA 10 YePBOHMX KPOB'SHUX TiJlellh, HATIPUKIIA PSIMOTO
anturnodymninosoro tecty (ITAT, npsamuii Tect Kymoca).

Beenenns KIOBII' Moske NpM3BOIMTU 10 OTPUMAHHA XHOHMX IO3MTHBHMX DPE3YJbTAaTiB TeCTiB, 10
OCHOBaHI Ha BHsiBJIeHHI Gera-D-rimokaHiB 114 NiarHOCTHKHM rpuOKOBUX iH(ekuiit. Takuil epeKkT Moxke TpUBATH
NPOTATOM TISKHIB Imicist iHGy3ii mpemapary.

30VIHUKY iHDEeKIii

KIOBIT" BurotosnsieTbess 3 mnasmMu KpoBi moamuu. CTaHIapTHI 3aX0aM Ul 3anobiraHHs mnepejaui
iHQeKUil npy 3acTocyBaHHi JiKapchkyX 3aco0iB, BUTOTOBJIGHMX 3 KPOBI aG0 ML1a3MH JIIOIMHMU, BKIIOYAOTh BiAOip
JOHOPIB, CKPMHIHI iHAMBilyaJbHMX MOpIil JOHOPCHKOrO Marepiany i myiiB riasMu Ha creundiuni Mapkepu
iHeKUil, a TaKoX BKMBAHHA B XOAi BHPOGHMLTBA TakKMX e(EKTUBHMX 3aXOMiB, IIO CHpPSMOBAHi Ha
iHaKTHBaLil0/BUaaNeR s Bipycis. Hespaxaloun Ha Iie, He MOXHA IOBHICTIO BHKTIOUMTHM MOXJIMBICTH IMepeiadi
30yIHAKIB iH(eKUili npy BBeleHH] iKapChKUX 3ac00iB, 110 BUTOTOBIEHI 3 KpoBi a60 miuasmu moanau. Lle Takox
CTOCYEThCS i HEeBIIOMUX ab0 HOBUX BipYCIB Ta iHIIMX IaTOI€HHUX YMHHUKIB.

EdexTUBHIMH BBaKalOThCs 3aX0IHM, IO 3aCTOCOBYIOTLCS [UISl BipyCiR B 0601I0HI, Takux sk BIJL renatut
B ra renarur C, a Takox 1714 BipyciB 6e3 06010HKH] — Bipycy renatury A Ta napsosipycy B19.

IcHytoTh OGHaZiM/IMBI pe3y/IbTaTH KIiHIYHOrO IOCBiXYy CTOCOBHO BiACYTHOCTI Mepenadi rematury A aGo
napBoBipycy B19 i3 imyHornoGyninamu i, KpiM TOro, BBaXKaeThes, IO BaKIUBY poib y 3abesnedeHHi BipycHol
Gesnexu ImpenapartiB BiirparoTh NPUCYTHI B HUX aHTHUTINA.

Koxworo pasy npu Beeaenni npenapary KIOBOI' naiieHTy HamonerianBo peKOMEHIYEThCs PeeCTpyBaTH
Ha3By 1 HOMep cepii 3aCTOCOBAHOIO Tpemapaty 3 MeTOl 30epexkeHHs iHGOpMaLii WO0 3B'S3KY KOHKPETHOrO
Talli€eHTa i3 IpenapaToM KOHKPeTHOT cepii.
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[TamienTy neaiaTpuyHoro npodiato

XapaKTepHOro A/ Nali€HTiB NeliaTpu4HOro mpodilio PU3MKY BUHMKHEHHS OyIb-AKHX 3raJaHiX BHILE
noGiYHUX peakuiit Hemae. IlallicHTH TemiaTPUYHOrO MPOQiMO MOKYTH OYTH GiNbIl YpasIMBUME 10 PO3BUTKY
00'eMHOr0 nepeBaHTakeHHs (IHB. PO31in 4.9).

4.5. B3aemonisi 3 iHINMMH JTiKapCLKUMH 32c00aMH Ta iHIII BHAH B3aEMOi.

Baxyunu 3 ocusux ocnabnenux gipycie

BBenenHs iMyHornoOyniny Moske 3HM3NTH e(eKTHBHICTb BaKUMH 3 KMBHUX OC/IabIeHHX BIpYCiB, TaKuX K
Kip, KpacHyXa, eMifleMiuHyii IapoTHT i BiTpsiHa BicTia, Ha Mepioj Bia MoHaiiMeHIe 6 THXHIB 10 3 Micsuis. ITicas
3aCTOCYBAaHHA LBOTO JIKAapChKOro 3acody HeoOXinmHO 3a0esmednTH iHTepBan y 3 Mmicsui mepen 3nilicHeHHsM
LICTUIEHHA BAKUMHAMU 3 KUBUX OcableHux BipyciB. Y BUNAAKY KOpi Takuii HeraTuBHuli edekT Moske 36epiraTucs
NPOTArOM Mepioay 10 0aHOoro poky. Came TOMy y Mali€HTiB, sKi OTPUMYIOTb BaKUMHY KOpY, HEOOXIZHO
371iHCHIOBATH JOCTIKEHHS Ha aHTHUTIJA.

Possenennst KIOBOI™ 5%-HUM PO3YMHOM TIIOKO3M MO3Ke MPU3BOIMTH 10 MiJBUINEHHS PIiBHIB [IIFOKO3M y
KPOBI.

[NaieHTy negiaTpuyHoro npodiaro

Hageneni Bunankm B3aeMoii CTOCYIOTECS SK AOPOCIHUX, TaK i JiTeil.
4.6. ®epTHIBHICTD, BATITHICTH Ta FOAYBAHHS TPYATIO.

BaritHicth

besneka 1p0ro sikapchkoro 3acoly Npu #Oro 3acToCyBaHHI BAariTHUMH KiHKaMM He Gylia BCTAHOBJIEHA Yy
KOHTPOJIbOBAHHX KJIIHIYHUX JOCIIIKEHHSX, BHACIIIOK YOro Y BariTHHX KiHOK i KIHOK, SKi FOyl0Th I'PYUIIO, HOT0
MOZKHa 3aCTOCOBYBATH JIMIIE 3 00EPEKHICTIO. Byno BUsABIEHO, 0 npenapatn I'BB npoHyKaoTh yepes MIaeHTy,
NPUYOMY OCOOIMBO aKTMBHO — IIPOTATOM TPETHOrO CEMEeCTpy BariTHocTi. J[OCBia KiiHiYHOTO 3aCTOCYBAaHHSA
IMYHOTIOOYiHIB CBIMYATH TIPO BiACYTHICTB iXHBOI IWIKiAMMBOI mii Ha TepeGir BariTHOCTi, Ha mwiin a6o Ha
HOBOHAPOIKEHOTO. :

[onyBaHHS MPYIUIIO

IMyHOrIOOYTiHM  BUAINSIOTBCS 3 MONOKOM 1 31aTHi CHIpUATHM  3aXHCTY HOBOHAPOJ)KEHOI0  Bij
XBOPOOOTBOPHHX OPraHi3MiB, IO NPOHHUKAIOTh B OPraHi3M Yepe3 CIIM30BY 0G0JIOHKY SK BXiAHi BOpoTa iH(eKLii.

DepTUbHICTh

JloCBII KIIHIYHOTO 3aCTOCYBAaHHS iMyHOIJIOGYINIHIB CBIAYMTL NPO BiICYTHICTH IXHBOTO LIKiITMBOTO
BIIJIUBY Ha ()epTUIILHICTb.

4.7. 3naTHICTH BILIMBATH HA IBHIKICTH peakuii Npn KepyBaHHI aBTOTPaHCNOPTOM a00 po6oTi 3 iIHIIUMH
MexaHi3MaMH.

31aTHICTE KepyBaTH aBTOTPAHCIIOPTOM ab0 MpAIOBATH 3 iHIIMMH MEXaHi3MaMH MoskKe TOTIpIIYBaTHCS
BHACIIIZIOK BILIMBY NEAKHX MOGIYHMX peakiili, 110 BUKIMKaHI 3acTocyBaHHSAM npemapaty KIOBIT. IMauienTn, y

AKUX BUHMKaIOTh MOOIYHI peakiii NpoTArom JikyBaHHS, NOBHHHI 3a4eKaTy A0 3HUKHEHHs TakKiX peakiiii, nepen
THM SIK KEpYBaTH aBTOTPAaHCIIOPTOM ab0 MpaLoBaTH 3 IHIIMMM MeXaHi3MaMH.

4.8. I1obiuni edexTH.

Pesrome npodinto 6e3nexu

Yac Bix yacy MOXyTh BUHHKATH Taki HOGIYHI peakii, Ak OCTy/a, TONOBHMI Gilb, 3allaMOpPOYEHHs, XKap,
GmioBaHHs, aJleprivHi peakuii, Hy0Ta, apTparis, HU3bKUIi apTepiaTbHMii THCK | TOMipHIH 6ilb Y J10IIEPEKY.

3piaka HOpMalbHi iMYHOTJIOOYJIIHH JIIOXMHM MOXYTb CHPMYMHATH DAaINTOBE SHIDKeH apTepialbHOro
THCKY i, B OKDEMHMX BUNAjKaX, aHahinaKTHYHMUII IIOK, HABITH SKIIO MPH TOMEePeIHbOM BBe i
CIIOCTEPIranocs peakiliii niABUIEeHOT Yy TIMBOCTI.
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Ilpu 3acToCyBaHHI HOPMalbHOIO IMYHOTJIOOYIHY JIOAMHM CIIOCTEPIrajyucs BHIAOKU aCernTHYHOIo
MEHIHTITY 000pPOTHOI MPUPONH 1 PilKi BUNAIKK TMMYACOBUX MIKIPHUX peakuiil. Y NalieHTiB, 0COGIMBO 3 IPYIIOD
kpoBi A, B ta AB, crocrepiramics o60poTHi remMoniTHYHI peakuil. 3piaka Mmicns NiKyBaHHS BMCOKHMMM J03aMH
II'BB Moze po3BHHYTHCA FreMOJTiTHYHA aHeMis, 1110 BUMarae nepenBaHHs KPoBi (IMB. TAKOXK po3ain 4.4).

Crocrepiranocs nmiaByULIEHHs PiBHs KpeaTHHIHY B CUPOBATL KPOBi Ta/abo rocTpa HUPKOBA HEOCTATHICTh.

Hyzxe pinko: Tpomboembotiuni peaxuii, Taki Ak iHpapKT Miokapaa, iHCY/IbT, JereHeBa eM607is i TpoM603
rIOOKMX BEH.

IMepenik no6iYHUX peaxiiil V BUriaai Tabauii

Hageneni nuxye Tabmuui MicTaTh inpopMaLio 3rilHO 3 KIacaMy CUCTEM Ta oprasis (ckopoueno "KCO")
3a knacugikauiero MedDRA (i3 3acTocyBaHHAM TEepMiHIB MepeBakKHOTO BUKOPMUCTaHHs). Y Tabmuii | HaBeneHi
noOivHi peakuii, mo OymM 3apeecTpoBaHi y KIiHIYHMX BHIPOGYBAHHAX, a y TaboMIi 2 — HPOTATOM
nicaspeecTpaliifHoro mepiomy.

Hacrora BunazakiB nobGiyHMX peakiiil knacudikyBanacs 3a TaKUM NPUHLMIIOM: ayxke yacto (>1/10), yacto
(Bix >1/100 mo <1/10), mewacto (Bia >1/1000 mo <1/100), pimko (Bim >1/10000 no <1/1000), myxke pimko
(<1/10000), yacToTa HeBioMa (TOGTO Ha OCHOBI HASIBHMX JAAHUX YaCTOTY OLIHUTH HEMOXKIIHBO).

B Meskax KokHOI kaTeropii 4yacToTy nodiuHi peakuil NpeacTaBieHi y MOpsaKy 3HUKEHHS 1X TAKKOCTI.

Tabuanus 1
Yactora nodiunnx peakuiii (ITP) y kuiniunnx sunpodysannsix KIOBIT
Kaac cuctem Ta
A P IToGiyna peakuis Yacrtora
Kjaacudikauicro
MedDRA
Indexuil Ta iHBa3il bpouxiT, puOdapuHriT 4acTo
XpOHIYHUH CHHYCHT, MiKO3, IH(eKLLi, iﬂgexui;{ HUPOK, CHHYCHT, HEeYacTo
iH(exuis BepXHIX AUXaJbHUX LULIXIB, iHQEKIIisA ceuoBUX MIIAXIB,
GakTepiasibHa iH(EKIis ce90BMX MIISAXiB, aCENTHYHUI MEHIHTIT
Posnanu 3 Ooky AneMmis, 1iM$oaaeHonaTis 4acTo
CHCTEMU KpOBI Ta
niMpaTraHOl
CUCTEMU
Posznann 3 Goky Peaxuii niziBUILEHOT Yy TIMBOCTI, aHaIIaKTHYHA peaKLiia HEYacTo
IMYHHOI CUCTEeMH
Posnanu 3 60Ky Poznaan mmroBuaHol 3a103u HEYyacTo
eHIOKPUHHOT
CHCTeMHI
Ilopywenns SHIKEHUH aneTUT 4acTo
MeTabo1i3My i
TpPaBJIEHHS
IlcuxiaTpuyni besconns, TpuBora 4acTo
po3nanu
[ToApa3IuBICTh HEe4yacTo
Po3znanu 3 Goky ["o10BHMI1 01116 JIyK€ 4acTo
HEPBOBOI CHCTEMU 3anaMoOpOYeHHs, MirpeHb, TapecTesis, rinecresis 4acTo
AMHe31s, 1M3apTpis, MOPYIIEHHsA CMAaKOBHX BIIYYTTIB, IOPYIIEHHS HEeyacTo
PIBHOBAr, TPEMOP
Po3nanm 3 6oky KoH'lToHKTHBIT 4acTo
OpraHiB 30py
bigb B oyax, HaOpsik oveit HEYyacTo
Posnanu 3 6oky Byxa | Bepruro, pinnHa y cepeHbOMY BYCI HEe4acTo
Ta JabipuHTY
CeplLieBi po3iaau Taxikapais 4acTo
CynuHHI po3iaan I'inepToHis JIY’K€ 4acTo
[Ipunausu 4acTo
XOJIOJIHICTh KIHIIBOK, (h1ediT HeyacTo
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Ta6mus 1

Yacrora nodiunux peakuiii (ITP) y kainiunnx BunpodyBannsix npenapaty KIOBIT

Kanac cucrem ta
oprasis 3a

Kkaacubikamicio IToOiyHa peakuisi YacroTa
MedDRA
Posnanu 3 6oky Kammens, punopesl, acTma, 3aki1aaeHiCTb Hoca, OpopapuHreanbHuii 611b, | 4acTo
pecripaTopHol 3a7M1IKa
CHCTEMH, OpraHiB
rpyneit i
CepelloCTiHH
OpodapuHreanbHuii HaOPsIK HEYacTo
HlnynkoBo-kuwkoBi | Hyznora JTy7Ke 4acTo
posnanu
Jiapesi, OmoBanHs, O11b Y KMBOTI, AUCHENCIs 4acTo
3/1yTTs JKMBOTA HEYacTo
Posnanu 3 6oky Bucunanns JIy’Ke 4acTo
LIKipU Ta NiAWKIpHOT
TKaHMHA
TpaBma 1kipu, cBepOIX, KPOIHB'sTHKA, J€PMATUT, epUTEMa 4acTo
AHTI0HEBPOTHYHMHA HaOPsAK, FOCTPa KPONUB'SHKA, XOJIOJHUI T, peaklis | He4acTo
CBITJIOYYTINBOCTI, HIYHA ITJIMBICTb, [iNEPriapo3
I‘Iopymemm 3 OOKY bink y crmi, apTpanris, OUTb y KIHLIBKaX, MIalris, M'sI30B1 CIa3Mu, 4acTo
KiCTKOBO-M'SI30BOT M'S130Ba CI1a0KiCTh
CUCTEMH 1 CIIOTYYHOT
TKaHUHH
M's130B€ TOCMUKYBaHHSI HEYyacTo
IlopytieHHs 3 60Ky Iporeinypis HEYacTo
HUPOK i
CEYOBHBIIHMX
LIISIXIB
3aranpHi posaan Ta | Peakuil y MiCLi BBeZIeHHs (HalpyKIIal OLIb/ HaOPAK/peaKilis/CBepoIK y JIy’Ke 4acTo
YpakeHHs B Micli Mmicui iH¢y3ii), mipekcisi, BToMa
BBEJICHHS
Ocryna, HaOpsiK, rpUNoNoAiOHI CTaHu, JTUCKOMMOPT y TpyIsX, OLb y 4acTo
TPYIsIX, ACTeHIsl, He3y)KaHHs, M'A30Ba PUTiIHICTh
31aBNIHICT B IPYSX. BUIYYTTS Kapy, BUIYYTTA N€YiHHA, HAOPSK HeyacTo
JlabopaTopHi IiByiuenmii piBeHb X01€CTepPHHY B KPOBI, NBUILEHNIT piBeHb HEeyacTo
JIOCTI JDKEHHS KpeaTHHiHy B KPOBi, TiIBUILEHNII PIBEHb CEYOBMHM B KPOBI, 3HILKEHI1H
pIBEHb JIEHKOLMTIB y KPOBI, MiZABUIIEHUN piBEeHB
anaHiHaMiHOTpaHc(epasy, 3HIKeHe TeMaTOKPHTHE YICIIO, 3HIKEHMIt
pI1BEHb EPUTPOLMTIB Y KPOBI, MiABUIIEHA YACTOTA JUXAHHS
Tabauus 2
IToGiuni peakuii (ITP), 3apeecTpoBaHi NpoTSAroM micJasipeecTpauiiinoro nepioay
Kaac cucrem Ta
opramis 3a . 2
KaacHikamicro IToGiyna peakuis Yacrora
MedDRA
Posnanu 3 6oky I'emomni3 Hesinomo
CHCTEMH KpOBI Ta
TiMpaTHIHOT
CUCTEMH
Poznanu 3 Ooky AHapUIaKTHIHHI 10K Hesinomo
IMYHHOT CHCTEMH
Po3nanu 3 6oky Tpansurophuii imeMi4HUI Hanaj, rOCTpe MOPYIIEHHS MO3KOBOTO Heginomo
HEPBOBOI CHCTEMH KPOBOODITY
Cepl1ieBi po3naau [HhapKT MIOKapay Hegigomo
CynunH1 po3jiagu ['inoToHis, TpoMO03 rIMOOKKUX BEH Hegsinomo
Poznanu 3 6oky Jlerenera eM0ouisi, HaOPSIK JiereHb Heginomo
pecmnipaTopHoi
CHCTEMH, OpPraHiB
rpyzeit i
CepeNOCTiHHA
JlabopatopHi [osuTrBHMI pe3ysbTaT IpsAMOro TecTy Kym0Oca, 3HIKEHE HaCHIeHHS Heginomo
JOCTIJKEHHS KHCHEM
Tpasmu, otpyenns ta | CHHAPOM rOCTPOro MOCTTpaHCPy3iHHOTrO YIIKOIKEHHS JIereHb
YCKJIaJIHEHHS
BHACJIiZIOK
IIPOBEIEHHS

[poneaypHu BBEICHHS
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Onuc oxpeMux NOGIYHUX peakuiil

M'g30Be TOCMUKYBaHHS i clabKiCTh CIIOCTEpiraincs JIMnIe y namienTis 3 BMH.

INamienTy negiaTpuyHOro Npodino

YacroTa, TN i TAKKICTE MOOIYHNX peakuiil y AiTel — Taki k, 9K 1 Y JOPOCIIHX.

IoBinoMJIEHHS IIPO TiI03PFOBaHI OGIYHI peakitii

Bax;11BO MOBIZOMIISATH TIPO MiZO3pPIOBaHi MOGIUHI peakiii, MO CHOCTEPIratoThCs MPOTATOM Mepioay Micis
peecTpallii nikapcbkoro 3acoby. Lle 103BoIsSE IPONOBKYBATH CIIOCTEPIraTH 3a CMiBBiAHOIIEHHAM MiX KOPUCTIO Ta
PU3UKOM BiJl 3aCTOCYBaHHS JikapChkoro 3acoby. DaxiBliB y cdepi OXOPOHH 3A0POB'S MPOCSTH MOBIIOMISTH TPO
Oynp-siKi Mi103proBaHi NOGIYHI peakuii yepe3 HAL[iOHABHY CHCTEMY TTOBiTOMIICHHS.

IHpopmaLiro cTocoBHO Ge3neky B KOHTEKCTi 3arpo3u Bil 30yIHUKIB iHdekuilt nuB. y posnini 4.4.

4.9. Ilepeno3yBannsi.
Ilepeno3yBaHHs MOKe PU3BOMUTH 0 HEPEHACHYEHOCT] PiIMHOIO Ta TiNepB's3KOCTi, 0COGIMBO y MALiEHTIB
3 TIBUIEHUM PU3UKOM, BKITFOUAOUH MAI€HTiB TTOXWIOTO BiKy abo MaLieHTiB 3 MOpyIMeHHAM (yHKIIT cepris abo

HUPOK.

INamienTH negiaTpuuHoro npodimo

Oco611Bo ypasmmBUME 10 06'eMHOTO NepeBaHTaXeHHS MOXKYTh OYTH MOJIOALII JiTH — BiKOM JI0 5 POKIB.
Bracnizok 1poro, 03y s mauieHTiB miel koroptw TpeGa po3paxoByBaTH OCOGIMBO peTensHO. Kpim TorO,
OCOOJIMBO BHMCOKMM € PHM3UK y ZiTel i3 cuHmpomoM KaBacaki BHACIIZOK HAsIBHOCTI OCHOBHOI MATONOTIi —
TIOPYIIEHOI CepueBOi (PyHKILi, y 3B'I3Ky 3 YMM y TakMX BUITa[KaX JO3Y i LIBHIKICTh BBEIEHHS Ipenapaty Tpeba
peTenbHO KOHTPOJIFOBATH.

5. PAPMAKOJIOI'TYHI BJACTUBOCTI
5.1. ®apmaxonuHaMika.

dapmakoTepaneBTM4Ha Tpyna. IMyHHa cupoBaTka Ta iMyHOINIOOYJIiHM: iMyHOTNOOYTiHM JIOIAWHH
HOpMaJlbHi, 151 BHYTPilIHLOBEHHOTO BBeneHHs. Kox ATX: JO6BAO?2.

IMyHOTOOY1iH JIOAUHM HOPMAJBHUN MICTHTh, FONOBHUM 4MHOM, iMyHOrnoOynin G (IgG) 3 mmpokum
CIIEKTPOM AHTHUTIJI 10 30y JHUKIB iH(EKIii.

Hopmanbhuii iMyHOrnoGynin monusn Mictuth antutina IgG, mo npucyTHi B opradismi Ginmbliocti
30pOBVX JoJied. 3a3BUyail BiH BUTOTOBIAETHCS 3 NyJTy MJIa3MM, OTPHMAaHOrO He MeHW Hix Bix 1000 mopmiit
AoHoperkoi kpoBi. Posmoxin minkmacis iMynornoGyniny G 36iraeTses 3 TakMM po3TOIIIOM y MPUPOHiil murasmi
KpOBi JOAWHM. Biamomimmi mo3m mporo jikapchkoro 3acofy 31aTHi TMiJABMIIATH AHOMANBHO HU3BKHM BMicT
iMyHOTI00y1iHY G 10 HOPMAIBHOTO PiBHSI.

Mexanism 1ii 1mpy moOKa3aHHSX, 33 BHK/IIOYEHHSM 3aMiCHOi Teparmii, BHUBUEHMIl He TOBHICTIO, aje
nependagae iMyHOMOIYISTOPHY [it0.

IManienTH mexiaTpUYHOro mpodiso

Teopetnunux a6o pakTHaHyX BiaMiHHOCTEH Jii iIMyHOTIOOYIIHIB y AiTeH Ta IOPOCITMX HEMaE.
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5.2. ®apmMaKoKiHeTHKA.

[Ticis BHYTPIIIHLOBEHHOTO BBEJIEHHS HOpPMallbHUI IMYHOIZIOOYMIH JIIOAMHM CTAE€ O1pa3y 1 MOBHICTIO
OI0AOCTYNHUM Yy cHCTeMi KpoBooOiry pelmmnieHTa. BiH BIIHOCHO IIBHAKO PO3MOAIMSAETBCS MIK T71a3MON i
11032CyIMHHOI PIAMHOW0; NpuOAM3HO Yepe3 3-5 AHIB Micis HOro BBeJEHHs JOCSTa€ThCs CTaH pPIBHOBArW Horo
BMICTY Mi’k BHYTPILIHLOCYIMHHUM 1 1103aCYAMHHUM TTPOCTOPOM.

dapmakokinetnyHi napamerpu npenapary KIOBIIT Oyim Bu3HayeHi B JABOX KJiHIYHMX JIOCHIIKEHHAX Y
TNali€HTIB, XBOPHX Ha nepBuHHUN iMyHonediuut (I11/1), mo Oymm nposeneni B €ppomi i CILIA. Pasom y mux
JOCTiIKeHHSIX Opaio yyacTs 83 ocoOu BikoM npuHaiiMui 2 pokH, ki oTpuMyBaii 103u 300-600 mMr/kr macu Tina
xoskHi 21-28 mHiB mpoTsarom 6-12 micsui. Meniannuit nepion HaniBeuseneHHs 1gG micis BBeJeHHs mpernapary
KIOBII' cranoBuB 32,5 nHiB. Lleit nepion HamiBBMBEIEHHS Yy Pi3HMX MALUEHTIB Mo)ke OyTU pi3HMM, OCOOIHMBO Y
XBOPMX Ha NepBUHHUI iMyHOmediunT. @apMakoKiHETHYHI MapamMeTpH NpenapaTy 3BeleHl Hukue y Tadmummi. Bei
napameTpu OyJIM MMpoaHalTi30BaHi OKPeMO IJIsl TPhOX BIKOBHX Tpym: miTH (1o 12 pokis, n=35), mianitku (13-17
pokiB, n = 10) i nopocni (crapuie 18 pokiB, n = 64). OTprMaHi B IIMX AOCTI/DKEHHSX JaHi € MOPIBHSILHUMM i3
rapaMeTpaMy, Tpo Kl NOBIIOMIIAIOCS AJ1sl IHIIMX IMYHOTTIO0YJIIHIB TFOAWHM.

Crucanii BUKIaa papmMakokiHeTHYHUX napameTtpis npenapaty KIOBIT
it HinaiTkn Hopoc.i
ITapameTp (<12 pokiB) (13-17 pokiB) (>18 pokiB)
Meniana | I1* 95% | Meniana | I 95% |Meniana | I 95%

Kinuesnii nepion HariBBUBeIeHHS (IHiB) 41,3  |20,2-86,8| 45,1 27,3-89,3 31,9 |29,6-36,1
Chin (Mr/mn)/(mr/kr) (MiHiManbHa) 2,28 [1,72-2,74| 2,25 1,98-2,64 | 2,24 1,92-2,43
Cinax (Mr/1un)/(Mr/kr) (MakCHMMallbHa) 4,44 13,30-490| 4,43 |3,78-5,16| 4,50 |3,99-4,78
CryneHp BU3Ha4yeHHs in-vivo (%) 121 87-137 99 75-121 104 96-114
[Mpupict Bumyuenns (Mr/mi)/(Mr/kr) 2,26 1,70-2,60 2,09 1,78-2,65 217 1,99-2,44
AUC21 s (T*r01/mm) (Ttomnia mix KpUBoo) 1,49 1,34-1,81 1,67 1,45-2,19 1,62 1,50-1,78

* JII — noBipuuii intepan
IgG Ta xommuiekcn [gG po3nanaroTbes y KIITHHAX PeTUKYJI0EHA0TENialbHOI CHCTEMH.
5.3. PeayibTaTH JOKJIHIYHHX JOCHIIKEHb 00 0e3NeKH.

IMyHOT106YJ1iHY € HOPMAJIBHOIO CKJIAJJOBOO OPraHi3My JIFOIHHH.

Besneka 3actocyBanns mnpemnapaty KIOBIIT Oynma mnpoaeMOHCTpoBaHa y IEKiIBKOX HEKIIHIYHMX
NOCHiKeHHAX. Pe3ynpTaté Hek/IiHIYHMX BUNpPOOYBaHb Ha OCHOBI TPaIWLIMHUX IOCHiIkeHb (apMakoJorignoi
Oe3nexy i TOKCMYHOCTI 3aCBIIYMIIN BiJICYTHICTE OCOOIMBOTO PU3MKY JUIS JTHOZEiA.

JlocnikeHHs: Ha TBapMHAX 1100 TOKCHYHOCTI, TéHOTOKCMYHOCTI Ta TOKCHYHOCTI VIS PENpPOLYKTUBHOL
CHCTEMH IIpY IIOBTOPHOMY BBEJI€HHI IpenapaTy € HeIOUITbHUMM Yepe3 IHIYKIIIO 1 TpPUrHiueHHs BHACIIIOK
YTBOPEHHs aHTHUTLI 10 reTeposioriyHmux OinkiB. OCKUIBKM KIIIHIYHMI JOCBiI He Hagae >KOMHUX CBiIYEHb INOZIO
KaHIEPOreHHOCTI iIMyHOr 100y TiHiB, eKCriepUMeHTaIbHi I0CIIIKEHHs Ha FeTepOreHHUX BHUAAX He IPOBOIMINCS.

6. PAPMALHEBTUYHI XAPAKTEPUCTUKHA
6.1 lonomizkHi pe4OBHHH.

I'minuH
Bopa mng ig'exuii

Ty
O

<
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6.2. HecymicHicTb.

Lleit npenapat He MO’Ha 3aCTOCOBYBAaTH Pa3oM 3 IHLIMMHM JIKAPCLKUMHU 3ac00aMi, 3a BUKIIOUEHHSM THX,
1110 3a3Hay4eHl y po3aini 6.6.

6.3 Tepmin npuaaTHocTi.
2 POKH.

Akuwo HeoOXinHe pO3BENEHHs 10 MEHIIMX KOHUEHTpALil, PeKOMEHIYEThCSI BUKOPUCTOBYBATH TIperapar
ofpasy micns Horo posseleHHs. Byma mpomeMoncTpoBaHa craGinbHicTs mpemapary KIOBIT mpwm  jioro
BIKOPHCTaHHI NpoTsirom 21 no6u npu temnepatypi Bix 2 1o 8°C, a Takox Bia 28 xo 30°C, nicns fioro pospeneHHs
5%-HAM pO3YMHOM TIJIOKO3M [0 KiHUeBOI KOHLEHTpauil imyHornoOyminy 50 mr/ma (5%). OmHak y umx
JOCTIKEHHAX He PO3TIIAAaINCs MUTaHHS MIKPOOHOIO 3a0pyAHEeHHs 1 Ge3neKH.

6.4. Ocob.1uBi 3aX01H1 Ge3neKH Npy 30epiraHHi.
He 36epiratu npu Temneparypi nonan 25°C.
He 3amoposxyBaTi.
Jlnst 3axuety Bia cBiTaa 36epiraiite (prakoH y 30BHIIUHIN KapTOHHIH KOpoOIIi.
YMOBH 30epiraHHs JlikapchKoro 3aco0y Miciist fioro po3BeaeHHs AUB. Y po3ii 6.3.
6.5. YnakoBka Ta ii BMiCT.

10, 25, 50, 100, 200 a6o 300 mn posuuny y hnakosi (3i ckma turmy I) i3 npoGkoro (3 6poMEYTHIOBOTO

KaydyKy).
Bwmict ynakoBku: 1 ¢uiakoH.

He yci po3mipn ynakoBoK MOXYTb HaIXOIHUTH Y MPOAAK.
6.6. OcobauBi 3ax0/11 Oe3neKH NPH YTHII3alii Ta IHIIAX onepamisax.

Ilepen sacrocyBanHsM Jikapchkuil 3aci6 HeoOXiTHO HarpiTw 10 KiMHAaTHOT TemmepaTypu aGo 10
TeMIepaTypu Tina.

SIKIo  HeoOXimHO 3MIMCHUTH pO3BENeHHS. PEKOMEHIYEThCS BUKOPUCTORYRATH PORYMH  INIFOKO3H
KOHIEHTpawii 5%. Jlns oTpuMaHHs po34MHY iMyHOT;IOOYNiHYy KoHUeHTpauii 50 mr/mn (5%) mpenapar KIOBIT
100 mr/mn (10%) crin possectn piBHIM 06'eMOM PO34HHY TUIHOKO3U. [1pH po3BeIeHHi peKOMEHIY€EThCS 3BECTH 110
MiHIMyMy PU3MK MiKPOGHOr0 3a0pyIHEHHS.

Ilepen 3acrocyBaHHsM mpenapar clif Bi3yalbHO OOCTEXMTH Ha MpeIMeT HAasBHOCTI B HBOMY TBEpIHX
BKJIIOYEHb 1 3HebapBiIeHHs. Po34rH nosuHeH GyTH Npo30phM aGo TPOXH ONaieciroruuM, 6e36apBHIM a6o Gixo-
JKOBTOT'0 KOJILOPY. PO34YMHH, 110 € MyTHMMH a0 MICTATB 0Call, BAKOPHCTOBYBATH HEe MOKHA.

[Ipenapar KIOBII' cnix 3acTocoByBaTH JMIIe LUISIXOM BHYTPIilIHbOBEHHOTO BBEJEHHs. IHII MIISXH
3aCTOCYBaHHs Npenapary He BUBYAIIHCS.

Bynp-siki 3anuIIKM HEBHKOPUCTAHOTO Jikapchkoro 3aco0y aGo ioro Bimxomu cimin yTumisyeatd 3a
MiCLIEeBUMH MTPaBHIaMH.

7. BIACHUK PEECTPALIIMHOI O NOCBITYEHHS

Bbakcrep AT’

Inmyctpimrpacce 67

A-1221 Binens, ABCTpis

(Baxter AG Industriestrasse 67 A-1221 Vienna, Austria)

o/

¥
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8. HOMEP(M) PEECTPALLIMHOIO TMTOCBITYEHHS

EU/1/05/329/001
EU/1/05/329/002
EU/1/05/329/003
EU/1/05/329/004
EU/1/05/329/005
EU/1/05/329/006

9. IATA NEPIIOI PEECTPALII/OHOBJIEHHS PEECTPALIT

Jlara nepiuoi peCCTpaLiii': 19 ciuns 2006 poky.
HaTa 0cTaHHBLOTO MOHOBJIEHHs peecTpalil: 6 rpyaus 2010 poky.

10. JATA IIEPEI'JIAAAY TEKCTY

3 nmeranbHON iHdoOpMaliero mpo el jikapchkuil 3acid MoxHa oO3HaifioMuTHCS Ha BeG-CTOpIHLI
€BpOMNENCLKOro areHTCTBa 3 JIIKapchbKUX 3ac00iB 3a TaKOI0 aapecoro: http://www.ema.europa.eu/.
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JOJATOK II

BHUPOBHUKHU BIOJIOTI'TYHO AK"I;HBHOi CYBCTAHIII TA BUPOBHUK, AKWI
BIAITIOBIJIA€ 3A BUITYCK CEPIN.

YMOBU ABO OBMEXEHHS OO0 TIOCTAYAHHSA TA 3ACTOCYBAHHA.
THIII YMOBH TA BUMOT'M 3I'[JTHO 3 PEECTPALIIMHUM MOCBITYEHHSAM.

YMOBU ABO OBMEXEHHS Y KOHTEKCTI BE3IIEKH TA EOEKTHUBHOI'O
3ACTOCYBAHHSI JIIKAPCBKOI'O 3ACOBY

OCOBJIUMBE 30B0B'SI3AHHS IO/10 BAKUTTA 3AXOAIB ITPOTAT'OM HNEPIOAY
MICJISI PEECTPAILIIT JIJISI YMOBHOI'O PEECTPALIMHOT O
MOCBITYEHHA/PEECTPALINHOIO MOCBIAYEHHSA, BAAAHOT O 3A
BUKIIIOYHUMHU OBCTABUHAMMU
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BUPOBHUKHN BIOJIOITYHO AKTHUBHOI CYBCTAHUII TA BHWPOBHUK, SIKMi
BIJIITOBIJIA€ 3A BUITYCK CEPIH.

Ha3sBa ta aapeca BipoGHKKIB 0i0J0TYHO aKTHBHOI CVOCTAHINT

bakcanra benpaxiym Menbtopexaypunr CA

OynbBap Pene bpankap 80

B-7860 Jleccin

bensris

(Baxalta Belgium Manufacturing SA Boulevard René Branquart 80 B-7860 Lessines Belgium)

Hasga Ta anpeca BupoOHMKIB. SKi BIANOBLIAIOTE 332 BUMVCK Cepiif

Baxcanra benbmkiym Mensrodexaypunr CA

OynbBap Pene bpankap 80

B-7860 Jleccin

Benpris

(Baxalta Belgium Manufacturing SA, Boulevard René Branquart 80, B-7860 Lessines, Belgium)

bakcrep CA

OyneBap Pene bpankap 80

B-7860 Jleccin

Benpris

(Baxter SA, Boulevard René Branquart 80, B-7860 Lessines, Belgium)

Ha nanpykosaHiii smncTiBui-indopmarii npo sikapchkuii 3aci6 moBnHHa GyTi 3a3HaueHa Ha3Ba ii axpeca

BUPOOHMKa, KM BIITOBiIa€ 3a BUITyCK BiAMOBIAHOI cepii.

B.

YMOBU ABO OBMEXEHHS OO0 ITIOCTAYAHHS TA 3ACTOCYBAHHSI.
Jlikapchkuii 3aci0, 110 BiAIyCKA€ThCs 38 PELENTOM.

* Odiuiiinnii BUNVCK cepii

3rinno 31 Crarreto 114 JTupektusn 2001/83/€C, odiuiitnmii Bumyck cepii Gyze 3miiicHroBaTwcs

JlepkaBHOIO Jlaboparopiero abo MpHU3HAYEHOO UTs TaKOi METH J1abopaTopielo.

C.

IHIII VMOBU TA BUMOT M 3T'ITHO 3 3I'IIHO 3 PEECTPALUIMHHUM NOCBITYEHHSIM.

* PervyJisipHo OHOBJIIOBAHI 3BITH 3 Ge3NeKH

Bumorn 1moz0 noxaHHs pery/ispHO OHOBMIOBAHHMX 3BiTiB 3 Ge3leKd A1 LBOTO JIKApCHKOTO 3acoly

BUKJI/IeH] Y Tiepeltiky JaT nepmoi peecTpauii npenapartis y €C (anri1. "Union reference dates", cxop. "EURD list")
3riauo 3i Crarrero 107¢(7) dupexrusu 2001/83/€C ta y 6yab-skiit HacTynHiil OHOBIEHil iH(hOopMaliil, posmileHiit
Ha BeO-cTopiHUi €BponeiicbKoro areHTCcTBa 3 JIKapChKHUX 3ac00iB.

D.

(hapmakoHarsy, o onucaHi y 3arepakeHomy ITYP, nasenenomy y Monyni 1.8.2 Peectpauiit
Ta y OyIb-IKUX HACTYITHHX 3aTBEPIKEHUX OHOBJIEHUX Bepcisx ITYP.

YMOBU ABO OBMEXEHHSI Y KOHTEKCTI BE3IIEKM TA E®EKTHBHOI'O
3ACTOCYBAHHS JIIKAPCBKOI'O 3ACOBY.

e Ilnan ynpagjinns pusukom (ITYP)

BracHuk  peecTpaliffHOrO IOCBiIYeHHs 3AiCHIOBATMME HeOOXimHi 3axomu i IpoLeaypu 3
Oro IOCBiTYeHHs
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Onosnenuii ITYP HeoOXinHO nonasatu:

e Ha 3anuT €BpPOMNeichbKoro areHTCTBa 3 JIKapChKUX 3aco0iB;

e 3aBKIM NPH 3MiHI CHCTEMM YIIpaBIiHHSA PU3UKOM, 0COOIMBO BHACIII0OK OTpUMaHHsA HOBOI iH(popMallii,
sKa MOKe CIIPUYMHUTH CYTTEBY 3MiHY CITIBBIIHOLIEHHS MIK KOPHUCTIO Ta PU3MKOM, ab0 B pe3ynbTarti
NOCSATHEHHs BaKJIMBUX BUPIIANbHUX eTamiB (3 ¢papmMakoHarisy abo MiHIMi3aLil pu3uKy).

e JlonaTKoBi 3aX01Hu 3 MiHiMi3aLlil pU3SHKY

He € 3acTocoBHUM.

o 3000B'sI3aHHS BXKHTH 3aX01H V MicJasipeccTpalliiHMii epioa

He € 3actocoBHUM.

OCOBJIMBE 30BOB'SI3AHHS IHOJAO BKUTTA 3AXOMIB NMPOTATOM HMEPIOAY IICJIsA
PEECTPALII 1)1 YMOBHOTI'O PEECTPALIMHOIO MOCBIIYEHHA/PEECTPALIMHOIO
INNOCBIAYEHHA, BUITAHOT O 3A BUKJIFOYHUMHU OBCTABHHAMMU.

He € 3aCTOCOBHUM.
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JOJATOK III

MAPKYBAHHS TA JIMCTIBKA-BKJIAJIUII
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A. MAPKYBAHHAA

BADMATTRT |
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THOOPMALLSA, IO TIOBUHHA BYTH HABEJAEHA HA BTOPUHHINW (30BHILIHINA) YITAKOBLII

3OBHIIIHSA KAPTOHHA KOPOBKA (1 T,2,5T,5T,10T,20T TA30 1N

| 1. HA3BA JIIKAPCBKOI'O 3ACOBY

KIOBII" (KIOBII") 100 Mr/mit po3uus miis indy3iit
IMyHOTJI00YJTiH JIFOIWHU HOPMATILHUH

[ 2. KUIBKICHUIH BMICT JIFOYOi(-MX) PEHOBUHMH(-H)

Binok moncekoro noxomxkenHs: 100 mr/mu, npusaiiMui 98% imyrorno6yniny G (IgG).
Maxkcumanbanit BMicT iMmyHorno6ytiny A (IgA): 140 Mikporpam Ha OUH MiiIiTP.

I r/10wMmn
2,5r/25Mn
51/50Mn
10T /100 M1

20 r /200 M
30r /300 M

| 3. MEPEJIIK JONOMIXXHUX PEYOBUH

iy
Bopa mis in'exuiit

| 4. JIKAPCHKA ®OPMA TA BMICT YIIAKOBKH

Pozunn s indy3iit (10%)
1 ¢makon

| 5. CHOCIB TA HLISAX(-W) 3ACTOCYBAHHSI

Jlns BHYTPIlIHBOBEHHOTIO BBEIEHHS.
Ilepen 3acTocyBaHHSM TIPOYMTANTE JIUCTIBKY-BKJIAMIL.

6. OCOBJIUBE 3ACTEPEXEHHS ITPO TE, IO JIIKAPCI)KI:IITI 3ACIB TPEBA 3BEPITATH MO3A
INOJIEM 30PY JNITEU TA Y HEAOCTYIIHOMY JUISA JITEX MICII

30epiraTu 1o3a nojeM 30py LiTel Ta y HEIOCTYIHOMY [UIsl JiTeH MicCIy.

| 7. ITHIUE(-) OCOBJIMBE(-I) 3ACTEPEXKEHHS, 3A HEOBXIJITHOCTI

| 8. TEPMIH IPUAATHOCTI

EXP (npunatHuii no):

Erd
ea
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| 9. OCOBJIMBI YMOBH 35EPITAHHSA l

He 36epiratu npu Temneparypi nosan 25°C.
He 3amopoxyBaru.
JIns 3axucTy Bij cBiTia 36epiratu (prakoH y 30BHilIH{H KapTOHHiH KopoOui.

10. OCOBJIMIBI 3AXOIY BE3IEKH JJIS1 YTUJII3AIIT HEBUKOPUCTAHMX JIKAPCBKHX
3ACOBIB ABO iX BIIXO/IB, 3A HEOBXIJTHOCTI

| 11. HA3BA TA AJIPECA BJIACHHKA PEECTPAIIMHOI'O NOCBLTYEHHS

Bakctep AI'

[HaycrpiwTpacce 67

A-1221 Binenb, ABCTpis

(Baxter AG Industriestrasse 67 A-1221 Vienna, Austria)

[ 12. HOMEP(M) PEECTPAIIIMHOI'O IOCBITYEHHS

EU/1/05/329/001 1 v/ 10 mMn
EU/1/05/329/002 2,5 v/ 25 mMn
EU/1/05/329/003 5/ 50 mn
EU/1/05/329/004 10 r/ 100 ml
EU/1/05/329/005 20 r/ 200 ma
EU/1/05/329/006 30 r/ 300 mx

| 13. HOMEP CEPII ]

Cepis:

[14. BATAJIBHA TH®OPMAIIIS U151 IOCTAYAHHSA

JlikapcpKuii 3aciO, 110 BiAITyCKaETHCA 3@ PELENITOM.

[15. ITHCTPYKIIA JUIs1 3ACTOCYBAHHSI |

| 16. IHOOPMAILIS JIUISA MAPKY BAHHSI IIIPU®TOM BPAIIS |

KIOBII'
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ETUKETKA ®JIAKOHY (51,160,220 1a 30 1)

THO®OPMALIS, 11O MTOBUHHA BYTU HABEJEHA HA MEPBAHHIN (BHY TPIILHIN) YIIAKOBIII

| 1. HA3BA JIIKAPCbKOTI'O 3ACOBY

KIOBIT" 100 mr/mit po3uun s iHy3iit
IMyHOTrIOOYiH JTFOMUHE HOPMATBHHUIA

| 2. KIBKICHUM BMICT AIOYOI(-UX) PEUOBUHU(-H)

Binok mmozcekoro noxomxkenus, 100 Mr, npunaitMui 98% imynorno6yniny G (IgG).

Maxcumansauii BMicT iMyHornodyminy A (IgA): 140 mikporpam Ha OIWH MITITP.

5r/50 Ma
10t/ 100 M
20 /200 Mmn

30 r /300 mn

| 3. HEPEJIK JONMOMDKHUX PEUOBUH

I'ninpH
Bopna mig in'exmiii

| 4. JIKAPCBKA ®OPMA TA BMICT YIIAKOBKH

Pozunn s indy3iit (10%)
1 dhnakon

| 5. CIIOCIB TA LLJISIX(-1) 3BACTOCYBAHHSI

[ BHYTpillIHBOBEHHOT'O BBEIIEHHSI.
Ilepen 3acTocyBaHHAM MPOYUTANTE JIUCTiBKY-BKJIaIUII.

6. OCOBJIMBE 3ACTEPEXXEHHS PO TE, IO JIIKAPCBKI:IfI 3ACIBb TPEBA 3BEPII'ATH TTO3A
IOJIEM 30PY NITEU TA Y HEAOCTYIIHOMY JUISI AITEU MICII

36epiraTv 103a IoJIeM 30py IiTeif Ta y HeIOCTYIHOMY ISl iTei Miclii.

| 7. THLIIE(-I) OCOBJIMBE(-I) 3ACTEPEKEHHS, 3A HEOBXIJTHOCTI

| 8. TEPMIH IPUJAATHOCTI

EXP (npunarHuii 10):




196

| 9. OCOBJIMBI YMOBU 3BEPITAHHSI ]

He 36epirati npu TeMneparypi moxan 25°C.
He 3amMopoxyBatw.
Jlnst 3axucty Bin cBiTna 36epiraty (rakoH y 30BHIlIHI KapTOHHIN Kopobui.

10. OCOBJIMBI 3AXOJH BE3NEKU JUISI YTUJIBALIII HEBUKOPUCTAHUX JIKAPCBKUX
3ACOBIB ABO IX BIAXO/IIB, 3A HEOBXIJIHOCTI

| 11. HA3BA TA AJIPECA BJACHUKA PEECTPALUMHOYI O IIOCBITYEHHS

bakcrep AI'

Inmycrpimrpacce 67

A-1221 Binens, ABcTpis

(Baxter AG Industriestrasse 67 A-1221 Vienna, Austria)

| 12. HOMEP(H) PEECTPALIIMHOI'O MOCBIJIMEHHSI

EU/1/05/329/003 5 r / 50 mxt

EU/1/05/329/004 10 v / 100 ml
EU/1/05/329/005 20 r / 200 mu
EU/1/05/329/006 30 r / 300 mx

| 13. HOMEP CEPII

Cepis:

[ 14. BATAJTbBHA IHOOPMAIIS JUTSI IOCTAYAHHS

Jlikapchkuii 3acif, IO BiAIyCKAETHCS 3a PELIENTOM.

| 15. IHCTPYKIISI JISI 3BACTOCYBAHHSA |

[ 16. IHOOPMAIIISI JUISI MAPKYBAHHS LIPUDTOM BPAMJIS 1

&

T
A5 YDA
¢ \; o i o
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MIHIMAJIbHA THOOPMALISA, IO MOBUHHA BYTU HABEJIEHA HA NEPBUHHIN YIIAKOBLUI
HEBEJIMKOI'O PO3MIPY

ETUKETKA ®JAKOHY (1 1)

| 1. HA3BA JIIKAPCbKOI'O 3ACOBY TA HIJISAX(-M) BACTOCYBAHHS

KIOBII" 100 mr/mi po3uun a5 indys3iit
IMyHOr100Y1iH JTIOAMHA HOPMaTbHII
Jl1 BHYTPIlIHBOBEHHOTO BBEIEHHS

| 2. ClIOCIB 3ACTOCYBAHHSI

Ilepen 3acTocyBaHHAM NPOYUTANTE THCTIBKY-BKIAINLL.

[ 3. TEPMIH IPUJAATHOCTI ]

EXP (npunatsuii no):

| 4. HOMEP CEPII

Cepist:

| 5. BMICT MACH, OF'€EMY ABO OJIMHHIIb

1r/10Mn

| 6. IHLLE
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MIHIMAJIbHA THOOPMALIIS, IO TIOBUHHA BYTH HABEJIEHA HA NEPBUHHIW YIIAKOBIII
HEBEJIMKOI'O PO3MIPY

ETHKETKA ®JIAKOHY (2,51

| 1. HA3BA JIIKAPCBKOTI'O 3ACOBY TA LLISIX(-M) 3ACTOCYBAHHSA

KIOBII" 100 mMr/mn po3uns ans indy3ii
IMyHOrno6yniH TOAUHN HOpMaIbHHH
Jns BHYTPIITHLOBEHHOTO BBEICHHS

| 2. CIOCIB 3ACTOCYBAHHSI

[lepen 3acTOCyBaHHSAM NPOYUTANTE JTUCTIBKY-BKIa M.

| 3. TEPMIH IPUJIATHOCTI

EXP (npunartuuii 10):

| 4. HOMEP CEPII

Cepis:

| 5. BMICT MACH, OB'€MY ABO OJIMHHMIIb

2,5r/25 mn

| 6. IHILIE

He 30epiratu npu temneparypi nonan 25°C.
He 3amoposxyBatu.
Jnst 3axucty Bia cBitiia 30epirat (iakoH y 30BHILIHINA KapTOHHIN KOpoO1Li.




B. INCTIBKA-BKJIAAMUI
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JluctiBka-pkaaanu: ingopmanis 1js1 KopuceTysaya

KIOBIT 100 Mr/ma po3uun st iHgys3iii
IMyHOr100y1iH MIOAMHY HOPMaJTbHUI

ITepen Tum, ik po3moYaTH NMPHIiOM LLOro JiKAPCHLKOro 3aco0y, YBAKHO NPOYHTANTE MOBHICTIO IO
JMCTIBKY-BKJIAIMLI, OCKIJILKH BOHA MiCTHTb BaKJIMBY 175 Bac ingopmauiro.

¢ 30epexiTh L0 JUCTIBKY-BKIaANII. Bam Moske 3HaIOOUTHCS 3HOBY ii epednTaTy.

e ko y Bac € 101aTKOBI 3anMTaHHs, 3BEPHITLCS 10 CBOTO JiKaps, GapmaleBTa abo MeICeCTpH.

e lleit mikapcekuii 3aci6 6y mpu3HaueHuil Jikapem imiue mepcoHansHo Bam. He mepenasaiite iioro
MM moaM. Bin Moske 3aIIKOXUTH M, HABITH SKILIO Balli O3HAKK 3aXBOPIOBAHHA € OJHAKOBHM.

e Jlxkmo y Bac Bunukiu Oynb-Aki noGidyHi epeKkTH 3BepHITHCS 10 cBOro Jjikaps, dapmauenta abo
meacectpu. Lle crocyerbest # Gynp-AKMX iHIIMX MOXIJIMBHUX MOOIYHMX eeKTiB, W10 He yBiiimum 10
nepesiky B Uil IMCTiBUi-BKIaAMII. JIUB. po3min 4.

ITpo mo iinerses y uili aucTiBui-BRIa M

[lo Take KIOBIT i 1J1st 4oro BiH 3aCTOCOBYEThCS.

o Bam notpi6no 3nat nepen tum, sik npuiivatu KIOBIT .
Sk npuiimatu KIOBIT .

Mo:xuBi 1o6iuHi edexTH.

Sk 36epiratu KIOBIT.

BwmicT ynakoBku Ta iHIIa iHbopMariis.

2 ol

1. Illo Take KIOBII i 1151 4oro BiH 3aCTOCOBY€TBHCSI.

KIOBII" Hanexute 10 Kacy JiKapchbKHUX 3aco0iB, 10 3BYThCs iMyHOrno6yminu. 11i niku MicTATh aHTHTINA
TIOJMHM, IO TPUCYTHI Takox y Bawiii kpoei. AHTuTina nomomaraoTs Bamomy opramismy Gopotucs 3
inekuisimu. Taxi nikapcbki 3acobu, sk npenapar KIOBIT, 3acTOCOBYIOTBCS Y MALli€HTiB, B KPOBi SIKMX Opaxye
aHTHUTLI 1 SKUM [PUTAMaHHA CXMJIBHICTb N0 YacTuX iHekuil. BOHM 3aCTOCOBYIOTBCS TaKOXK Y NAli€HTIB, sIKi
noTpedyIoTh A0IATKOBUX aHTUTIN /15 JiIKyBaHHs JeAKHX 3aMaJbHUX 3aXBOPIOBaHb (2YTOIMYHHHUX 3aXBOPIOBAHB).

KIOBITI 3acToCOBY€ETBCSI Y TAKHX BHNIAAKAX:

JLast HiKyBaHHS NALIEHTIB, IKUM GpaKye aHTHTIN (TOOTO B sIKOCTI 3amicHol Tepanii). IcHye n'siTh KaTeropii
TAKHX NALi€HTIB:

oy

. IauieHTH i3 BpoKEHUM GpakoM CHHTE3y aHTHTIN (TIepBUHHI CHHAPOMH iMyHOAehilHTY ).

2. TlauieHTy 3 paKoM KpoBi (XpOHIYHOIO ITiM(OLUTAPHOIO JeiikeMi€l0), IO PU3BOIMTE 10 HEAOCTATHOCTI
CHHTEe3y aHTUTLN i penmamBy iH(eKLil, Kolu 3acTocyBaHHA NpodilaKTHYHUX aHTHOIOTHKIB He €
e(EKTHBHUM.

3. TlauieHTn 3 pakoM KiCTKOBOro MO3Ky (MHOKHMHHOIO Mi€JIOMOI0) Ta HENOCTATHICTIO CHHTe3y aHTUTLI 3
pemnmuBamy iHQEKUH, y SKAX iMyHi3allil BakKUMHOK IIPOTH INEBHMX OakTepiif (THEBMOKOKY)
BUSBHUJIACS He e(eKTUBHOIO.

4. Jiru ta mititku (sikom Bin 0 10 18 pokis) 3i CHIJI Bixt HapoKkeHHs Ta 3 pelIMBaMu GaKTepiabHIX
iH(eKIi.

5. TauieHTr 3 HU3bKMM DiBHEM CHMHTe3y aHTHTII ICIA TPaHCIUIAHTALi KJIiITMH KiCTKOBOTO MO3KY BiX

iHIIOT 0CcO6N.

Jlnst TiKyBaHHSl NMAUIEHTIB i3 JeSIKHMH 3aNaJbHHMH 3aXBODIOBAHHAMH (IMyHOMOTY.Isiuis). Ienye woTnpu
KaTeropii TAKHX NaLi€HTIB:

1. TlauieHTH 3 HeZOCTATHBOT KiNBKICTIO TPOMGOLNTIB y KpoBi (IepBHHHA iMyHHa TpomGouuToneis, ITIT)
Ta MAli€HTH 3 BUCOKAM DPHM3MKOM KPOBOTedi al0 MAUi€eHTH, AKMM y HaHOmmK4OMy i
3/1iiICHIOBAaTHMEThCS OTIepaTUBHE BTPYYaHHSI.

2. TlauiesTH 3 TaKMM 3aXBOPIOBAHHSM, IO IOB'S3aHe 3 PO3BHUTKOM MHOKMHHOIQ
HEpBIB 110 BCHOMY opraHismy (cunapom [iliena-Bappe).
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3. TlauieHTH i3 3aXBOPIOBaHHSM, IO CIPHYMHSAE MHOXKMHHE 3anajleHHs NeKiIbKOX opraiB (xBopoOa
Kagacaxi).

4. TlauieHTtH, sKi CTpa’kIaroTh Bil piakicHOI NaTonorii, 1O XapaKTepU3y€TbCs NOBLIBHO MPOIrpecyroyuM
PO3BMTKOM acHMETPUYHOI cjabKkocTi KiHLiBOK Oe3 BTpath 4yTamBocTi (OararogokaibHa MOTOpHA
Heliponaris, ckop. "BMH").

2. Illo Bam noTpiGHO 3HaTH nepea THM, sik npuiitmatn KIOBIT.
He npuiimaiite KIOBII™:

Ak y Bac e anepris 10 iMyHOrnoOymiHiB abo 10 Oyab-AKMX IHIIMX IHTPEIi€HTIB LbOrO JIKapChKOIo
3aco0y (10 nepeniueHi B po3aini 6).

Hanpuknan, sikimo y Bac nedinut iMmyHornoOyniHy A, To y Bac B kpoBi MOxyTk OyTH NpHCYTHI aHTUTINa
1o imyHornooyniny A. Ilozask KIOBIT micture ciinu iMyHornoOyniny A (menm Hix 0,14 mr/mn), y Bac moxe
BUHUKHYTH allepriuHa peakiis.

3acTepe:xeHHs i 3aX01H 0e3neKu
ITepen tiwm, sk npuitmat KIOBIT', 3BepHiThCA 10 cBOro JiKaps, papmanesTa abo MeaCeCTpu.
Ak 00620 mpebda 301iicHI0BAMU cnocmepedcenis 6 Xooi ingy3ii

e [lporsrom indysii npenapaty KIOBII" 3a Bamu Oyne 3aificHioBaTHCA yBaKHE CIIOCTEpEkKEHHs I TOTO,
106 mepekoHatucs, o y Bac He BUHMKae moOiYHUX peakuiil. Bam sixap Oyze ciiakyBaTy 3a THM, 1100
wBuAKicTh iHGy3iT KIOBIT minxoanna Bam.

e Sxmo KIOBII' BBOAMTHCS 3 BHCOKOK IIBHIKICTIO, SKIIO BM cTpaxiaeTe BiJ 3aXBOPIOBAHHS, IO
XapaKTepHU3YIOThCA HI3LKUMH PIBHSAMM aHTHUTLI y KpoBi (rino- abo araMmarioGyinemis), ko Bu panimre
He JIKYBaJIMCS [IMM JIIKapChbKUM 3ac000M abo sIKIIO NMpoiiiio 6arato yacy (HalpuKIIai, JeKilIbKa THXKHIB) 3
TOr0 MOMEHTY, KOJI B #0ro oTpuMyBaIy OCTaHHIl pa3, pu3MK pO3BUTKY NoOiuHMX edexTiB y Bac Moxe
OyTH OimbII BUCOKMM. Y TaKMX BHUManakax 3a Bamu Oyne 3aificHIOBaTHCS yBakHE CIIOCTEPEXkEHHS B XOAi
iHdy3ii Ta MpoTATroM OIHi€T rOXMHM Nics 1T 3aKiHYeHHS.

e Sxmo panime Bu Bxe npuitmanu npenapar KIOBII™ i npoxoaunu npoueaypy JiKyBaHHS HEIOJABHO, 3a
Bamu Oyne 3maificHIOBATHCS CTIOCTEpeKeHHS JMIIe B XOIi Ta MPOTAroM NpuHaiMHI 20-TH XBWIMH Ticis
3aKkiH4YeHHs 1H}y3ii.

Konu mpeba ynoginonumu abo npununumu iH@ys3ito

B pinxux Bumaakax Baur opraHi3m, MOKJIMBO, paHillle pearyBaB Ha IEBHI aHTUTLIA 1 ToMYy Oyle BUSABISATH
qyTIMBICTE 10 TaKHUX JIKapChKUX 3ac00iB, IO MICTATH aHTHTLNIA. Lle Moxe TpamaTcs, ocobanBo gkuo y Bac €
nehimuT iIMyHOroOyaiHy A. Y Takux piakuX BMIaznkax y Bac MOKyTh pO3BMHYTHCS ajlepriuHi peaxuii, Taki siK
panToBe 3HIKEHHS apTepiallbHOro TUCKY abo ILIOK, HaBiTh AKIIO B MUHYJIOMY Bu Bike JikyBanucs mpenaparamu,
1110 MIiCTSITh @HTHTINA.

Slkmo y Bac Bununkae peakuis B xozai ingy3ii npenapaty KIOBII', neraiino nosigomre npo 1e cBOro Jikapsi.
B 3anexHocri Bix pimenns Bamoro nikaps, Moxe OyTH CHOBUIbHEHA IBUAKICTH 1H(DY3ii abo iH(Y3is Moxke OyTH
MOBHICTIO MTPUMUHEHA.

Ocobnusi epynu nayienmie

e Baiu nikap BKUBAaTUME CIeliaJbHUX 3aXOZiB, AKIIO y Bac HamiumkoBa Bara, sKilo Bu moxunoro Biky,
CTpakaaeTe Bi AiabeTy 4M BiJl BUCOKOTO apTepiallbHOIO THCKY, 3MEHILIEHOro o0'eMy KpoBi (rinoBosiemis)
abo Maere mpobiaeMu 3 KpOB'SHUMHU CyAMHaMM (Cy[IMHHI 3aXBOpIOBaHH:). IIpy Takux 3aXBOPIOBaHHIX
IMyHOTTIOOYJIIHM 3M1aTHI MiIBUILYBaTH PU3MK BUHUKHEHHs iHQApKTY ceplisl, IHCYNbTY, JIereHeBoi embomil
a60o TpoMO03y TTMOOKMX BEH, X04a i y JyKe PIIAKUX BUMAIKaX.

[Torinomre cBoro mikaps, skmo y Bac e niabet. He 3axaroun Ha Te, mo KIOBIT™ He MicTuTh Lykpy, BiH
MO>Ke PO3BOAMTHUCS CTIEL[iaTbHIM I[yKPOBUM PO3UHHOM (5%-HOI0 TIIFOK03010), IO MOXeE TIOISTH Ha PiBeHb
IyKpy y Bac B kpoBi.

e Kpim Toro, Bam nikap BXMBaTUMe cHelliaJbHUX 3aXOMiB, SKIIO y Bac 3apa3 € abo Gynum B MHHYJIOMY
npobiemu 3 HupKaMu abo ko Bu npuiiMaeTe sikapchki 3aco0u, M0 MOXYTh 3am1<0am1;;£am HHpKaM
(nikapcbki 3aco6u He()POTOKCHYHOI i), M03asAK y TAKMX BMIAAKax iCHye WIaHc (xoHa it

PO3BUTKY IOCTPOI HUPKOBOI HEZOCTATHOCTI.

Bynp nacka, noBinomre cBOTro Jikaps, sKIo y Bac € 3aXBOproBaHHS HUPG

HaJleXKHUI BHYTPIIIHBOBEHHUN IMyHOTI00Y1iH.

7

7
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Ingpopmayis npo euxionuii mamepian euzomoenenna npenapamy KIOBII

KIOBII" Buroroienuii 3 ria3mMu JroAMHK (piavHHA YacThHa KpoBi). Kosiu nikapehki 3aco0M BUTOTOBIIEH]
3 KpoBi a00 N7a3MH KpOBi JIOJAMHM, BKMBAETHCS HU3KA 3aX0/1iB, CIIPSIMOBAHMX Ha 3amobiranHs nepenadi indexuiit
nauiesTaM. Taki 3aX0aM BKJIIOYAIOTh peTenbHUI Binbip Z1OHOPIB KPOBI Ta MJa3My A7k BUKJIIOUEHHs THX, Y KOTO €
pu3Mk OyTHM HocieMm iH(peKuUill, a TakokK KOHTPOJb KOKHOI JOHOPCHKOI MOpLIl Ta IyJiB Mia3MH Ul BUSIBJIEHHS
O3HaK TIPUCYTHOCTI BipyciB/iHdeknii. BupoOHMKN TakuxX mpenapaTiB TakokK BKUBAIOTH 3aXOJIiB B IpOLECI
00pobku kposi abo na3Mu, 110 Npu3HaYeH] 1/ iHakTiBaulil abo BunajeHHs Bipycie. He3pakaroun Ha 11i 3axX01H,
He MO’KHa IOBHICTIO BUKTIOYMTH MOKIMBICTh NMepenaui 30yAHMKIB iHQeKUil NpH BBeAeHHI JiKapchbKuX 3aco0iB,
1110 BUTOTOBJIEH 3 KPOBi abo0 Mja3Mu TOAMHH. Lle cTocyeThbes Takox 1 Oyab-IKHUX HEBIIOMUX YM HOBUX BipyciB a0
IHITMX THUITIB iHQEKIIii.

3axoau, IO BXKMBaIOTHCS B X041 BHpoOHMITBa npenapaty KIOBIT, BBaxkaThCs eheKTHBHUMHU CTOCOBHO
BipyciB B 000JIOHLI, TakuX K Bipyc imynonediunty moxnnn (BIJI). Bipyc remaruty B Ta Bipyc rematuty C, a
TaKoX JUIA BipyciB 6e3 000IOHKM — Bipycy rematuty A Ta nappoBipycy B19. KIOBII' MicTuTh Takox Aeski
aHTUTIJIA, 110 3[aTHI 3anobiraTi iH(iKyBaHHIO BipycOM remnaTtuty A Ta napBogipycom B19.

Inwi gikapcebki 3acodou ta KIOBIT

IToBinomTe cBoro jikapst ado ¢apmanesTa, ko By npuiiMaere abo Hello1aBHO MPUItMaTH 91 30HpaeTech
npuitMaTé Oyab-AKi 1HII JTiKH.

SIKIIO MpOTArOM OCTAaHHLOTO Mepiojfy BiA IIECTH THKHIB 70 TPhOX MicsAliB BW oTpuMany IIerieHHs,
iHby3is imyHornoOyiHiB, Takux sik KIOBIIT, Moke 3HM3UTH e(eKTHBHICTD NesKNX BaKIMH 3 )KUBHX BIpYCiB, TaKux
AK Kip, KpacHyxa, emiZeMiyHuii napoTuT i BiTpsHa Bicma. BHacnmizok 1poro, micis OTPUMAHHs IJiKyBaHHs
iMmyHorsoOyninaMu Bam Moske 3HagoOuTHcs 3adekaTd 10 3-X MicsAUIB Iepel THM, sIK TPOXOIUTH IIEIUIEHHs
NpU3HAUEHOI0 BaM BaKIMHONO 3 KUBHX OCNablIeHHX BipyciB. A Mepei THM, SK IPOXOIUTH LIETIEHHS TIPOTH KOpY,
Bam Moxke 3Ha100MTHCS 3aUeKaT 10 OHOTO POKY MicIs JIIKyBaHHS iMyHOTTIO0Y TiHAMH.

Bruime Ha pe3yJbTaTH J1a00paTOPHOI0 aHAJI3Y KPOBI

KIOBII" MicTUTh IIMpOKe PiI3HOMAHITTS Pi3HMX aHTHTLJ, JesKi 3 SKUX 3[aTHi BIUIMBAaTU Ha pe3yJbTaTH
nabopaTopHOro aHami3y kpoBi. Skmio nicns npuiiomy KIOBIT™ Bam npu3naueno 3podutn aHami3 Kposi, Oyib nacka,
noBijoMTe 0cody, sika Oepe y Bac kpos, ado cBoro jikapst npo Te, 1110 Bu npuiinsiny ueii npenapar.

BarithicTb, roryBaHHsi rpyaaio Ta ¢pepTHILHICTD

e JSxmo Bu BaritHi ym romyere rpyanto abo BBakaeTe, 110 Bu BariTHi, un 36upaeTech 3aBecTH AWTHUHY,
nopajbTech 31 CBOIM JlikapeM ado ¢apMalieBTOM Nepe/] THM, K NpuiiMaTi Lei npernapar.

e Kuniniyni nocniukeHHs 3actocyBaHHs npenapary KIOBIIT y BariTHUX xiHOK abo0 y KiHOK, siKi MOIYIOTH
IpyUI0, He POBOAMIKCS. Pasom 3 TuM, mpenapaTy, 110 MICTATb aHTHUTINA, 3aCTOCOBYBATIMCS Y BariTHHUX
KIHOK abo0 y KIHOK, sKI TOZYIOTb I'PyAJIO, 1 Le 3aCBIAYMIIO BIACYTHICTH MOJKJIMBOCTI IX MIKIAJMBOI i Ha
nepebir BariTHOCTI ab0 Ha JUTHHY.

e ko Bu rogyere rpynmo i npuitmaere KIOBII', anTHTiNG Y CKNIaAi BOrO MpenapaTy MOKYTh BUSBIATHCS
TaKoX 1y rpyaHoMy mMosoni. Tomy Bamma autiHa Moske OyTH 3aXHILEHOIO Bill AeSIKUX 1HOEKIIH.

KepyBaHHs1 aBTOTpaHCIOPTOM Ta po00Ta 3 iIHIIMMH MeXaHi3MaMHu

ITpotsarom nepiony nikyBanHs npenaparoM KIOBII™ y mamieHTiB MOXKyTh BUHHKATH TOOIYHI peakiii (Taki
AK 3amaMopoyeHHss abo HyJIO0Ta), IO MO)Ke BIUIMBAaTH Ha IXHIO 3aTHICTb KepyBaTH aBTOTPAHCIOPTOM abo
TpaLIoBaTH 3 IHIIMMU MeXaHi3MaMH. SIKILO Take TpamiseTbes, Bam citin 3auekaty 10 3HUKHEHHs TaKMX PeaKIliid.

3. Sk npuiimaTn KIOBIT.

KIOBII" npu3navenuit 1 BHYTPilIHBOBEHHOTO 3acTocyBaHHS (iH(ys3i€lo y BeHy). BiH BBomMThCS Bam
Bammm nikapem a6o mencecrporo. Jlos3a i gactota iHdys3ii 6yae pizHoto, B 3alexHOCTI Bix Bamoro crany i macu

Barmoro Tina.
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Ha nouatky indysii Bu orpumysarimve KIOBIT' npu noBiibHIN WBHAKOCTI BBeACHHS. B 3a1e/KHOCTI Bi
TOro, HacKiibKK 100pe Bu mmouysaeTech, Baru nikap Moske 3 4acOM NMOCTYTIOBO MiABHILYBaTH IIBUAKICT IHOY3II.

3acTocyBaHHs y aiTeil Ta niamiTKIiB
[loka3zanus, 103a i yacrora iHdy3iii ang aiteit ta mianitkis (BikoM 0-18 pokiB) — Taki Xk, 5K i 4715 AOPOCIHUX.
Sxmo Bu npuiimaere KIOBIT y 6iab1iii, Hizk noTpidHO, KiABKOCTI

Slkmo Bu npuitmaere KIOBIT™ y 6inbluiid, Hisk noTpibHO, KibkocTi, Balia KpoB Moe cTaTi HaITO TYCTOI0
(rinepB's3kor0). 1le Moxe TpamuTHCs OCOOIMBO SIKIIO BM € malieHTOM Tpynmu pusnKy, TOOTO BijHOCHTECs 10
KaTeropii mauieHTiB MOXMJIOro BikKy abo mauieHTiB 3 npobiemMamMu 3 Hupkamu. [lam'staiite npo HeoOXinHICTH
CIIOYKMBAHHS 10CTATHBOT KUIBKOCTI piauHy, 1100 3arnodirTy aeriiparanii, Ta TOBiIOMTe CBOTIO JiKaps, skio y Bac
€ npobIeMH 31 3710POB'sIM.

4. Moxaugi nodiuni egexTn

IToniGHo yciM nikam, Lel mpernapaT MoKe CHPHYMHATH BMHHKHEHHS MoOiuHMX edekTiB, Xoua i He y
KOXKHOro nauieHra. Jleski nmo0iuni edekTu, Taki siK roJoBHHUH Oinb abo MPUIUIMBH, MOKHA NOCIAOUTH IULIXOM
VIIOBUTbHEHHs BUIKOCTI 1HQY3ii.

Hwxue HaBeneHo nepesnik no6iyHux edekris, 1o 0yau 3apeecTpoBaHi npu 3actocysanni KIOBIL:

e JIvoke yacti no6iuHi edekTr (MOKYTh BUHUKATH O1JIbII HDK Y OZIHIET JIFOAMHU 3 IECSITH):
rOJIOBHHUII OiNb, BUCOKMIA apTepiabHUN THCK, HyJ0Ta, BUCUIIAHH, peaklil B Micli BBeJeHHs (Taki sk Oib
Ta HabpsK abo iHmi peakuii B Micui iHQy3ii), kap, BToMa.

e YacTi no6iyni edexTd (MOXKYTh BUHUKATH Y 10 OJHI€T JIIOAMHU 3 IeCATH):
OpoHXIT, 3BMYaiiHa 3acTyna, HU3bKEe YHCJIO EPUTPOLMTIB Y KPOBI, NPUIYXJIiCTh JTiM(DaTHIHUX BY3IIB,
3HIDKEHUI aleTuT, po3naiu CHY, TPMBOra, 3allaMOpPOYEHHs, MirpeHb, OHIMIHHs a00 MOKOTIOBAHHS LIKipU
a00 KiHIIBOK, 3HM)KEHHS TAKTUJIBHOTO BiIYYTTs, 3alalieHHs O4Yel, MpUCKOpeHe cepleOuTTs, NPUILIUBH,
Kallelb, HesKUTh, XPOHIYHUI Kamenb abo IMXaHHs 3 MPUCBUCTOM (acTMa), 3akialeHuil Hic, 6inb y ropii,
3a7MIIKa, Jiapes, 6IOBaHHSA, 6ib y JKMBOTI, PO3Nala TPABJIEHHS, KPOBOBHUIUB, CBEPOI’K Ta KPOITMBHHUIL,
JIepMaTHT, TIOYePBOHIHH WKipH, 611k Y ciMHI, 0inb y cyriobax, 6inb B pykax ado Horax, 6ilb y M'sizax,
M'sI30B1 Cy/10MH, M's130Ba C1a0KiCTh, OCTY/1a, HAKOIMUYEHHS PiIMHM MiJl LWIKipOto, rpUNonoaioHuii cTaH, 0ib
abo nuckoMdopT y Tpyasax, Opak cuin abo BiIyTTs c1abKOCTi, He3LyKaHHs, TPACY4Hil 03HOO.

e Heuacri no6iuHi edexTy (MOKYTh BUHUKATH Y 10 OJHI€T JTHOAMHU 31 CTa):
XpOHIiyHa iH(ekuis Hoca, rpuOKoBi iH(ekuil, pi3Hi iHdeKLiT (Hoca Ta ropia, HUPOK abo Ce40BOrO MiXypa),
acenTUyHe 3anajieHHs 0OOJOHOK TOJIOBHOTO MO3KY, Cepiio3Hi anepriyHi peakiii, po3naad IIHTOBHIHOI
3aJ103M, TIOCUJIeHa peaklilis Ha MOAPa3HUKH, TIOPYLIeHHs NaM'sATi, YTpyIHEeHHs MOBJIEHHs, HE3BUYHUI CMaK
Y POTi, NOpyIIEHHsA piBHOBArv, MUMOBiIbHE TPEMTiHHA, Oinb B ouax abo HaOpsk oyeill, BEpTUIO, piiuHa Y
CepellHbOMY BYCi, XOJOIHICTh KiHILBOK, 3alaleHHs BeH, HaOpsK ByX Ta ropja, 3AyTTs KUBOTA, LIBUIKHUI
HaOpsIK IIKipM, rOCTpe 3amajieHHs IIKipW, XOJIOAHMI ITiT, MOCHJIeHa peaklis WKipd Ha COHSYHE CBITIIO,
TIOCWIEHe IIOTiHHA TAaKOX IPOTSATOM CHY, M'A30Be IOCMHKYBAHHS, IIJIBHINEHHH piBEeHb CHPOBATKOBOTO
OinKy y cedi, 37aBNEHICTh B IPYASX, BIIUYTTS XkKapy, BIAUYTTs INediHHS, HaOpsK, NMPUCKOPeHe IUXaHHS,
3MiHHM [TOKA3HUKIB aHajli3y KpOBi.

e YacroTa HeBinoma (Ha OCHOBI HasIBHUX JaHUX YAaCTOTY OLIHUTU HEMOKIIUBO):
pyHHYBaHHS 4YepBOHMX KpPOB'SHMX TiJIellb, 3aTPO3JIMBUI UL JKUTTS aJIepriyHuil IIOK, TPaH3UTOPHMIL
IHCYJIBT, IHCYJIBT, HU3bKUII apTepialbHUM THCK, cepLeBUil Hamal, TpoMO y BelHKiil BeHi, TPOMO y BeJMKii
JIereHeBili aprepil, HAKONMYEHHS PINWHM Y JIETeHSAX, MO3UTUBHUI pe3ynbTaT Tecty KymOca, 3HMKEHeE
HaCU4eHHs KPOBI KMCHEM, CHHIPOM IOCTPOro MOCTTPaHC(Y3iHOTO YIIKOIKEHHS JIereHb.
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IMoBinomaenns npo nodiuni epexTn

Skuo y Bac Bunukin 6yab-ski no0iuHi eekTy, 3BepHITLCS 10 CBOTO Jikaps, GpapMaleBTa abo MeJICeCTpH.
Ile cTocyeTnbes i Oynp-SKUX MOXKIMBUX MMOOIYHUX edeKTiB, WO He mepejideHi y uiit mucrisui. Bu MoxeTte Takox
NOBIJOMUTH Tpo 1oOiyHi edexTn Oe3rocepelHiM YMHOM 4Yepe3 HaliOHAIbHY CHUCTEMY I1OBiZOMIIEHHS.
[loBigomisitoun mpo nobiuni epextH, Bu Moxere crpusTi HagaHHIO Oinbmn MOBHOI iH(popMauii moxo Ge3nexu
IIbOTO JIIKapchKOro 3acody.

5. sIk 36epiratu KIOBIT

e 306epiraiite neit nikapchbkuii 3acid no3a noseM 3opy AiTel Ta y HEAOCTYITHOMY JUTs AiTeil Micui.

¢ He BuxopucroByiiTe neil mikapchkuii 3acid micyisg 3akiHYeHHs TepMiHy MPUAATHOCTI, IO HaIpyKOBaHUH Ha
€TUKETLI Ta KapTOHHi# kopobui micns ciiz "EXP (npunatuuii 10)". Jlata TepMiHy NpUAAaTHOCTI € OCTAHHIM
JIHEM 3a3Ha4€HOTO MiCAI.

e He BuxopucTOByliTE M€l JiKapchkuii 3aci0, skmo Bu momiTuiau B HbOMY TBEpAi BKIIOYEHHs abo
3HeOapBIICHHS.
He 36epiraiite npu Temnepatypi nonan 25°C.
He 3amoposxyiite.

e JIng 3aXuCTy Bij cBiTa 30epiraiite (prakoH y 30BHIIIHIM KapTOHHIN KOpOOLI.

6. BmicT ynakoBkH Ta iHma ingopmanist
o mictute KIOBIT

e Jlirouoro pedosuHoto npenapaty KIOBII™ € HopMatsHUi iMyHOTIIOOYITiH JIFOIWHH.

e 1 wmn npenapaty KIOBII' mictuts 100 Mr Ginka JIOACBKOTO TMOXOAXKEHHS, y CKJIaAi SIKOTO MICTUTHCS
npuHaitMui 98% imyrornodyniny G (IgG).

e [HmMMHM iHrpenieHTaMu (ZOTIOMIXHUMY PEIOBHHAMM) MIPENAPATy € TIIHH i BoIa Iisl iH'€KITil.

SAx Burasinae KIOBIT' Ta BMicT ynakoBKH

KIOBIT € pozunHoM s iHy3iit y ¢uakonax no 10, 25, 50, 100, 200 a6o 300 mu1. Po3uuH € npo3opum ado
TPOXH OTAJECHIOIYUM Ta 6e30apBHIM ab0 0J1iH0-)KOBTOTO KOJIBOPY.

He yci po3mipu yITakoBOK MOKYTb HAAXOIUTH Y IPOIAX.

BuiacHuK peecTpaniiiHOro nocBizyeHHst
Baxcrep AT’
Ianycrpimrpacce 67
A-1221 Binens, ABCTpis
(Baxter AG, Industriestrasse 67, A-1221 Vienna, Austria)

Bupobuuk
bakcanta benbsmxiym Menstopexaypunr CA
6yneBap Pene Bpankap 80
B-7860 Jleccin
Benpris
(Baxalta Belgium Manufacturing SA, Boulevard Renit Branquart, 80, B-7860 Lessines, Belgium)

Bakctep CA

OyneBap Pene bpankap 80

B-7860 Jleccin

Beneris

(Baxter SA, Boulevard Renit Branquart 80, B-7860 Lessines, Belgium )
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3a Oyab-skor0 iH(MOpPMAIIEI CTOCOBHO LLOro Iperapary. Oyab Jacka, 3BepTaiiTech 10 MiCLUEBOro

npeacTaBHUKa BjlaCHHUKa pe€CTpauiﬁHoro MOCBITUEeHHS:

beabris

bakcanra benbmxiym CITPJ1
(Baxalta Belgium SPRL)
Ten.: +322 892 62 00

boarapis

Bbaxcanra Byarapis €O0/]
(baxcanta bwarapus EOO/I)
Ten.: + 359 2 9808482

Yecwra Pecnybaika
bakcanra Yek cnon.c p.o.
(Baxalta Czech spol.s r.0.)
Ten.: +420 225379700

Jlanis

bakcanta Jlenmapk A/C
(Baxalta Denmark A/S)
TIf.: +45 3270 12 00

HimMeyyuna

bakcanra Jlofunenn I'm6X
(Baxalta Deutschland GmbH)
Ten.: +49 89 262077-011

EcTonist

OV bakcanra EcToHis
(OU Baxalta Estonia)
Ten.: +372 6 515 140

I'penist

Bbakcanra Xennac
(Baxalta Hellas)

Ten.: +30 210 27 80 000

Icnanist

bakcanra Cneiin C.J1.
(Baxalta Spain S.L.)
Ten.: +34 91 790 42 22

dpaHnuis

Bbaxcanrta ®panc CAC
(Baxalta France SAS)
Ten.: +33 1 70 96 06 00

XopsaTist

bakcanra 11.0.0.
(Baxalta d.o.0.)

Ten.: +386 1 420 1680

Ipnanais

bakcanra FOKeii Jlimiten
(Baxalta UK Limited)
Ten.: +44 1 635 798 777

Icaannis

Aticapma x.
(Icepharma hf.)

Temn.: + 354-540-8000

JluTBa

FOE#bi bakcanra JlitBenia
(UAB Baxalta Lithuania)
Ten.: +370 852102822

JlroxkcemOypr

baxcanra benpaxiym CIIPJI
(Baxalta Belgium SPRL)
Ten.: +32 2 892 62 00

Yropmmuna

bakcanra Xanrepi Kot
(Baxalta Hungary Kft)
Ten.: +36 1 202 1981

MaabTa

Baxcarnra FOKeii Jlimiten
(Baxalta UK Limited)
Tel.: +44 1 635798 777

Hinepnranan

baxcanra Hezepnenns b.B.
(Baxalta Netherlands B.V.)
Ten.: +31 30 799 27 77

Hopgeris

baxcanta Hopgeii AC
(Baxalta Norway AS)
Ten.: +47 22 585 000

ABCTPpIs

baxcanra Ocrepaiix I'M6X
(Baxalta Osterreich GmbH)
Ten.: +43 (0) 120 100 0

IMoakia

Bakcanra IlTonenn Cr. 3 0.0.
(Baxalta Poland Sp. z 0.0.)
Ten.: +48 22 223 03 00

IMopTyrauis

Bakcanra Ilopryran, FOnineccon, Jina.
(Baxalta Portugal, Unipessoal, Lda.)
Ten.: +351 21 122 03 00

Pymynis

baxcanra C.P.JL.
(Baxalta S.R.L.)

Ten.: +40 31 860 6200

CuoBenis

Bakcanra 1.0.0.
(Baxalta d.o.o.)

Ten.: +386 1 420 1680

CaoBaubka PecnyOaika
bakcanra CnoBakis c.p.o.
(Baxalta Slovakia s.r.0.)
Ten.: +421 2 3211 5581
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Itanis

bakcanta Itani C.p.o.
(Baxalta Italy S.r.1.)
Ten.: +39 06 45224 600

Kinp

Baxcanta Xenmac
(Baxalta Hellas)

Ten.: +30 210 27 80 000

JlaTBis

EcAiiE# bakcrep Jlatsia
(STA Baxter Latvia)
Ten.: +371 67784784
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Dinagnais

bakcanta ®@innenn O
(Baxalta Finland Oy)
Ten.: +358 201 478 200

IBeuis

bakcanrta Ceenen Ab
(Baxalta Sweden AB)
Ten.: +46 8 50 53 26 00

Beanka Bpurtanis
bakcanra FOKeii Jlimiten
(Baxalta UK Limited)
Ten.: +44 1 635 798 777

BocTanHe 1151 nuctiBka Oyna neperisHyTa
Inmi mxepena ingopmauii

3 neraybHOIO iHGOpMali€elo Mpo Lel npenapaT MOKHAa O3HAHOMMTHCHA Ha BeO-CTOpiHLI €BporneiickKoro
areHTCcTBa 3 JiKapchKUX 3ac06iB 32 TaKOM anapecoro: hitp:/www.ema.europa.eu/.

HageneHna Hikde iH(opMallis mpu3HayeHa JHIe Ul CIelialicTiB y cdepi 0XOpPOHH 310pOB's.

Crnocib 3acTocyBaHHs

e KIOBII" HeoOXigHO BBOIUTH BHYTPIilIHBOBEHHUM YMHOM. [HIII NIISXY BBEIECHHS HEe BUBYAIIHCS.

e KIOBII ciig BBOOAUTH LUISIXOM BHYTPilIHbOBEHHOT 1H(Y3ii 3 HOYaTKOBOXO IIBUAKICTIO 0,5 MJI/KT MacH Tiia
Ha ToauHy npoTsiroM 30 XBHIMH. SIKIIO Taka MIBUAKICT NEPEHOCHUThCS 100pe, IIBUIKICTH BBEIEHHS
MO’KHa MOCTYIIOBO MiJBMIYBAaTH MakCUMYyM 10 6 MJI/KI MacH Tifla Ha roauHy. KniHiusi naHi, oTpumani Ha
MaJIOYMCeNIbHIN KOTOPTi Malli€HTIB, CBiIYaTh TAKOJK, 1110 JOPOCIi MALEHTH 3 EPBUHHUM iMyHOIeQilIuTOM
MOJKYTb TIEPEHOCUTH IIBUAKICTE iH(DY311 10 8 MII/KT MacH Tia Ha TOIUHY.

e JSlkuio nepen iHdysiero mpenapaT Tpeba po30aBUTU 7 OTPUMAaHHA MEHIIMX KonueHTpauii, KIOBIT
MOXHa pO3BECTH 5%-M PpO3YMHOM TJIIOKO3M /O OTpPUMAHHSA KiHLEeBOi KoHueHTpaiii 50 mr/mi (5%
iMyHOr100YJIiH).

e V BUNAAKy BHHUKHEHHsA OyIb-AKMX INOB'SI3aHMX 3 iHQY3i€l0 HeOakaHMX SBUI HEOOXITHO 3HHM3UTH
LWIBUIKICTH iHDY3iT a0 iT NPUIMTUHKUTH.

Oco06.1uBIi 3ax01H 0e3neKH

e V BumagKy BHHUKHEHHsS OyIb-SKHX IOB'S3aHMX 3 1HQY3i€l0 HeOaXaHMX SBUII HEOOXITHO 3HM3UTH
IIBUIKICTD iHQY3ii ab0 11 TpUITUHUTH.

e Kosxnoro pasy mpu BeezeHHi mpenapaty KIOBOIT pekoMeHIyeTbCs peecTpyBaTH Ha3BY i HOMep cepil
3aCTOCOBAHOTO Ipemnapary.

HecymicnicTs

Lleit mpenapat He MOKHA 3aCTOCOBYBATH Pa3oM 3 IHIIUMH JIIKAPCHKUMHU 3aCO0aMH.

Oco0smBi 3ax014 Ge3nekH NpH 30epiraHHi

o [licng po3BeeHHs 10 MEHIIMX KOHLEHTpalili peKOMEHAYEThCS BUKOPUCTATH TIpenapar opasy Mmicis Horo
posBeneHHs. byia nponeMoHcTpoBaHa cTabinpHicTh npenapaty KIOBII npu #oro BUKOpHCTaHHI IPOTATOM
21 nobu mpu Temmnepatypi Bix 2 no 8°C, a takox Bim 28 no 30°C, micns #oro po3BeneHHS 5%-HUM
PO3UMHOM I'TIOKO3M 10 KiHIeBoi KoHueHTpauii 50 Mr/mi (5% iMyHorno6ynin). OnHa ¢
HE po3rJIsIalIucs MUTaHHs MiKpoOHOT0 3a0pyIHEHHs 1 6e3neKu.




Incrpykuil aas po6oTu Ta yruaizamii
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¢ [lepen 3acTocyBaHHAM JiKapchbkuil 3aci6 HEOOXinHO HArpiTH 10 KIMHATHOI TeMilepaTypu abo Temeparypu

Tina.

e [lepen 3acTocyBaHHAM TNpenapar Clill Bi3yaJlbHO OOCTEKHTH Ha IpPEIMET HASBHOCTI B HbOMY TBEPIMX
BKJIFOYEHb | 3He0apB/eHHs. 3aCTOCOBYBATH CJIiJl JIMIIE NPo30pi abo TPOXH OMaNeciiooui, 6e30apeHi abo
6.J1i10-5KOBTOTO KOJLOPY po3uMHM. He BHKOPMCTOBYIiTe PO3YMHHM, IO MICTSTH TBep/i BKIIOUEHHS aGo €

3He0apBIEHUMHU.

* Jlkmo HeoOXiOHO 3MiHCHMTH pO3BENEHHA, PEKOMEHIYETbCS BHKOPUCTOBYBATH pO3YMH  IUIIOKO3U
KOHIeHTpawii 5%. Jlng oTpuMaHHA po3uMHY iMYHOr100yIiHy KoHueHTpauii 50 mr/mu (5%), npemapar
KIOBII" 100 mr/mn (10%) caix po3secTH piBHUM 00'€eMOM pO3YMHY TJIHOKO3M. [IpH po3BeleHHi
PEKOMEHIIYE€THCA 3BECTH J10 MIHIMYMY PU3UK MiKPOOHOTO 3a0pyIHEHHS.

e DBynp-siki 3a/1MIIKM HEBMKOPHUCTAHOTO JKapchbKoro 3aco0y abo HOro BIAXOAM Clild YTMIisyBaTH 3a

MiCLIEBUMU npaBUJIaMH.

PexomenaoBaui 103u

IMoxka3zanus

Jo3a

YacroTa BBeIeHHS

3amicHa Teparis Ipu MepBUHHOMY
iMyHOnehinuTi

novartkosa j03a: 0,4-0,8 r/xr
nicis usoro: 0,2-0,8 r/kr

KOkHi 3-4 TYKHI 0 TOCSITHEHHS
MiHiManbpHOro piBHs 1gG npuHaiiMHi
5-6 r/n

3amicHa Tepartist Ipu BTOPHHHOMY 0,2-0,4 r/xr KOXHI 3-4 TIKHI 10 TOCATHEHHS

iMmyHonediumTi MiHiManbHOTO MoKasHuka IgG
npuHaitmMHi 5-6 1/71

Bpomxkenuit CHIJT 0,2-0,4 r/kr KOKHI 3-4 THKHI

I'inoramarnoGyninemis (< 4 r/m) y 0,2-0,4 r/xr KOXHI 3-4 THKHI 10 1OCATHEHHS

MaLi€HTIB Mic/s allOreHHOT MiHiMabHOrO nokasHuka IgG nonazn

TpaHCIUIaHTalil KpOBOTBOPHUX Sr/n

CTOBOYPOBHX KIIITHH

IMyHOMOTY SIS

IlepBuHHa iMyHHa 0,8-1 r/kr B IIEPILUH AeHb, MOXKIINBO 3

TPOMOOLUTOTIEHI s

Cunznpowm ittena-Bappe

XBopoba Kapacaki

Bararodoxkansaa MOTOpHA
Heltponatis (BMH)

a60 0,4 r/kr/nens
0,4 r/xr/ness
1,6-2 r/xr

abo 2 r/kr

[I0YaTKOBa 103a: 2 I/KT
HiATpUMYyIoYa 103a: 1 r/kr
ab6o 2 r/kr

OJHOPA30BUM TIOBTOPOM TPOTSITOM
3-X aHIB

IPOTSAroM 2-5 JHIB
IIPOTATOM 5 THIB

PO3IITBHUMH J103aMH MIPOTATOM 2-5
JIHIB OJTHOYACHO 3
alleTUIICATILIMIIOBOKO KHUCTIOTOKO

OZTHOPAa30BO OJHOYACHO 3
AlETUICATIIUIOBOK KUCIIOTO

IpOTAroM 2-5 IHiB
KOXKHI 2-4 TUXHI
a00 koxHi 4-8 THXHIB
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1. NAME OF THE MEDICINAL PRODUCT

KIOVIG 100 mg/ml solution for infusion

2, QUALITATIVE AND QUANTITATIVE COMPOSITION
Human normal immunoglobulin (IVIg)
One ml contains:

Human normal immunoglobulin ............... 100 mg
(purity of at least 98% IgG)

Each vial of 10 ml contains: 1 g of human normal immunoglobulin
Each vial of 25 ml contains: 2.5 g of human normal immunoglobulin
Each vial of 50 ml contains: 5 g of human normal immunoglobulin
Each vial of 100 ml contains: 10 g of human normal immunoglobulin
Each vial of 200 ml contains: 20 g of human normal immunoglobulin
Each vial of 300 ml contains: 30 g of human normal immunoglobulin
Distribution of IgG subclasses (approx. values):

IgG1 >56.9%

1gG2 >26.6%

IgG3 >3.4%

1gG4 >1.7%

The maximum IgA content is 140 micrograms/ml.

Produced from the plasma of human donors.

For the full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM

Solution for infusion
The solution is clear or slightly opalescent and colourless or pale yellow.

4. CLINICAL PARTICULARS
4.1 Therapeutic indications

Replacement therapy in adults, and children and adolescents (0-18 vears) in:
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. Primary immunodeficiency syndromes with impaired antibody production (see section 4.4).

. Hypogammaglobulinaemia and recurrent bacterial infections in patients with
chronic lymphocytic leukaemia, in whom prophylactic antibiotics have failed.

. Hypogammaglobulinaemia and recurrent bacterial infections in plateau phase multiple
myeloma patients who have failed to respond to pneumococcal immunisation.

o Hypogammaglobulinaemia in patients after allogeneic haematopoietic stem cell
transplantation (HSCT).

. Congenital AIDS and recurrent bacterial infections.
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Immunomodulation in adults, and children and adolescents (0-18 vears) in:
° Primary immune thrombocytopenia (ITP), in patients at high risk of bleeding or prior to surgery
to correct the platelet count.
o Guillain Barré syndrome.
o Kawasaki disease.

e Multifocal Motor Neuropathy (MMN).
4.2 Posology and method of administration

Replacement therapy should be initiated and monitored under the supervision of a physician
experienced in the treatment of immunodeficiency.

Posology

The dose and dose regimen is dependent on the indication.

In replacement therapy the dose may need to be individualised for each patient dependent on the
pharmacokinetic and clinical response. The following dose regimens are given as a guideline.

Replacement therapy in primary immunodeficiency syndromes

The dose regimen should achieve a trough level of IgG (measured before the next infusion) of at
least 5 to 6 g/l. Three to six months are required after the initiation of therapy for equilibration to
occur. The recommended starting dose is 0.4-0.8 g/kg given once, followed by at least 0.2 g/kg
given every three to four weeks.

The dose required to achieve a trough level of 5-6 g/l is of the order of 0.2-0.8 g/kg/month.
The dose interval when steady state has been reached varies from 3-4 weeks.

Trough levels should be measured and assessed in conjunction with the incidence of infection. To
reduce the rate of infection, it may be necessary to increase the dose and aim for higher trough levels.

Hypogammaglobulinaemia and recurrent bacterial infections in patients with chronic lymphocytic
leukaemia, in whom prophylactic antibiotics have failed,; hypogammaglobulinaemia and recurrent
bacterial infections in plateau phase multiple myeloma patients who have failed to respond to
pneumococcal immunisation; congenital AIDS and recurrent bacterial infections

The recommended dose is 0.2-0.4 g/kg every three to four weeks.

Hypogammaglobulinaemia in patients after allogeneic haematopoietic stem cell transplantation

The recommended dose is 0.2-0.4 g/kg every three to four weeks. The trough levels should be
maintained above 5g/1.

Primary immune thrombocytopenia

There are two alternative treatment schedules:
J 0.8-1g/kg given on day one; this dose may be repeated once within 3 days
o 0.4 g/kg given daily for two to five days.

The treatment can be repeated if relapse occurs.
Guillain Barré syndrome

0.4 g/kg/day over 5 days.
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Kawasaki Disease

1.6-2 g/kg should be administered in divided doses over two to five days or 2.0 g/kg as a single dose.
Patients should receive concomitant treatment with acetylsalicylic acid.

Multifocal Motor Neuropathy (MMN)

Starting dose: 2 g/kg given over 2-5 days.
Maintenance dose: 1 g/kg every 2 to 4 weeks or 2 g/kg every 4 to 8 weeks.

The dose recommendations are summarised in the following table:

Indication Dose Frequency of injections
Replacement therapy in primary starting dose:
immunodeficiency 0.4-0.8 g/kg
thereafter: every 3-4 weeks to obtain IgG

0.2-0.8 g/kg trough level of at least 5-6 g/l

Replacement therapy in secondary 0.2-0.4 g/kg every 3-4 weeks to obtain IgG
immunodeficiency trough level of at least 5-6 g/l
Congenital AIDS 0.2-0.4 g/kg every 3-4 weeks
Hypogammaglobulinaemia (<4 g/l) in 0.2-0.4 g/kg every 3-4 weeks to obtain IgG
patients after allogeneic haematopoietic trough level above 5g/1
stem cell transplantation
Immunomodulation:
Primary immune thrombocytopenia 0.8-1 g/kg on day 1, possibly repeated once
within 3 days
or
0.4 g/kg/d for 2-5 days
Guillain Barré syndrome 0.4 g/kg/d for 5 days
Kawasaki disease 1.6-2 g/kg in divided doses for 2-5 days in
association with acetylsalicylic acid
or
2 g/kg in one dose in association with
acetylsalicylic acid
Multifocal Motor Neuropathy (MMN) starting given over 2-5 days
dose: 2 g/kg
maintenance every 2-4 weeks
dose: 1 g/kg
or or
2 g/kg every 4-8 weeks

Paediatric population

The posology in children and adolescents (0-18 years) is not different to that of adults as the
posology for each indication is given by body weight and adjusted to the clinical outcome of
the above mentioned conditions.
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Method of administration

For intravenous use.

Human normal immunoglobulin should be infused intravenously at an initial rate of 0.5 ml/kg BW/hr
for 30 minutes. If well tolerated (see section 4.4), the rate of administration may gradually be
increased to a maximum of 6 ml/kg BW/hr. Clinical data obtained from a limited number of patients
also indicate that adult PID patients may tolerate an infusion rate of up to 8 ml/kg BW/hr. For further
precautions for use see section 4.4.

If dilution prior to infusion is required, KIOVIG may be diluted with 5% glucose solution to a final
concentration of 50 mg/ml (5% immunoglobulin). For instructions on dilution of the medicinal
product before administration, see section 6.6.

Any infusion-related adverse events should be treated by lowering infusion rates or by stopping the
infusion.

4.3 Contraindications

Hypersensitivity to the active substance or to any of the excipients listed in section 6.1.
Hypersensitivity to human immunoglobulins, especially in patients with antibodies against IgA.

4.4 Special warnings and precautions for use

Certain severe adverse reactions may be related to the rate of infusion. The recommended infusion

rate given under section 4.2 must be closely followed. Patients must be closely monitored and

carefully observed for any symptoms throughout the infusion period.

Certain adverse reactions may occur more frequently

° in case of high rate of infusion

° in patients who receive human normal immunoglobulin for the first time or, in rare cases, when
the human normal immunoglobulin product is switched or when there has been a long interval
since the previous infusion.

Potential complications can often be avoided by ensuring that patients:

- are not sensitive to human normal immunoglobulin by initially injecting the product slowly
(0.5 ml/’kg BW/hr);

- are carefully monitored for any symptoms throughout the infusion period. In particular, patients
naive to human normal immunoglobulin, patients switched from an alternative IVIg product or
when there has been a long interval since the previous infusion should be monitored during the
first infusion and for the first hour after the first infusion, in order to detect potential adverse
signs. All other patients should be observed for at least 20 minutes after administration.

In case of adverse reaction, either the rate of administration must be reduced or the infusion stopped.
The treatment required depends on the nature and severity of the adverse reaction.
In case of shock, standard medical treatment for shock should be implemented.

In all patients, IVIg administration requires:

adequate hydration prior to the initiation of the infusion of IVIg
monitoring of urine output

monitoring of serum creatinine levels

monitoring for signs and symptoms of thrombosis

assessment of blood vicosity in patients at risk for hyperviscosity
avoidance of concomitant use of loop diuretics.
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Hypersensitivity

True hypersensitivity reactions are rare. They can occur in patients with anti-IgA antibodies. IVIg is
not indicated in patients with selective IgA deficiency where the IgA deficiency is the only
abnormality of concern.

Rarely, human normal immunoglobulin can induce a fall in blood pressure with anaphylactic reaction,
even in patients who had tolerated previous treatment with human normal immunoglobulin.

Thromboembolism

There is clinical evidence of an association between IVIg administration and thromboembolic events
such as myocardial infarction, cerebral vascular accident (including stroke), pulmonary embolism and
deep vein thrombosis which is assumed to be related to a relative increase in blood viscosity through
the high influx of immunoglobulin in at-risk patients. Caution should be exercised in prescribing and
infusion of IVIg in obese patients and in patients with pre-existing risk factors for thrombotic events
(such as a history of atherosclerosis, multiple cardiovascular risk factors, advanced age, impaired
cardiac output, hypertension, use of estrogens, diabetes mellitus and a history of vascular disease or
thrombotic episodes, patients with acquired or inherited thrombophilic disorders, hypercoagulable
disorders, patients with prolonged periods of immobilisation, severely hypovolemic patients, patients
with diseases which increase blood viscosity, patients with indwelling vascular catheters and patients
with high dose and rapid infusion).

Hyperproteinemia, increased serum viscosity and subsequent relative pseudohyponatremia may occur
in patients receiving IVIg therapy. This should be taken into account by physicians, since initiation of
treatment for true hyponatremia (i.e. decreasing serum free water) in these patients may lead to

a further increase in serum viscosity and a possible predisposition to thromboembolic events.

In patients at risk for thromboembolic adverse reactions, IVIg products should be administered at the
minimum rate of infusion and dose practicable.

Acute renal failure

Cases of acute renal failure have been reported in patients receiving IVIg therapy. These include acute
renal failure, acute tubular necrosis, proximal tubular nephropathy and osmotic nephrosis. In most
cases, risk factors have been identified, such as pre-existing renal insufficiency, diabetes mellitus,
hypovolemia, overweight, concomitant nephrotoxic medicinal products, age over 65, sepsis,
hyperviscosity or paraproteinemia.

In case of renal impairment, IVIg discontinuation should be considered. While these reports of renal
dysfunction and acute renal failure have been associated with the use of many of the licensed IVIg
products containing various excipients such as sucrose, glucose and maltose, those containing sucrose
as a stabilizer accounted for a disproportionate share of the total number. In patients at risk, the use of
IVIg products that do not contain these excipients may be considered. KIOVIG does not contain
sucrose, maltose or glucose.

In patients at risk for acute renal failure, IVIg products should be administered at the minimum rate
of infusion and dose practicable.

Transfusion Related Acute Lung Injury (TRALI)

There have been reports of noncardiogenic pulmonary edema (Transfusion Related Acute Lung Injury,
TRALI) in patients administered IVIg (including KIOVIG).
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Aseptic meningitis syndrome (AMS)

Aseptic meningitis syndrome has been reported to occur in association with IVIg treatment.
Discontinuation of IVIg treatment has resulted in remission of AMS within several days without
sequelae. The syndrome usually begins within several hours to 2 days following IVIg treatment.
Cerebrospinal fluid studies are frequently positive with pleocytosis up to several thousand cells

per mm’, predominantly from the granulocytic series, and elevated protein levels up to several
hundred mg/dL. AMS may occur more frequently in association with high-dose (2 g/kg) IVIg
treatment.

From post-marketing data with KIOVIG no clear correlation of AMS to higher doses was observed.
Higher incidences of AMS were seen in women.

Haemolytic anaemia

IVIg products can contain blood group antibodies that may act as hemolysins and induce in vivo
coating of red blood cells with immunoglobulin, causing a positive direct antiglobulin reaction
(Coombs' test) and, rarely, hemolysis. Haemolytic anaemia can develop subsequent to IVIg therapy
due to enhanced red blood cells (RBC) sequestration. IVIg recipients should be monitored for clinical
signs and symptoms of haemolysis. (See section 4.8.)

Interference with serological testing

After infusion of immunoglobulin the transitory rise of the various passively transferred antibodies
in the patient's blood may result in misleading positive results in serological testing.

Passive transmission of antibodies to erythrocyte antigens, e.g. A, B, D, may interfere with some
serological tests for red cell antibodies, for example the direct antiglobulin test (DAT, direct
Coombs’ test).

Administration of KIOVIG can lead to false positive readings in assays that depend on detection of
beta-D-glucans for diagnosis of fungal infections. This may persist during the weeks following
infusion of the product.

Transmissible agents

KIOVIG is made from human plasma. 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 cffective
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 infectious
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 HIV, HBV and HCV, and
for the non-enveloped viruses HAV and parvovirus B19.

There is reassuring clinical experience regarding the lack of hepatitis A or Parvovirus
B19 transmission with immunoglobulins and it is also assumed that the antibody content makes
an important contribution to the viral safety.

It is strongly recommended that every time that KIOVIG 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.
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Paediatric population

There are no paediatric specific risks with regard to any of the above adverse events. Paediatric
patients may be more susceptible to volume overload (see Section 4.9).

4.5 Interactions with other medicinal products and other forms of interactions

Live attenuated virus vaccines

Immunoglobulin administration may impair for a period of at least 6 weeks and up to 3 months
the efficacy of live attenuated virus vaccines such as measles, rubella, mumps and varicella. After
administration of this product, an interval of 3 months should elapse before vaccination with live
attenuated virus vaccines. In the case of measles, this impairment may persist for up to 1 year.
Therefore patients receiving measles vaccine should have their antibody status checked.

Dilution of KIOVIG with a 5% glucose solution may result in increased blood glucose levels.

Paediatric population

The listed interactions apply both to adults and children.

4.6  Fertility, pregnancy and lactation

Pregnancy

The safety of this medicinal product for use in human pregnancy has not been established in controlled
clinical trials and therefore it should only be given with caution to pregnant women and breast-feeding
mothers. IVIg products have been shown to cross the placenta, increasingly during the third trimester.
Clinical experience with immunoglobulins suggests that no harmful effects on the course of
pregnancy, or on the foetus and the neonate are to be expected.

Breast-feeding

Immunoglobulins are excreted into the milk and may contribute to protecting the neonate from
pathogens which have a mucosal portal of entry.

Fertility

Clinical experience with immunoglobulins suggests that no harmful effects on fertility are to be
expected.

4.7  Effects on ability to drive and use machines

The ability to drive and operate machines may be impaired by some adverse reactions associated with
KIOVIG. Patients who experience adverse reactions during treatment should wait for these to resolve
before driving or operating machines.

4.8 Undesirable effects

Summary of the safety profile

Adverse reactions such as chills, headache, dizziness, fever, vomiting, allergic reactions, nausea,
arthralgia, low blood pressure and moderate low back pain may occur occasionally.

Rarely human normal immunoglobulins may cause a sudden fall in blood pressure and, m i
cases, anaphylactic shock, even when the patient has shown no hypersensitivi
administration.
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Cases of reversible aseptic meningitis and rare cases of transient cutaneous reactions have been
observed with human normal immunoglobulin. Reversible haemolytic reactions have been observed
in patients, especially those with blood groups A, B, and AB. Rarely, haemolytic anaemia requiring
transfusion may develop after high dose IVIg treatment (see also Section 4.4).

Increase in serum creatinine level and/or acute renal failure have been observed.

Very rarely: Thromboembolic reactions such as myocardial infarction, stroke, pulmonary embolism,
and deep vein thromboses.

Tabulated list of adverse reactions

The tables presented below are according to the MedDRA system organ classification (SOC and
Preferred Term Level). Table 1 shows the adverse reactions from clinical trials and Table 2 shows the
post-marketing ARs.

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

Within each frequency grouping, adverse reactions are presented in order of decreasing seriousness.

Table 1
Frequency of Adverse Reactions (ADRs) in clinical studies with KIOVIG
MedDRA
System Organ Class : Adverse reaction Frequency
(SOO)

Infections and infestations | Bronchitis, nasopharyngitis Common
Chronic sinusitis, fungal infection, infection, kidney Uncommon
infection, sinusitis, upper respiratory tract infection,
urinary tract infection, bacterial urinary tract infection,
meningitis aseptic

Blood and lymphatic Anaemia, lymphadenopathy Common

system disorders

Immune system disorders | Hypersensitivity, anaphylactic reaction Uncommon

Endocrine disorders Thyroid disorder Uncommon

Metabolism and nutrition | Decreased appetite Common

disorders

Psychiatric disorders Insomnia, anxiety Common
Irritability Uncommon

Nervous system disorders | Headache Very common
Dizziness, migraine, paresthesia, hypoesthesia Common
Amnesia, dysarthria, dysgeusia, balance disorder, Uncommon
tremor

Eye disorders Conjunctivitis Common
Eye pain, eye swelling Uncommon

Ear and labyrinth Vertigo, fluid in middle ear Uncommon

disorders

Cardiac disorders Tachycardia Common

Vascular disorders Hypertension Very common
Flushing Common
Peripheral coldness, phlebitis ,Uncommon
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Table 1
Frequency of Adverse Reactions (ADRSs) in clinical studies with KIOVIG
MedDRA
System Organ Class Adverse reaction Frequency
(SO0
Respiratory, thoracic and | Cough, rhinorrhoea, asthma, nasal congestion, Common
mediastinal disorders oropharyngeal pain, dyspnea
Oropharyngeal swelling Uncommon
Gastrointestinal disorders | Nausea Very common
Diarrhoea, vomiting, abdominal pain, dyspepsia Common
Abdominal distension Uncommon
Skin and subcutaneous Rash Very common
tissue disorders Contusion, pruritus, urticaria, dermatitis, erythema Common
Angioedema, acute urticaria, cold sweat, Uncommon
photosensitivity reaction, night sweats, hyperhidrosis
Musculoskeletal and Back pain, arthralgia, pain in extremity, myalgia, Common
connective tissue muscle spasms, muscular weakness
disorders Muscle twitching Uncommon
Renal and urinary Proteinuria Uncommon
disorders

General disorders and
administration site

Local reactions (e.g. infusion site
pain/swelling/reaction/pruritus), pyrexia, fatigue

Very common

conditions Chills, edema, influenza-like illness, chest discomfort, | Common
chest pain, asthenia, malaise, rigors
Chest tightness, feeling hot, burning sensation, Uncommon
swelling
Investigations Blood cholesterol increased, blood creatinine Uncommon
increased, blood urea increased, white blood cell
count decreased, alanine aminotransferase increased,
haematocrit decreased, red blood cell count decreased,
respiratory rate increased
Table 2
Post-Marketing Adverse Reactions (ARs)
MedDRA
System Organ Class Adverse reaction Frequency
(SO0)
Blood and lymphatic Hemolysis Not known
system disorders
Immune system disorders | Anaphylactic shock Not known
Nervous system disorders | Transient ischemic attack, cerebral vascular accident Not known
Cardiac disorders Myocardial infarction Not known
Vascular disorders Hypotension, deep vein thrombosis Not known
Respiratory, thoracic and | Pulmonary embolism, pulmonary edema Not known
mediastinal disorders
Investigations Coombs direct test positive, oxygen saturation Not known
decreased
Injury, poisoning and Transfusion-related acute lung injury Not known

procedural complications

Description of selected adverse reactions

Muscle twitching and weakness were reported only in patients with MMN.
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Paediatric population

Frequency, type and severity of adverse reactions in children are the same as in adults.

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is important.
It allows continued monitoring of the benefit/risk balance of the medicinal product. Healthcare
professionals are asked to report any suspected adverse reactions via the national reporting
system.

For safety with respect to transmissible agents, see section 4.4.
4.9 Overdose

Overdose may lead to fluid overload and hyperviscosity, particularly in patients at risk, including
elderly patients or patients with cardiac or renal impairment.

Paediatric population

Smaller children below the age of 5 years may be particularly susceptible to volume overload.
Therefore, dosing should be carefully calculated for this population. In addition, children with
Kawasaki Disease are at especially high risk due to underlying cardiac compromise so dose and rate
of administration should be carefully controlled.

5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Pharmacotherapeutic group: immune sera and immunoglobulins: immunoglobulins, normal human,
for intravascular administration, ATC code: JO6BA02

Human normal immunoglobulin contains mainly immunoglobulin G (IgG) with a broad spectrum
of antibodies against infectious agents.

Human normal immunoglobulin contains the IgG antibodies present in the normal population. It is
usually prepared from pooled plasma from not fewer than 1000 donations. It has a distribution of
immunoglobulin G subclasses closely proportional to that in native human plasma. Adequate doses
of this medicinal product may restore abnormally low immunoglobulin G levels to the normal range.

The mechanism of action in indications other than replacement therapy is not fully elucidated, but
includes immunomodulatory effects.

Paediatric population

There are no theoretical or observed differences in the action of immunoglobulins in children
compared to adults.
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5.2 Pharmacokinetic properties

Human normal immunoglobulin is immediately and completely bioavailable in the recipient’s
circulation after intravenous administration. It is distributed relatively rapidly between plasma and
extravascular fluid; after approximately 3 to 5 days equilibrium is reached between the intra- and
extravascular compartments.

Pharmacokinetic parameters for KIOVIG were determined in the two clinical studies in PID patients
performed in Europe and the US. In these studies, a total of 83 subjects at least 2 years of age were
treated with doses of 300 to 600 mg/kg body weight every 21 to 28 days for 6 to 12 months. The
median IgG half-life after administration of KIOVIG was 32.5 days. This half-life may vary from
patient to patient, in particular in primary immunodeficiency. Pharmacokinetic parameters for the
product are summarized in the table below. All parameters were analysed separately for three age
groups, children (below 12 years, n=5), adolescents (13 to 17 years, n=10), and adults (above 18 years
of age, n=64). The values obtained in the studies are comparable to parameters reported for other
human immunoglobulins.

Summary of KIOVIG pharmacokinetic parameters

Children Adolescents Adults
Parameter (12 years or below) (13 to 17 years) (18 years or above)
Median | 95% CI* | Median 95% CI Median 95% CI

Terminal half-life (days) 413 20.2 to 86.8 45.1 27.3t089.3 31.9 29.6 to 36.1

Cin (mg/dl)/(mg/kg) 228 | 1.72t0274 | 225 | 198t02.64 | 224 | 1.92t0243
(trough level)
Cnax (mg/dl)/(mg/kg) 444 |330t0490| 443 |3.78t05.16 | 4.50 | 3.99t04.78
(peak level)

In-vivo recovery (%) 121 87 to 137 99 75 to 121 104 96 to 114

Incremental recovery
G/l (sl 2.26 1.70 to 2.60 2.09 1.78 to 2.65 217 1.99 to 2.44

AUCq214 (g-h/dl)

1.49 1.34 to 1.81 1.67 1.45t02.19 1.62 1.50 to 1.78
(area under the curve)

*CI — Confidence Interval

IgG and IgG-complexes are broken down in cells of the reticuloendothelial system.
5.3 Preclinical safety data

Immunoglobulins are normal constituents of the human body.

The safety of KIOVIG has been demonstrated in several non-clinical studies. Non-clinical data reveal
no special risk for humans based on conventional studies of safety pharmacology and toxicity.

Studies of repeated dose toxicity, genotoxicity, and toxicity to reproduction in animals are
impracticable due to induction of and interference by developing antibodies to heterologous proteins.
Since clinical experience provides no evidence for carcinogenic potential of immunoglobulins,

no experimental studies in heterogeneous species were performed.

6. PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Glycine
Water for injections
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6.2 Incompatibilities

This medicinal product must not be mixed with other medicinal products except those mentioned in
section 6.6.

6.3  Shelf life

2 years.

If dilution to lower concentrations is required, immediate use after dilution is recommended.

The in-use stability of KIOVIG after dilution with a 5% glucose solution to a final concentration

of 50 mg/ml (5%) immunoglobulin has been demonstrated for 21 days at 2°C to 8°C as well as 28°C
to 30°C; however, these studies did not include the microbial contamination and safety aspect.

6.4  Special precautions for storage

Do not store above 25°C.

Do not freeze.

Keep the vial in the outer carton in order to protect from light.

For storage conditions after dilution of the medicinal product, see section 6.3.

6.5 Nature and contents of container

10, 25, 50, 100, 200 or 300 ml of solution in a vial (Type I glass) with a stopper (bromobutyl).
Pack size: 1 vial

Not all presentations may be marketed.

6.6  Special precautions for disposal and other handling

The product should be brought to room or body temperature before use.

If dilution is required, 5% glucose solution is recommended. For obtaining an immunoglobulin
solution of 50 mg/ml (5%), KIOVIG 100 mg/ml (10%) should be diluted with an equal volume

of the glucose solution. It is recommended that during dilution the risk of microbial contamination
is minimised.

The product should be inspected visually for particulate matter and discolouration prior to
administration. The solution should be clear or slightly opalescent and colourless or pale yellow.
Solutions that are cloudy or have deposits should not be used.

KIOVIG should only be administered intravenously. Other routes of administration have not been
evaluated.

Any unused medicinal product or waste material should be disposed of in accordance with local
requirements.

T MARKETING AUTHORISATION HOLDER

Baxter AG

Industriestrasse 67
A-1221 Vienna, Austria

13

4

D

S




114

8. MARKETING AUTHORISATION NUMBER(S)

EU/1/05/329/001
EU/1/05/329/002
EU/1/05/329/003
EU/1/05/329/004
EU/1/05/329/005
EU/1/05/329/006

9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION
Date of first authorization: 19 January 2006

Date of latest renewal: 06 December 2010

10. DATE OF REVISION OF THE TEXT

Detailed information on this medicinal product is available on the website of the European Medicines
Agency:_http://www.ema.europa.eu/.
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ANNEX II

MANUFACTURERS OF THE BIOLOGICAL ACTIVE SUBSTANCE AND
MANUFACTURER RESPONSIBLE FOR BATCH RELEASE

CONDITIONS OR RESTRICTIONS REGARDING SUPPLY AND USE

OTHER CONDITIONS AND REQUIREMENTS OF THE MARKETING
AUTHORISATION

CONDITIONS OR RESTRICTIONS WITH REGARD TO THE SAFE AND
EFFECTIVE USE OF THE MEDICINAL PRODUCT

SPECIFIC OBLIGATION TO COMPLETE POST-AUTHORISATION
MEASURES FOR THE CONDITIONAL MARKETING
AUTHORISATION/THE MARKETING AUTHORISATION UNDER
EXCEPTIONAL CIRCUMSTANCES
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A. MANUFACTURERS OF THE BIOLOGICAL ACTIVE SUBSTANCE AND
MANUFACTURER RESPONSIBLE FOR BATCH RELEASE

Name and address of the manufacturers of the biological active substance

Baxalta Belgium Manufacturing SA
Boulevard René Branquart 80
B-7860 Lessines

Belgium

Name and address of the manufacturers responsible for batch release

Baxalta Belgium Manufacturing SA
Boulevard René Branquart 80
B-7860 Lessines

Belgium

Baxter SA

Boulevard René Branquart 80
B-7860 Lessines

Belgium

The printed package leaflet of the medicinal product must state the name and address of the
manufacturer responsible for the release of the concerned batch.

B. CONDITIONS OR RESTRICTIONS REGARDING SUPPLY AND USE
Medicinal product subject to medical prescription.

© Official batch release

In accordance with Article 114 Directive 2001/83/EC, the official batch release will be undertaken by
a state laboratory or a laboratory designated for that purpose.

C.  OTHER CONDITIONS AND REQUIREMENTS OF THE MARKETING
AUTHORISATION

® Periodic Safety Update Reports

The requirements for submission of periodic safety update reports for this medicinal product are set
out in the list of Union reference dates (EURD list) provided for under Article 107¢(7) of
Directive 2001/83/EC and any subsequent updates published on the European medicines web-portal.

D. CONDITIONS OR RESTRICTIONS WITH REGARD TO THE SAFE AND
EFFECTIVE USE OF THE MEDICINAL PRODUCT

° Risk Management Plan (RMP)

The MAH shall perform the required pharmacovigilance activities and interventions detailed in the
agreed RMP presented in Module 1.8.2 of the Marketing Authorisation and any agreed subsequent
updates of the RMP.

ndixauni
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An updated RMP should be submitted:

e At the request of the European Medicines Agency;

o Whenever the risk management system is modified, especially as the result of new
information being received that may lead to a significant change to the benefit/risk profile
or as the result of an important (pharmacovigilance or risk minimisation) milestone being
reached.

° Additional risk minimisation measures

Not applicable.

. Obligation to conduct post-authorisation measures

Not applicable.

E. SPECIFIC OBLIGATION TO COMPLETE POST-AUTHORISATION MEASURES
FOR THE CONDITIONAL MARKETING AUTHORISATION/THE MARKETING
AUTHORISATION UNDER EXCEPTIONAL CIRCUMSTANCES

Not applicable.
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LABELLING AND PACKAGE LEAFLET
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A. LABELLING
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PARTICULARS TO APPEAR ON THE OUTER PACKAGING

OUTER CARTON (1G, 2.5G, 5G, 10G, 20G AND 30G)

1. NAME OF THE MEDICINAL PRODUCT

KIOVIG 100 mg/ml solution for infusion
Human normal immunoglobulin

2. STATEMENT OF ACTIVE SUBSTANCE(S)

Human protein, 100 mg/ml, at least 98% is IgG.

Maximum immunoglobulin A (IgA) content: 140 micrograms/ml.
1g/10ml

25g/25ml

5g/50ml

10 g/ 100 ml

20 g /200 ml

30 g /300 ml

| 3. LIST OF EXCIPIENTS

Glycine
Water for injections

4.  PHARMACEUTICAL FORM AND CONTENTS

Solution for infusion (10%)
1 vial

| 5. METHOD AND ROUTE(S) OF ADMINISTRATION

Intravenous use.
Read the package leaflet before use.

OF THE SIGHT AND REACH OF CHILDREN

6. SPECIAL WARNING THAT THE MEDICINAL PRODUCT MUST BE STORED OUT

Keep out of the sight and reach of children.

| 7.  OTHER SPECIAL WARNING(S), IF NECESSARY

P S 7
[8.  EXPIRY DATE f*‘”d”"’\f\ /A
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9.  SPECIAL STORAGE CONDITIONS l

Do not store above 25°C.
Do not freeze.
Keep the container in the outer carton in order to protect from light.

10. SPECIAL PRECAUTIONS FOR DISPOSAL OF UNUSED MEDICINAL PRODUCTS
OR WASTE MATERIALS DERIVED FROM SUCH MEDICINAL PRODUCTS, IF
APPROPRIATE

11.  NAME AND ADDRESS OF THE MARKETING AUTHORISATION HOLDER

Baxter AG
Industriestrasse 67
A-1221 Vienna
Austria

I 12. MARKETING AUTHORISATION NUMBER(S) 1

EU/1/05/329/001 1 g/ 10 ml
EU/1/05/329/002 2.5 g / 25 ml
EU/1/05/329/003 5 g / 50 ml
EU/1/05/329/004 10 g / 100 ml
EU/1/05/329/005 20 g / 200 ml
EU/1/05/329/006 30 g / 300 ml

| 13.  BATCH NUMBER

Lot:

[ 14. GENERAL CLASSIFICATION FOR SUPPLY

Medicinal product subject to medical prescription.

[ 15.  INSTRUCTIONS ON USE ]

| 16.  INFORMATION IN BRAILLE |

KIOVIG
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PARTICULARS TO APPEAR ON THE IMMEDIATE PACKAGING

VIAL LABEL (5G, 10G, 20G AND 30G)

1.  NAME OF THE MEDICINAL PRODUCT

KIOVIG 100 mg/ml solution for infusion
Human normal immunoglobulin

2. STATEMENT OF ACTIVE SUBSTANCE(S)

Human protein, 100 mg/ml, at least 98% is IgG.
Maximum immunoglobulin A (IgA) content: 140 micrograms/ml.

5g/50ml
10 g/ 100 ml
20 g /200 ml
30 g /300 ml

| 3.  LIST OF EXCIPIENTS

Glycine
Water for injections

L4. PHARMACEUTICAL FORM AND CONTENTS

Solution for infusion (10%)
1 vial

l 5. METHOD AND ROUTE(S) OF ADMINISTRATION

Intravenous use.
Read the package leaflet before use.

6. SPECIAL WARNING THAT THE MEDICINAL PRODUCT MUST BE STORED OUT
OF THE SIGHT AND REACH OF CHILDREN

Keep out of the sight and reach of children.

I 7.  OTHER SPECIAL WARNING(S), IF NECESSARY |

[8. EXPIRY DATE AT /|

EXP:
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9.  SPECIAL STORAGE CONDITIONS ]

Do not store above 25°C.
Do not freeze.
Keep the container in the outer carton in order to protect from light.

10. SPECIAL PRECAUTIONS FOR DISPOSAL OF UNUSED MEDICINAL PRODUCTS
OR WASTE MATERIALS DERIVED FROM SUCH MEDICINAL PRODUCTS, IF
APPROPRIATE

11. NAME AND ADDRESS OF THE MARKETING AUTHORISATION HOLDER

Baxter AG
Industriestrasse 67
A-1221 Vienna
Austria

I 12. MARKETING AUTHORISATION NUMBER(S)

EU/1/05/329/003 5 g / 50 ml

EU/1/05/329/004 10 g / 100 ml
EU/1/05/329/005 20 g / 200 ml
EU/1/05/329/006 30 g / 300 ml

| 13.  BATCH NUMBER

Lot:

14. GENERAL CLASSIFICATION FOR SUPPLY

Medicinal product subject to medical prescription.

| 15. INSTRUCTIONS ON USE |

| 16. INFORMATION IN BRAILLE |
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MINIMUM PARTICULARS TO APPEAR ON SMALL IMMEDIATE PACKAGING UNITS

VIAL LABEL (1G)

rl. NAME OF THE MEDICINAL PRODUCT AND ROUTE(S) OF ADMINISTRATION W

KIOVIG 100 mg/ml solution for infusion
Human Normal Immunoglobulin
Intravenous use.

2. METHOD OF ADMINISTRATION

Read the package leaflet before use.

3. EXPIRY DATE

EXP

4. BATCH NUMBER |

Lot

S CONTENTS BY WEIGHT, BY VOLUME OR BY UNIT

1g/10ml

6. OTHER 1

24
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VIAL LABEL (2.5G)

MINIMUM PARTICULARS TO APPEAR ON SMALL IMMEDIATE PACKAGING UNITS

1, NAME OF THE MEDICINAL PRODUCT AND ROUTE(S) OF ADMINISTRATION

KIOVIG 100 mg/ml solution for infusion
Human Normal Immunoglobulin
Intravenous use.

2. METHOD OF ADMINISTRATION

Read the package leaflet before use.

3 EXPIRY DATE

EXP:

4. BATCH NUMBER

Lot:

5. CONTENTS BY WEIGHT, BY VOLUME OR BY UNIT ]
2.5g/25ml

6. OTHER

Do not store above 25°C.
Do not freeze.
Keep the container in the outer carton in order to protect from light.

25




B. PACKAGE LEAFLET
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Package leaflet: Information for the user

KIOVIG 100 mg/ml solution for infusion
Human normal immunoglobulin

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.

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

e 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.

o If you get any side effects, talk to your doctor, pharmacist or nurse. This includes any possible

side effects not listed in this leaflet. See section 4.

What is in this leaflet

18 What KIOVIG is and what it is used for

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

4. Possible side effects

5. How to store KIOVIG

6.

Contents of the pack and other information

1. What KIOVIG is and what it is used for

KIOVIG belongs to a class of medications called immunoglobulins. These medicines contain human
antibodies, which are also present in your blood. Antibodies help your body to fight infections.
Medicines like KIOVIG are used in patients who do not have enough antibodies in their blood and
tend to get frequent infections. They can also be used in patients who need additional antibodies for
the cure of certain inflammatory disorders (autoimmune diseases).

KIOVIG is used for

Treatment of patients who do not have sufficient antibodies (replacement therapy). There are
five groups:

1. Patients with inborn lack of antibody production (primary immunodeficiency syndromes).

2 Patients with a cancer of the blood (chronic lymphocytic leukaemia) that leads to a lack of
antibody production and recurrent infections when preventative antibiotics have failed.

3. Patients with cancer of the bone marrow (multiple myeloma) and lack of antibody production
with recurrent infections who have failed to respond to a vaccine against certain bacteria
(pneumococci).

4. Children and adolescents (age 0 to 18) with AIDS from birth and recurrent bacterial infections.

5. Patients with low antibody production following transplantation of bone marrow cells from
another person.

Treatment of patients with certain inflammatory disorders (immunomodulation). There are four
groups:

L Patients who do not have enough blood platelets (primary immune thrombocytopenia, ITP), and
who are at high risk of bleeding or will have surgery in the near future.
2. Patients with a disease that is associated with multiple inflammations of the nerves in the whole

body (Guillain Barré syndrome).
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8 Patients with a disease which results in multiple inflammations of several organs of the
body (Kawasaki disease).
4, Patients who suffer from a rare condition characterized by slow progressive asymmetrical

weakness of limbs without sensory loss (multifocal motor neuropathy, MMN).

2. What you need to know before you use KIOVIG
Do not use KIOVIG:
if you are allergic to immunoglobulins or to any other ingredients of this medicine (listed in section 6).

For example, if you have an immunoglobulin A deficiency, you may have antibodies against
immunoglobulin A in your blood. Since KIOVIG contains trace amounts of immunoglobulin A
(less than 0.14 mg/ml), you might get an allergic reaction.

Warnings and precautions
Talk to your doctor, pharmacist or nurse before using KIOVIG.
How long monitoring is required during the infusion

o You will be carefully observed during the infusion period with KIOVIG to make sure that you
do not suffer a reaction. Your doctor will make sure that the rate at which KIOVIG is infused is
suitable for you.

° If KIOVIG is administered at a high rate, if you suffer from a condition with low antibody
levels in your blood (hypo- or agammaglobulinemia), if you have not received this medicine
before or if there has been a long interval (e.g. several weeks) since you last received it, there
may be a higher risk of side effects. In such cases, you will be closely monitored during your
infusion and for an hour after your infusion has stopped.

e If you have already received KIOVIG previously and received the last treatment recently, then
you will only be observed during the infusion and for at least 20 minutes after your infusion.

When slowing or stopping the infusion may be required

In rare cases your body may have previously reacted to specific antibodies and therefore will be
sensitive to medicines containing antibodies. This may happen particularly if you suffer from
immunoglobulin A deficiency. In these rare cases, you may get allergic reactions such as a sudden fall
in blood pressure or shock even if you have already received treatment with medicines containing
antibodies in the past.

If you experience a reaction during the infusion of KIOVIG, tell your doctor immediately. Depending
on your doctor’s decision the rate of infusion can be slowed or the infusion can be stopped altogether.

Special patient groups

. Your doctor will take special care if you are overweight, elderly, diabetic, or if you suffer from
high blood pressure, low blood volume (hypovolaemia), or problems with your blood vessels
(vascular diseases). In these conditions, immunoglobulins may increase the risk of cardiac
infarction, stroke, lung embolism, or deep vein thrombosis, although only in very rare cases.
Tell your doctor if you are diabetic. Although KIOVIG does not contain sugar, it may be
diluted with a special sugar solution (5% glucose), which could affect your blood sugar level.

. Your doctor will also take special care if you have or had previously problems with your
kidneys, or if you receive medicinal products that may harm your kidney (nephrotoxic
medicinal products), as there is a very rare chance of acute kidney failure.
Please tell your doctor if you have a kidney disorder. Your doctor will ¢
intravenous immunoglobulin for you.
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Information on the source material of KIOVIG

KIOVIG is made from human plasma (the liquid part of blood). When medicines are made from
human blood or plasma, a number of measures are put in place to prevent infections being passed on
to patients. These include careful selection of blood and plasma donors to make sure those at risk of
carrying infections are excluded, and the testing of each donation and pools of plasma for signs of
virus/infections. Manufacturers of these products also include steps in the processing of the blood or
plasma that can inactivate or remove viruses. 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 for the manufacture of KIOVIG are considered effective for enveloped viruses
such as human immunodeficiency virus (HIV), hepatitis B virus and hepatitis C virus, and for the
non-enveloped hepatitis A virus and parvovirus B19. KIOVIG also contains certain antibodies that
can prevent an infection with hepatitis A virus and parvovirus B19.

Other medicines and KIOVIG

Tell your doctor or pharmacist if you are taking, or have recently taken or might take any other
medicines.

If you have received a vaccination during the last six weeks and up to three months, the infusion of
immunoglobulins like KIOVIG may impair the effect of some live virus vaccines such as measles,
rubella, mumps and chicken pox. Therefore, after receiving immunoglobulins you may have to wait up
to 3 months before receiving your live-attenuated vaccine. You may have to wait for up to 1 year after
receiving immunoglobulins before you receive your measles vaccine. -

Effects on blood tests

KIOVIG contains a wide variety of different antibodies, some of which can affect blood tests. If you
have a blood test after receiving KIOVIG, please inform the person taking your blood or your doctor
that you have received the medication.

Pregnancy, breast-feeding and fertility

o If you are pregnant or breast-feeding, think you may be pregnant or are planning to have a baby,
ask your doctor or pharmacist for advice before taking this medicine.
B No clinical trials have been made with KIOVIG in pregnant or breast-feeding women. However,

medicines that contain antibodies have been used in pregnant or breast-feeding women, and it
has been shown that there are no harmful effects on the course of pregnancy or the baby to be
expected.

o If you are breast-feeding and receive KIOVIG, the antibodies of the medicine can also be found
in the breast milk. Therefore, your baby may be protected from certain infections.

Driving and using machines
Patients may experience reactions (for example dizziness or nausea) during the treatment with

KIOVIG, which might affect the ability to drive and use machines. If this happens, you should
wait until the reactions have disappeared.

3.  How to use KIOVIG
KIOVIG is intended for intravenous administration (infusion into a vein). It is given to };g}}b Yo
. Al R

doctor or nurse. Dose and frequency of the infusion will vary depending on youy/éondi
body weight. £
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At the beginning of your infusion you will receive KIOVIG at a slow rate. Dependent
on how comfortable you are, your doctor may then gradually increase the infusion rate.

Use in children and adolescents

The same indications, dose and frequency of infusion as for adults apply for children and
adolescents (age 0 to 18).

If you use more KIOVIG than you should

If you get more KIOVIG than you should, your blood may become too thick (hyperviscous).
This could particularly happen when you are a patient at risk, e.g. an elderly patient or a patient
having problems with your kidneys. Be sure that you take adequate fluids so you are not
dehydrated and notify your physician if you are known to have medical problems.

4. Possible side effects

Like all medicines, this medicine can cause side effects, although not everybody gets them.
Certain side effects, e.g. headache or flushing, may be reduced by slowing the infusion rate.

Below is a list of side effects reported with KIOVIG:

o Very common side effects (may affect more than 1 in 10 people):
Headache, high blood pressure, nausea, rash, local reactions (e.g. pain and swelling or other
reactions at the infusion site), fever, tiredness.

° Common side effects (may affect up to 1 in 10 people):
Bronchitis, common cold, low red blood cell count, swollen lymph glands, decreased appetite,
difficulty in sleeping, anxiety, dizziness, migraine, numbness or tingling of the skin or of a limb,
reduced sense of touch, eye inflammation, rapid heartbeat, flushing, cough, runny nose, chronic
cough or wheezing (asthma), stuffy nose, sore throat, shortness of breath, diarrhoea, vomiting,
abdominal pain, indigestion, contusion, itchingand hives, dermatitis, reddened skin, pain in your
back, pain in your joints, pain in your arms or legs, muscle pain, muscle cramps, muscular
weakness, chills, accumulation of fluid under the skin, influenza-like illness, pain or discomfort
in the chest, lack of strength or feeling of weakness, indisposition, shaking chills.

. Uncommon side effects (may affect up to 1 in 100 people):
Chronic infection of the nose, fungal infections, various infections (of the nose and throat,
kidney or bladder), sterile inflammation of the layers lining the brain, serious allergic reactions,
disorder of the thyroid, excessive response to stimuli, memory impairment, difficulty in
speaking, unusual taste in the mouth, impaired balance, involuntary trembling, eye pain or
swelling, vertigo, fluid in middle ear, peripheral coldness, vein inflammation, ear and throat
swelling, abdominal distension, rapid swelling of the skin, acute inflammation of the skin, cold
sweat, increased reaction of the skin to sunlight, excessive sweating also during sleep, muscle
twitching, excess of serum protein in the urine, chest tightness, feeling hot, burning sensation,
swelling, increased rate of breathing, changes to blood test results.

o Frequency not known (cannot be estimated from available data):
Destruction of red blood cells, life-threatening allergic shock, transient stroke, stroke, low blood
pressure, heart attack, blood clot in a major vein, blood clot in the main artery of the lung,
accumulation of fluid in the lung, positive result of Coombs test, decreased oxygen saturation in
blood, transfusion-related acute lung injury.
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Reporting of side effects

If you get any side effects, talk to your doctor, pharmacist or nurse. This includes any possible side
effects not listed in this leaflet. You can also report side effects directly via the national reporting
system. By reporting side effects you can help provide more information on the safety of this
medicine.

5, How to store KIOVIG

o Keep this medicine out of the sight and reach of children.

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

Do not use this medicine if you notice particulate matter or discolouration.

Do not store above 25°C.

Do not freeze.

Keep the container in the outer carton in order to protect from light.

6. Contents of the pack and other information

What KIOVIG contains

o The active substance of KIOVIG is human normal immunoglobulin.

e 1 ml of KIOVIG contains 100 mg of human protein of which at least 98% is
immunoglobulin G (IgG).

° The other ingredients (excipients) are glycine and water for injections.

What KIOVIG looks like and contents of the pack

KIOVIG is a solution for infusion in vials of 10, 25, 50, 100, 200 or 300 ml. The solution is clear or
slightly opalescent and colourless or pale-yellow.
Not all presentations may be marketed.

Marketing Authorisation Holder
Baxter AG

Industriestrasse 67

A-1221 Vienna

Austria

Manufacturer

Baxalta Belgium Manufacturing SA
Boulevard René Branquart, 80
B-7860 Lessines

Belgium

Baxter SA

Boulevard René Branquart 80
B-7860 Lessines

Belgium
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For any information about this medicine, please contact the local representative of the Marketing

Authorisation Holder:

Belgié/Belgique/Belgien
Baxalta Belgium SPRL
Tél./Tel.: +32 2 892 62 00

bbarapus
bakcanra Bearapus EOO/]
Ten.: + 359 2 9808482

Ceska republika
Baxalta Czech spol.s r.0.
Tel. +420 225379700

Danmark
Baxalta Denmark A/S
TIf.: +45 32 70 12 00

Deutschland
Baxalta Deutschland GmbH
Tel.: +49 89 262077-011

Ee:_sti
OU Baxalta Estonia
Tel.: +372 6 515 140

EXLada
Baxalta Hellas
TnA.: +30 210 27 80 000

Espaiia
Baxalta Spain S.L.
Tel.: +34 91 790 42 22

France
Baxalta France SAS
Tél.: +33 1 70 96 06 00

Hrvatska
Baxalta d.o.o.
Tel.: +386 1 420 1680

Ireland
Baxalta UK Limited
Tel.: +44 1 635 798 777

island
Icepharma hf.
Simi: + 354-540-8000

Lietuva
UAB Baxalta Lithuania
Tel.: +370 852102822

Luxembourg/Luxemburg
Baxalta Belgium SPRL
Tél./Tel.: +32 2 892 62 00

Magyarorszag
Baxalta Hungary Kft
Tel.: +36 1 202 1981

Malta
Baxalta UK Limited
Tel.: +44 1 635 798 777

Nederland
Baxalta Netherlands B.V.
Tel.: +31 30 799 27 77

Norge
Baxalta Norway AS
TIf.: +47 22 585 000

Osterreich
Baxalta Osterreich GmbH
Tel.: +43 (0) 1 20 100 O

Polska
Baxalta Poland Sp. z o.0.
Tel.: +48 22 223 03 00

Portugal
Baxalta Portugal, Unipessoal, Lda.
Tel.: +351 21 122 03 00

Romania
Baxalta S.R.L.
Tel.: +40 31 860 6200

Slovenija
Baxalta d.o.o.
Tel.: +386 1 420 1680

Slovenska republika
Baxalta Slovakia s.r.o0.
Tel.: +421 2 3211 5581
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Italia Suomi/Finland

Baxalta Italy S.r.l. Baxalta Finland Oy

Tel.: +39 06 45224 600 Puh/Tel.: +358 201 478 200
Kvmpog Sverige

Baxalta Hellas Baxalta Sweden AB

TnA.: +30 210 27 80 000 Tel.: +46 8 50 53 26 00
Latvija United Kingdom

SIA Baxter Latvia Baxalta UK Limited

Tel.: +371 67784784 Tel.: +44 1 635798 777

This leaflet was last revised in

Other sources of information

Detailed information on this medicine is available on the European Medicines Agency web site:
http://www.ema.europa.eu/

The following information is intended for healthcare professionals only:

Method of administration

KIOVIG must only be administered intravenously. Other routes of administration have not been
evaluated.

KIOVIG should be infused intravenously at an initial rate of 0.5 ml/kg bodyweight/hour

for 30 minutes. If well tolerated, the rate of administration may gradually be increased to a
maximum of 6 ml/kg bodyweight/hour. Clinical data obtained from a limited number of patients
also indicate that adult PID patients may tolerate an infusion rate of up to 8 ml/kg BW/hr.

If dilution to lower concentrations is required prior to infusion, KIOVIG may be diluted

with 5% glucose solution to a final concentration of 50 mg/ml (5% immunoglobulin).

Any infusion-related adverse events should be treated by lowering infusion rates or by stopping
the infusion.

Special precautions

Any infusion-related adverse events should be treated by lowering the infusion rate or by
stopping the infusion.

It is recommended that every time KIOVIG is administered, the name and batch number of
the product is recorded.

Incompatibilities

This medicinal product must not be mixed with other medicinal products.

Special precautions for storage

After dilution to lower concentrations, immediate use is recommended. The in-use stability

of KIOVIG after dilution with a 5% glucose solution to a final concentration of 50 mg/ml

(5% immunoglobulin) has been demonstrated for 21 days at 2°C to 8°C as well as at 28°C

to 30°C; however, these studies did not include the microbial contamination and,safety aspects.
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Instructions for handling and disposal
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e The product must be brought to room or body temperature before use.

o KIOVIG should be inspected visually for particulate matter and discoloration prior to
administration. Only clear to slightly opalescent and colourless to pale yellow solutions are to
be administered. Do not use if particulate matter or discolouration is observed.

o If dilution is required, 5% glucose solution is recommended. For obtaining an immunoglobulin
solution of 50 mg/ml (5%), KIOVIG 100 mg/ml (10%) should be diluted with an equal volume
of the glucose solution. It is recommended that during dilution the risk of microbial

contamination is minimised.

o Any unused product or waste material should be disposed of in accordance with local

requirements.

Dose recommendations

Indication Dose Frequency of injections
Replacement therapy in primary starting dose:
immunodeficiency 0.4-0.8 g/kg
thereafter: every 3-4 weeks to obtain IgG
0.2-0.8 g/kg trough level of at least 5-6 g/I
Replacement therapy in secondary 0.2-0.4 g/kg every 3-4 weeks to obtain IgG
immunodeficiency trough level of at least 5-6 g/1
Congenital AIDS 0.2-0.4 g/kg every 3-4 weeks
Hypogammaglobulinaemia (<4 g/) in 0.2-0.4 g/kg every 3-4 weeks to obtain IgG
patients after allogeneic haematopoietic trough level above 5g/1
stem cell transplantation
Immunomodulation:
Primary immune thrombocytopenia 0.8-1 g/kg on day 1, possibly repeated once
within 3 days
or
0.4 g/kg/d for 2-5 days
Guillain Barré syndrome 0.4 g/kg/d for 5 days
Kawasaki disease 1.6-2 g/kg in divided doses for 2-5 days in
association with acetylsalicylic acid
or
2 g/kg in one dose in association with
acetylsalicylic acid
Multifocal Motor Neuropathy (MMN) starting
dose: 2 g/kg given over 2-5 days
maintenance
dose: 1 g/kg every 2-4 weeks
or or
2 g/kg every 4-8 weeks
d = day
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