IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

OKTAFAM 10%
(OCTAGAM® 10%)

Cknag:

Aitoya peyosmHa: immunoglobulins normal human;

1 Mn po3unHy Ans iHgy3ii MicTUTb 3arasibHoro 6inika 100 Mr, WO CKMagaeTbes 3 iMyHOrnodyniHiB = 95 %;
[ONOMI>KHI PEYOBUHU: ManbTo3a, IMyHOrNo6yniH A, Boga Ans iH’ekLii.

NikapcbKa thopma. Po3umH ans iHgys3iii.
OCHOBHI (pi3nMKO-XiMiYHi BNacTMBOCTI: Bif NPO30POro [0 3/1erka onanecueHTHOro, Bij 6e36apBHOI0 A0 CBIT/I0-XOBTOM0 KO/IbOPY PO3YMH.

dapmakoTeparneBTUYHa rpyna. IMyHHi CMpoBaTKKM Ta iMyHOr 106y 1iHX. IMyHOrN06yniH NOAUHU HOPMaNbHUIA - NS BHYTPILLHLOBEHHOI 0 BBeAeHHA. Kog ATX JO6B
AO02.

dapmakosoriyHi B1acTmBOCTI.

dapmakogHamika.

HopmanbHWin iIMyHOrN06YNiH NOAVHN MICTUTb, FOIOBHUM YMHOM, iMyHOr106yniH G (IgG) i3 LUMPOKMM CNEKTPOM aHTUTIN NPOTK iHGEKLiNA.

HopMasibHWi1 iMyHOr 106y niH NI0AMHU MICTUTL 1gG aHTUTING, HasiBHI Y HOPMasbHOT NoNyAsauiT Noaein.

3a3Buyail BiH BUIOTOBMSETLCA 3i 3MiLLAHOI Nna3Mu, OTpUMaHOi He MeHLW HiX i3 1000 nopuiit fOHOPCbKOI nna3Mu. Po3nogin nigknacis iMyHornobynivy G y
npenapati NPakTUYHO TakWin camui, K i B MPUPOAHIA nnasmi Kposi NtoAvHW. BignoBigHi Ao3u LbOro MikapcbKoro 3acoby MOXYTb BifHOB/HOBATU aHOMaslbHO
HU3bKWIA piBeHb IMyHOr106yNiHY G A0 HOPMa/TbHUX MOKa3HWKIB.

MexaHi3Mm fii 3a iHLWMX NOKa3aHb, OKPIM 3aMiCHOT Tepanii, 3p03yMinnii He MOBHICTHO.

KniHiuHI gocnig>KeHHs

Y nepcnekTMBHOMY BiKPUTOMY GaratoueHTPoBOMY Joc/igpkeHHi 11 da3un ehekTMBHICTL | 6e3neka npenapaty OkTtaram 10% (100 mr/mi) BMBYaIUCH Y NALIEHTIB,
XBOpPUX Ha igionatnyHy (iMyHHY) TpomboumToneHiyHy nypnypy (ITM). Okraram 10% (100 mr/mn) BBOAWMAWM MPOTAroM 2 AHIB Nigpsag y Aosi 1 r/kr/geHs, i 3a
nayieHTamy cnocTepirainm NpoTarom 21 AHA 3 NofasibLUMM KOHTPO/IbHMM Bi3UTOM Ha AeHb 63 nicns BBeAeHHA npenapaTy. MNokasHMKW KPOoBi OLiHIOBaIM B AHI 3 2 M0
7,a TakoX B AHi 14 21.

3arasiom 31 nauieHT 6paB yyacTb Yy AocnifkeHHi; 15 nauieHTiB Manm XpoHiyHy ITM, y 15 — xBopob6a 6yna giarHoctoBaHa BriepLue i 1 nauieHT 6yB NOMMWIKOBO
BK/IIOYEHUNI Y focnifkeHHs (He maB ITI) i, oTXe, 6yB BUKIHOUEHWI i3 JOCNIIKEHHS e(eKTUBHOCTI.

3araniom y 25 nauieHTiB (83 %) cnocTepiraBcs KNiHIYHUA eqeKT, SKWA 3 BifbLUOK YacTOTOK OyB NPOAEMOHCTPOBaHWA B rpymni MauieHTiB i3 ynepLue
AiarHOCTOBaHOK XBOP060H (93 %), HXK Y rpyni NauieHTiB i3 XPOoHivHOW 1T (73 %). Y nauieHTiB, AKi BIANOBINM Ha NiKyBaHHS, CEPeAHii Yac peakuii TpomboumTiB
CTaHOBWB 2 [Hi, Aiana3oH Big 1 40 5 AHiB.



24 nauieHTtam (77 %) Okrtaram 10% (100 mr/mn) BBOAWAWN 3 MakKCUMabHO AOMYCTUMOK LIBUAKICTHO BBefeHHA 0,06 mn/kr/xe. BignosigHO [0 nonpaBku [0
NPOTOKONY, 2 NaLieHT NPeACTaBNeHOro AOCNIMKEHHA OTpUMYyBany npenapat 3i WweuAakicTio 0,08 MA/Kr/xe, WO He AaBafo YCKnagHeHb B 060X Bunagkax. Mpwu
MPOLOBXEHHI LbOro AOCNIKeHHSA 22 NauieHTV OTPUMYBa/Iv NpenapaT 3 MakCMMasibHO AOMYCTUMOIO LWBUAKICTO BBeAeHHA 0,12 MA/Kr/xB.

Y 9 i3 62 nauieHTiB (14,5 %), Ak1uM npenapat BBOAMAM BHYTPILUHbOBEHHO, CrocTepiranacs nobiyHa peakLiis, NoB’s3aHa 3 NiKyBaHHAM. Haiibinbly 4acToo
HECMPUST/NBOIO peakLiieto, NOB’A3aHOK 3 NpenapaTom, 6yB rof0BHWIA Bifb, O CyNpPOBOAKYBABCA TaxiKapAieto i IMXOMaHKoH. Bunagky remonisy, nos’s3aHoro 3
AOCNiApKyBaHUM npenapatoM, He 6yno BusBNeHO. MonepeaHs MiAroTOBKa A5 NOMErLeHHs HenepeHoCMMOCTI, NOB’SA3aHOT 3 BHYTPILLUHLOBEHHUM BBEAEHHSIM, He
npoBoAmnacs.

dPapmakoKiHe TuKa.

HopmanbHWin iMyHOrn06y niH NOAUHM WBUAKO | MOBHICTIO MOTPanse y KPoBOOOIr nawieHTa nicns BHYTPILWHbOBEHHOrO BBEAEHHSA. BiH po3nogingeTbcs BifAHOCHO
LUBUAKO MiXK MNa3MOI0 i eKCTPaBaCKy/ISPHOKO PiAMHOK, NPUGIN3HO Yepe3 3-5 AHIB JOCATaETbCA CTaH PIBHOBArM MiX iHTpa- Ta eKCTpaBacKy/gpHUM NPoCcTopamu.
CepefiHiil nepiog HaniBBMBEAEHHSA 3 OpPraHiamy HOPMa/bHOrO iMyHOr/I00YNiHY MOAMHU KOMMBAETLCS B MeXax Mpubn3HO Big 26 Ao 41 fHA Y nauieHTiB i3
iMyHoeiumTOoM. Lieit nepios HaniBBMBELEHHA MOXeE OYTW Pi3HUM Y Pi3HUX NaLieHTIB, 0CO6/IMBO MPY NEPBUHHOMY iMYHOAeDILUTI.

LLlogo npenapaty OkTtaram 10% He 6yn10 OTPMMaHO HIIKUX OQiLiiHMX (hapMaKOKIHETUYHUX AaHKX Bif NaUieHTIB i3 iMyHoaediunToM.

19G i 1gG-KOMMNNEKCH pyMHYOTLCA KTITUHAMU PETUKYN0EHAOTeNia/IbHOT CUCTEMM.

KniHIYHI XapaKTePUCTUKWN.
lNoka3aHHA.

3amicHa Tepania y gopocaux, Aiten i nignitkis (Bikom Big 0 40 18 pokiB):

CuHApoMm nepBuHHOro iMmyHoaediumTy (CII) 3i 3HKEHUM YTBOPEHHSIM aHTUTIS.

BTopuHHi iMmyHogediumnTy (Bl) y mauieHTIB, AKi XBOPIKOTb HA TSXKI UM pPeuuamByrodi iHPeKLii, HeetheKTUBHE NiKyBaHHSA NMPOTUMIKPOOHNMM npenaparamu,
BCTaHOBJ/IEHA HEAOCTATHICTb cneundiyHmx aHTuTin (BHCA)* abo piseHb 1gG B crpoBaTLi CTaHOBUTL < 4 /1.

* BHCA — He3[aTHICTb A0CArTY 36i/bLUEHHA NpUHaiMHI B 2 pa3u TTPY |gG aHTUTIN J0 BaKUMH NMHEBMOKOKOBOTO nosiicaxapuay Ta noninenTugHOro aHTureny.
IMyHOMOAYnALia y fopocnunx, giTeit i nigniTkis ( Bikom Big O o 18 pokis) npu:

MepBMHHa igionatnyHa TpombouuToneHivyHa nypnypa (ITT) y nayieHTiB i3 BUCOKUM PU3MKOM KPOBOTeYi abo nepes XipypriyHum BTPYYaHHAM [/19 KOPUTYBaHHSA
KiNbKOCTi TPOMGOLUTIB.

CuHppom [ileHa — bappe.
XBopob6a Kasacaki (y NoegHaHHi 3 aLeTuicaniumioBo KUCIOTOK; AnB. «Cnoci6 3acTOCyBaHHS Ta A03n»).

XpOoHiyHa 3anasbHa femieniHisytova nonipagukynoHeriponatia (X3407).



BaratookasbHa MOTOpHa Heiponatis (BMH).

IMpoTnnNoKasaHHA.

inepyyTAMBICTb A0 Ait04OT peyoBUHN (iMyHOr106yniHWM Nt0AMHK) abo A0 6YAb-AKOT3 AONOMIXHUX PEYOBUH.

Y nauieHTiB i3 CeneKTUBHUM fediuntom imyHornobyniny A (IgA), y SKUX pO3BUHYAUCA aHTUTING A0 |gA, BBeAEeHHS npenapaty 3 BMICTOM IgA MOXe Npu3BecTy 0
aHadinakcii.

Oco6/11Bi 3axou 6e3rneKku.
Byab-SiKMil HEBUKOPWUCTaHWI Npenapat abo BiAX0AM HEeO6XiAHO yTUNi3yBaTK Bi4NOBIAHO A0 BUMOT MiCLEBUX YNOBHOBAaXXEHUX OPraHiB.

B3aemogisi 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLWi BUAW B3aEMOSIA.

>KuBi ocnabneHi NpoTUBIPYCHI BaKLMHK

MpoTarom nepiogy Big 6 TWXKHIB i A0 3 MicAyiB nNicns BBeAEHHS iIMYHOrN00Y1iHY MOX/IMBE 3MEHLUEHHS eDEKTUBHOCTI XXMBUX 0CNabMeHNX BakKLMH NPOTK TaKnX
BIpYCIB, AIK Kip, KpacHyxa, NapoTuT Ta BiTpsHa Bicna. [icns BBeLeHHSA LbOro rnpenapary BakLMHaLif XXMBUMW 0CNabfieHNMM NPOTUBIPYCHUMIW BaKLMHAMW MOXX/IMBA
yepe3 3 MicsAUi. Y pasi Kopy nocnabneHHs eqeKTMBHOCTI MoxKe 36epiratnca Ao 1 poky. Takum YMHOM, NauieHTaM, SKi OTPMMYKOTb BakUMHY MPOTU KOpY, CAif
MepeBipATN CTaH aHTUTIS.

MeTNbOBI fiypeTUKN
YHUKATN CYyMiCHOr0 3aCTOCYBaHHA 3 NETILOBUMM AiypeTUKamu.

Bu3HayeHHs KOHLEHTpaLii rNioKo3u B KPOBI

[esKi TMnu TecT-CUCTEM NS BU3HaYeHHS KOHLEHTPaLiT r1HKo3M B KPOBI (Hanpuknag, Ha OCHOBI 3aCTOCYBaHHSA I/THOK030-eriaporeHaso-niposoXiHo/iHeKBIHOHOBOIO
(CAr-rxjJi) aéo rnoKo30-A4ioKCUL0PEeAYKTa3HOr0 METO/iB) HEBIPHO T/lyMayaThb/CNOTBOPIOKOTL Pe3y/ibTaT 36i/IbLUEHOr0 BMICTY /IHOKO3U1, 00YMOB/EHWI BUSHAYEHHSM
MasibTo3n (90 mMr/mn), Wwo mictuTees B npenapati Oktaram 10% , AK r1HOKO3M.

Lle MOXe npu3BecTV [0 MOMWIKOBO 30i/bLUEHNX MOKA3HUKIB FNHOKO3M Y KPOBI Nif Yac BHYTPILLUHLOBEHHOIO BBEAEHHS Ta MPOTAroM npmbav3Ho 15 roauH nicns
3aKiHYeHHsA npoueaypu i, K HacMifoK, A0 HEOOrpyHTOBAHOIrO MPM3HAYEHHS THCYNIHY, L0 MOXe BWK/IMKATU B pe3ysnbTaTti 3arpo3nivBy NS XUTTA abo HaBiTb
netanbHy rinornikemito. Kpim Toro, y pasi AiicHOI rinornikemii nauieHTn MoXyTb He OTPUMAaTK afeKBaTHOIrO NiKyBaHHS, SKLLO MOMWUIKOBO 36i/bLUEHI MOKA3HWUKM
NIFOKO3W Yy KPOBI MacKyTb FiNOrNiKeMiYHWA cTaH. TakMM YMHOM, BU3HAYEHHS! KOHLEHTpaUii rNHKO3M Yy KPOBI NauieHTiB, sKi oTpumytoTb OkTaram 10% a6o
Oy ab-AKi IHWI NpenapaTtun 411 NapeHTepasibHOro BBEAEHHS, L0 MICTATb Ma/ibTO3Y, HEOOXIAHO NPOBOAUTY Ti/IbKW FNHOKO30CMeLnugiYHUM METOLOM.

Cnif yBaXKHO 03HaMOMUTUCS 3 IH(OPMALLIED NPO TECT-CUCTEMY A1 BMMIPIOBaHHSA KOHLIEHTpaLiT INIHOKO3M Y KPOBI, BK/HOYAKOUM TECT-CMYXKKU, AN TOro, W06
BM3HAYUTK, UM NIAXOAUTL Taka CUCTeMA NS 3aCTOCYBaHHA NapeHTepasibHUX Npenapartis, Wo MICTATb Ma/ibTo3y. AKLIO € Oy/b-AKa HEBNEBHEHICTb Y LibOMY MUTaHHI,
3BEPHITLCA [0 BUPOOHMKA TECT-CUCTEMM ANA TOro, W06 BM3HAYMTK, YW € CUCTEMA MPUAATHOK AN 3aCTOCYBaHHS MapeHTepaslbHMX Mpenapatis, WO MICTATb
Ma/1bTO3y.

MayieHTn 4UTAYOoro Biky

MepeniveHi B3aeEMO/ii CTOCYHOTbCA SK AOPOCANX, TaK i fiTel.

Oco6MBOCTI 3aCTOCYBAHHSA.



Posnogin nigknacis iMmyHorno6ynidy 1gG-tuny: 1gG; npnbamnsHo 60 %, 1gG, npnbnmsHo 32 %, 1gG3 npubnnsHo 7 %, 1gG,4 npnbnnsHo 1%.

MakcvManbHuiA BMICT imyHornobyniHy A (IgA) B npenapati ctaHoBUTb 400 MKr/MN.

Llein nikapcbKuii 3aci6 MicTTb 90 Mr ManbTo3n Ha 1 MA K AONOMIKHY peqyoBuHY. MPOHNKHEHHA MabTO3M NPU BU3HAYEHHI FNHOKO3M B KPOBI MOXE MPU3BECTU B
pe3ynbTaTi 4O MOMWIKOBO MifBULLEHMX MOKa3HMKIB /IHOKO3M i, BiAMOBIAHO, A0 HEAOPEUYHOr0 BBEAEHHS IHCY/iHY, AKUA MOXEe BUK/VMKATW 3arpo3nBy AN18 XKUTTA
rinornikemito Ta cmepTb. Bunagku LiNCHOT rinorfikeMit MOXYTb 3a/IMWIUTUCA HENIKOBAHUMM, AKLLO NMOMWUIKOBO 30i/bLUEHI MOKa3HMKM TIH0KO3M Y KPOBI MacKytoTb

rinornikemiuHui ctaH (4uB. po3gin «B3aeMogisa 3 iHWMMK NiKapCbKUMM 3ac06aMU Ta iHLLI BUAW B3aEMOLiN»). IHopMmaLito Npo rocTpy HUPKOBY HELOCTaTHICTb AVB.
HIKYE.

BigcTe>KeHHs

[N NOKpaLLeHHA BIACTEXEHHA 6i010rivYHMX NiKapCbKMX NpenapaTiB NOTPIGHO YiTKO 3anuncyBaTu Ha3By Ta HOMeEP cepii npenaparty, Wo BBOANUTLCA.
3anobi>KHI 3axX04u NPU BUKOPUCT aHHi

MoTeHLiiHMX YCKNagHEeHb MOXHA YHUKHYTU, BNEBHMBLUMCH:

LU0 NaLiEHTN He € YYT/IMBUMMW 40 HOPMa/IbHOIO iMYyHOr 00y TiHY MOAUHW, LWAXOM MOMNepeiHbOro noBifibHOro BHYTPILUHLOBEHHOIO BBEAEHHS Mpenapary y
po3i Big 0,01 no 0,02 mn/Kr macu Tina/xs;

L0 NaLieHTN 3HAXOAATLCA Mif, PETENIbHUM HarnsgoM 419 BUABNEHHS ByAb-AKMX CUMIMTOMIB NMPOTArOM YCbOro nepiofy BBefeHHS. 30Kpema, nauieHTam, ki
paHiLle He OTPUMYBa/IM BHYTPILLIHBOBEHHO MpenapaTr HOPMabHOrO IMyHOr1I06YNiHY NOAMHK, NalieHTaM, SKi Nepeiilnn 3 anbTepHaTUBHOrO npenaparty 1VIg,
abo y pasi TpuBasioi Nepepsn Nicns nonepeaHLOro NiKyBaHHA NOTPIOEH peTesIbHUIA KOHTPO/Ib MNif Yac NepLioro BBEAEHHS i NPOTArOM NepLuoi roguHu nicns
NepLIOro BBeAEHHS 4/19 TOro, W06 BUABUTM NOTEHUiAHI HECNPUATAMBI peakuii. BCi iHWI NayieHTW NOBMHHI 3HaxXoAMTMCA Nif HArNa40M NPOTAroM NpPUHaiMHi
20 XBUNWH Nicna BBEAEHHA Npenapary.

[ns BCiX NauieHTiB Npn NpusHayveHHi 1VIg HeobXigHi:

afleKBaTHa rigparawis nepef noyaTkom BHYTPILLHLOBEHHOrO BBeAeHHA 1VIg;

KOHTPO/Ib fiypesy;

KOHTPO/1b PIBHIB CMPOBATKOBOI0 KpeaTUHiHY KPOBI;

YHVKaHHSA CyMICHOI0 3aCTOCYBaHHA 3 MNeT/IbOBUMU AiypeTnKamm.
Y pa3i No6iYHOT peakuii NOTPIOHO 3HWM3UTU LUBUAKICTb BBELEHHS npenaparty abo NpUnMHUTK MOro BeBefeHHs. HeobXigHe NiKyBaHHA 3a1eXUTb Bif XapakTepy Ta
TSXKKOCTI MOBIYHOT peakwil.
IHcy3iliHa peakuis
MeBHI NO6IYHI peakuii (Hanpuknag rofioBHWUIA BiNb, NOYEPBOHIHHA LWKipK, 03HO6, Mianris/ 6inb y M’s3ax, XpUNiHHA, TaXikapgis, 6inb y nonepeky, HygoTa Ta
rinoTeHsif) MOXYTb OyTV NOB’A3aHi 3i WBUAKICTIO iHPY3ii. HeobXigHO CyBOPO LOTPMMYBATUCA PEKOMEHOBAHOI LUBUAKOCTI BBEAEHHS Mpenaparty, L0 BKa3aHa B
po3gini «Cnocib 3acTocyBaHHA Ta J03W». [MauieHTV MOBUHHI 3HAXOAUTMCA Nif CYBOPUM KOHTPO/EM i PeTeNlbHUM HarnsagoM LWOAO BUABNEHHS OYb-AKNUX CUMNTOMIB
MPOTArOM YCbOro rnepiofy BBEAEHHA npenapary.
Mo6iuHi peakyil MO>XKYTb YaCTILLE BUHUKATU:

y MauieHTiB, AKi OTPUMYIOTb HOPMa/IbHUIA IMYHOTN06BYNIH NOANHM BriepLue, abo y piAKMX BUMaAKax Npy Nepexofi 3 HOpMasibHOro iMyHOrno6yniHy, abo Konm

Oyna TpvBaa nepepsa nicns NonepesHLOro NikyBaHHS;
y NaLieHTIB i3 HENIKOBAHO IH(EKLIIED UM CYMYTHIM XPOHIYHUM 3ana/leHHAM.



MigsyvLeHa Yy TAUBICTb
MigBuLLEHA YYTNNBICTb BUHWNKAE PifKO.
AHaiNakTUUHI peakuii MOXYTb PO3BMBATUCA Y NALLIEHTIB:
13 HeBMABNeHUM IgA, AKI MatOTb aHTUTING A0 iMyHornooyniHy A (IgA);
AKi NPOMLLNN nonepeaHe NiKyBaHHSA HOPMaslbHUM iMYHOT 100y /TIHOM NFOAVHMN.
Y pasi LWOKY c/ig NpoBecTn cTaHAapTHe MeMYHe NiKyBaHHS Bif LLIOKY.

Tpomb6oembonis

ICHYIOTb KNiHIYHI AaHi MPO B3aEMO3B’A30K MK BBeAeHHAM 1VIg Ta TPOMOOEMOOMIYHUMU YCKNALHEHHAMW, TakKUMU AK IH(APKT MioKapa, roctpe MopyLUeHHs
MO3KOBOI0 KPOB0OOOGIry (BKNHOUaKOUM iHCYbT), eMO0NIA NereHis i rAMboKniA TPOM6O03 BEH, AKi, MOXNBO, MOB’A3aHi 3 BiAHOCHMM 36i/bLLUEHHAM B’SI3KOCTI KPOBI Yepes
BE/IVIKE HALXOKEHHS IMYHOITI06YNiHY Y NaLieHTIB i3 TakuM pusnkom. Crif 4OTprMyBaTMUCA 06ePeXHOCTI Nif vac npusHadeHHs [V Ig Ta Moro BBefjeHHA nawieHTaM i3
OXMPIHHAM | NauieHTam i3 nonepegHbO ICHYHUYMMK (haKTopaMn PUsNKy TPOMOOTUYHMX YCKNadHeHb (TakKMMK SIK NITHIA BiK, apTepianbHa rinepTeHsis, LyKpoBuii
AiabeT i HasBHICTb B aHaMHe3i CyAMHHMX 3aXBOPHOBaHb ab0 TPOMOOTUYHMX YCKMNaAHeHb, HabyTi abo cnafkoBi TPOMOOQINiIYHI NOPYLUEHHS, TpuBani nepioau
IMMOGITi3auT, TAXKKa rinoBonemMis, akTopy 30i/bLUEHHS B’A3KOCTI KPOBI).

MayieHTaM i3 pu3nMKoM TPOMO60eMB0NIYHNX NOBIYHMX peakuin npenapaty 1VIg cnif npyMsHayaTh 3 MiHIMasIbHOO LUBUAKICTIO BBEEHHS Ta B HAMMEHLUIN ePEKTUBHIMN
[03.

"O0CTpa HUPKOBa HeLOCTATHICTb

MoBiAOMNAETLCA NPO BUMAAKM FOCTPOI HUPKOBOT HEOCTATHOCTI Y NaLieHTIB, AKi oTpuMmyBanu Tepanito 1VIg. Y 6inbliocTi Bunagkis 6ynn ineHTugikosaHi ghaktopn
PU3NKY, Taki AK MoMepefHbO iCHyKUa HMPKOBa HELOCTATHICTb, LYKpPOBWIWA AiabeT, rinosofiemis, HaZMipHa Maca Tifna, CynyTHA Tepanisi HePOTOKCUYHUMM
NiKapcbKMm 3acobamu abo BiK NoHazg 65 pokis.

HWpKOBI NOKa3HMKK CAif, OLiHIOBATK Nnepes BBeAeHHAM 1V1g, 0c06n1BO y NaLieHTIB, AKi, K BBAXKAETLCSA, MatOTb NOTEHLiNHWIA NigBULLEHWIA PU3NK PO3BUTKY FOCTPOI
HVMPKOBOI HEAOCTATHOCTI, | POGUTK Lie MOTPIOHO 3 BIAMOBIHVMM iHTEpBasiaMW. Y NauieHTIB, AKi MalOTb PU3MK rOCTPOI HUPKOBOT HeagocTaTHOCTI, npenapatu 1VIg
CNij BBOAUTM 3 MiHIMa/IbHOKO LLBUAKICTHO iIH(Y3iT Ta B HAMeHLWIA/4oUinbHI fo3i.

Y pasi HUPKOBOI HEAOCTATHOCTI CAif PO3rNAHYTU AOUIMBHICT NPUMNMHEHHSA BBeAEeHHSA 1VIg.

MMoBiAOMAANOCS, WO HUPKOBA AMCHYHKLIA Ta rocTpa HUPKOBa HeLOCTATHICTb MOB’A3aHi 3 BUKOPUCTaHHAM 6aratbox nileH30BaHUX npenapartis 1VIg, Wwo MicTaTb
PiI3HOMaHITHI ONOMDXHI PeYOBMHM, TaKi SIK caxapo3a, r/oKo3a Ta MasibTo3a. OfjHaK npenapaTi, Lo MICTATb caxapo3y siK cTabinisatop, CTaHOBNATb HENPOMNOPLiAHO
BE/IMKY YaCTKy Bij, 3arajibHOI KifIbKOCTI TakMx npenaparis. [n1a nauieHTIB i3 3a3HA4YEHUM PU3MKOM MOXHA PO3rISHYTU BUKOPUCTaHHA npenapaTtis [VIg, Wwo He
MICTATb TaKUX AOMOMDKHMX pevoBuH. OkTaram 10% (100 mMr/m) MiCTUTb ManbTo3y (AUB. NepeniK AONOMIKHUX PEHOBUH BULLE).

CuHgpom acenTuyHoro MeHiHriTy (CAM)/ MeHiHri3M

MoBiJOMNAETLCA NPO CUHAPOM aCeNTUYHOI0 MEHIHTITY, L0 BUHUKAB Y 3B’A3KY 3 NikyBaHHAM |V Ig. CUHAPOM 3a3BMYali PO3BUBAETLCA Y NePIoL Bif, KifIbKOX rofnH
[0 2 AHiB nicns 3acTtocyBaHHA [VIg.

Mig yac AOCNIAKEHHS CIMHHOMO3KOBOT PiVMHN YacTO MPUCYTHIA NO3UTUBHWIA NNEOLMTO3, NPY AKOMY CMOCTEPIragThCa 40 AEKiNbKOX TUCAY KNIiTUH Ha 1 mMm3, B
OCHOBHOMY FpaHynoumTiB, i NiABULLEHWNIA piBEHb GiNKa — [0 AEKiNbKOX COTEHb Mr/a.



CAM MOXe BUHMKATW YacTille y 3B’A3KY i3 3acTocyBaHHAM 1V 1g 'y BenmKiin gosi (2 r/kr).

MauieHTn, y SKMX CNOCTepiraloTbCs Taki 03HaKM Ta CUMNTOMMW, NOBMHHI NMPOXOAUTU peTeNlbHe HEBPOJIOTiYHE OOCTEXEHHS, & TaKOX aHasli3 CMIMHHOMO3KOBOT PifAVNH
(CMP), w06 BUKAOUATY IHLLT MPUYMHN MEHIHTITY.

MpunuHeHHA nikyBaHHA 1V g npr3Boanio B pesynbTaTi go pemicii CAM yepes fekinbka fHiB 6e3 HaciaKiB.

"emoniTHYHa aHemis

Mpenapaty IVIg MOXYTb MICTUTW aHTUTINIA TPYM KPOBI, AKI MOXYTb AiATWM AK FEMONI3NHW Ta BUKIVMKATA MOKPUTTA iN VIVO epuUTPOLMUTIB IMYHOr/I06y1iHOM,
NPU3BOAAYN 40 MO3UTUBHOT NPAMOT aHTUIN06YNIHOBOT peakLil (peakuisa Kymbéca) i pigko — Ao remonisy. FeMoniTuyHa aHeMist MOXKe po3BmBaTucA nicns Tepanii 1VIg
yepe3 NOCUNeHy CEeKBeCTpaLito/pyiHyBaHHS YepBOHUX KPOB’aHMX Tineub (YKT/eputpouuTis). PeuunieHTiB 1V g HE06XiAHO KOHTPONOBATM HA HAsiBHICTb KMTHIYHMX
O3HaK i CUMMTOMIB remosisy (4uB. po3ain «MobiyHI peakuii»).

HeinTponeHis/neikoneHis

MoBigoMNAN0CA NPO TUMYACOBE 3HVXKEHHS KiNbKOCTI HENTpo®iniB i/abo BUNaLKiB HEMTPOMeEHIi, iHOAI TAXKOT, nicna nikyBaHHA 1VIg. Lle 3a3BMyain BUHMKAE Yvepes
[eKinbKa roguH abo gHis nicns BeefeHHs [V Ig i npoxoanTs/MUHAE CaMOCTIHO Yepe3 7—-14 fHiB.

"ocTpe nocTTpaHy3iiiHe NoLKoA>KeHHS nereHis (MMTM)

Y nauieHTiB, fKi oTpumytoThb |VIg, NOBIZOMANANOCA NPO HeKapLioreHHWn HabpsK NiereHiB [rocTpe NOCTTpaHMy3iiHe NOLWKOoMKeHHA nereHis (CMTMJ1)], Tomy U0
No6iYHY peakLito He MOXKHa MOBHICTIO BUKNHOUUTK NPU BUKOPUCTaHHI npenapaty OkTtaram 10%, HaBiTb AKLLO TaKi BUMaKM He COCTePIiraimcs npu 3acTocyBaHHI
npenapaty OkTaram 10%.

TITIT xapakTeprn3yeTbCA TAXKOK FMOKCIE, YTPYAHEHUM ANUXAHHAM, MPUCKOPEHUM AMXaHHAM, LiaHO30M/MOCUHIHHAM, NIMXOMAHKO Ta rinoTeHsietn. Cumntomu
FMTM 3a3BM4Yall po3BMBaOTLCS Mif Yac TpaHcgysil abo NpoTarom 6 rogvH nicns TpaHcysii, YacTo yepe3 1-2 roguHu. Tomy peuunnieHTiB 1VIg HeobXxiaHO
KOHTPONIOBATM Ta HEramHo NpUNUHUTK BBeLeHHs IVIg y pasi nereHeBMx NoGivHMX peakuiin. FMTIJ1 — ye NoTeHUiHO 3arpo3MBUIA AN XUTTS CTaH, WO BUMAarae
HerariHoro NnikyBaHHs y BifAiNeHHi peaHimauii Ta iHTEHCMBHOI Tepanii.

Bnnue Ha ceponoriuHe Jocnig>KeHHs

[icna BBeAEHHA IMYHOr/I00YNiHY TPaH3UTOPHE 36i/bLUEHHSA PI3HUX TWUMIB aHTUTIN, WO NAcMBHO HaAXOAATb Y KPOB MauieHTa, MOXe MPU3BeCTU 4O MOMWUIKOBO
NO3UTUBHWUX Pe3y/bTaTiB MNP CEPOIOTriYHOMY AOCIIKEHHI.

MacvBHE HaAXOKEHHA aHTUTIN L0 epUTPOLMTAPHUX aHTUreHiB, Hanpuknag A, B, D, Moxe BNnBaTh Ha AesKi CeposnorivHi JOCNI[KEHHA aHTUEPUTPOLUTAPHNX
aHTUTIN, 30KpeMa Ha NpaMuin aHTurnobyniHosuii tect (MAT, npsaMa npo6a Kymoca).

Mepefaya MikpoopraHiamis

CTaHAapTHI 3ax04un Ans NpogiNnakTUKN Ta nonepeKeHHs iH(eKL i, WO BUHUKaIOTL Y pe3ynbTaTi 3aCTOCYBaHHS /TiKapCbKMX 3ac06iB, BUrOTOB/IEHNX i3 KPOBi abo
nnasMn NIAUHW, BKOYaOTh Bif6Ip LOHOPIB, CKPUHIHT iHAMBIAYa/IbHUX NOPLi AOHOPCHLKOT KPOBI Ta NyniB nnasmMu LWOAO BUSAB/EHHS CNeundiYHUX MapKepiB
iIH(DEKLUINM, a TaKOX BUKOPUCTaHHSA Y MPoLeci BUpoObHMUTBA ePEKTUBHMX METO/IB iHaKTVBaLii/BuaaneHHs BipyciB. He3axkatoum Ha Lie, KO/ Npu3HaYvatoTb NiKapchKi
npenapaTu, BUrOTOB/EHI 3 KPOBI ab0 Nia3mu NOANHW, HE MOXHA MOBHICTIO BUKNKOYNTY MOX/IMBICTb Nepefadi 36yAHMKIB iH(eKUil. Lie TaKoX CTOCYETbCS HEBIAOMUX
ab0 HOBMX BipyCiB Ta iHWMX NaTOreHHUX MiKPoopraHi3miB.

3axoaum, WO BXUBAKTLCA, BBAXKAKTLCA eDEKTMBHUMM LWOAO BipyCiB B 060M10HLi, Takmx K BIJ1 (Bipyc imyHodediunTy ntognHn), HBV (Bipyc renatuty B), HCV
(Bipyc renatuty C).



3axoau, L0 BXMBAKTLHCA, MOXYTb MaTh 00MeXkeHy e(heKTUBHICTb LLLOAO BipyCiB 6e3 06010HKK, Takux Ak HAV (Bipyc renatuty A) i napsosipyc B19.
HakonuueHnin KniHiYHWIA [OCBIL NepPeKoOHAMBO CBIAYMTbL NPO BiACYTHICTb nepefadi Bipycy renatuty A abo napsoBipycy B19 npu 3acTocyBaHHI npenaparis
IMYHOr 100y NiHY IOANHW; KPIM TOT0, NPUNYCKaoTh, WO BMICT aHTUTIN MaE BaXK/MBE 3HAYEHHSA A4/19 NiABULLEHHSA BIPYCHOI 6e3MneKu.

Bavknuea iHhopMaL,isi LoAOo AesKkux iHrpeaieHTiB npenapaTy OkTaram 10%

Llein nikapcbkuii 3aci6 MicTUTb 69 Mr HaTpito Ha 100 mn, Wo ekBiBaneHTHO 3,45 % pekoMeHAoBaHOI BOO3 mMakcuMasibHOT 060BOT HOPMU CMOXMBaHHS 2 I HATPIto
NS 0OpOCNOol NIOAMHM.

(MomwunkoBse) 36ibLUEHHS WBUAKOCTI OCiaHHA epuTPOLUMTIB

Y nauieHTiB, AKi oTpuMytoTb 1VIg AK Tepanito, Moxe 6yTM MOMWUNKOBE 30iNbLUEHHS LWBWAKOCTI ocigaHHa eputpoumnTie (LLIOE) (36inblUeHHSI He3ananibHOro
Xapakrepy).

inepsoneMist (UMPKyNATOPHe NepeBaH Ta>KeHHS)

linepsonemis (LMPKYNATOPHE NepeBaHTaXKeHHS) MOXKe BUHMKATK, Konn 06’em BBeaeHoro 1VIg (abo 6yAb-AKOro iHWOro npenapaty, BUFOTOB/EHOMO 3 KPOBI U
n1asMu NIKOAVHN) Ta iHLWWI CynyTHI iHAY3iT BUKNMKaKOTb rOCTPY rinepBosiemito Ta rocTpuidi Habpsk NereHis.

JlokanbHi peakuii B MicLi BBefleHHS npenapaTy

Bynu BusBMeHI NoKasbHI peakui’ B MICLi BBeeHHS MpenapaTy, L0 AKWUX Hanexarb: KPOBOBWIUB, eputemMa (MOYEPBOHIHHA) B MICLL BBEEHHS, CBEPOIXK y Micui
BBEEHHS Ta NOAIGHI CUMNTOMM.

MauieHTn gUTAY0ro Biky
MepeniyveHi BULLE 0CO6NMBI BKA3iBKM Ta 3aM0BOKHI 3aX04M Npy 3aCTOCYBaHHI NpenapaTy CTOCYHThCA K JOPOCNUX, TaK i AiTel.

BkasiBKy CTOCOBHO 3aCTOCyBaHHSA npenapaTy

Mepen BUKOPUCTaHHSAM Npenapat NoBUHEH MaTy KIMHATHY TemrnepaTypy abo TemnepaTypy Tina.

PO34YMH NOBMHEH BYTK Bij MPO30POro Ao 3/1erka onasecueHTHoro, Big 6e36apBHOM0 A0 CBIT/10-XXOBTOr0 KONbOPY.
He BMKOpWCTOBYBATM HENPO30PI, MYTHI PO34MHM 260 TaKi, L0 MatoTb 0caj,

3acTocyBaHHSA Y nepiof BarimTHOCTI abo rofyBaHHs rpyaato.

BariTHiCTb

Besneka 3acToCyBaHHSI LbOro NiKapcbKOro 3acoby BariTHUM >XiHkam He Oyna BCTaHOBMIEHA Y KOHTPONbOBAHMX KAIHIYHWX AOCAIMKEHHSAX, TOMY WOro cnif
npu3Ha4vaTn 3 06epeXXHICTIO BariTHUM Ta XiHKaM, SKi rogyroTh rpyaato. Bussunocs, wo npenapatu 1VI1g HainbinbLue NPoHMKatoTb Yepes3 NnaueHTy nif Yac TPeTboro
TPUMeCTPY BariTHOCTI. KNiHIYHWIA OCBIf 3aCTOCYBaHHS iMyHOrN06YMiHIB CBIAYMTb MPO Te, WO Npu iX BBEAEHHI He NepefbadacTbCs WKIAIMBOro BrMBY Ha nepebir
BariTHOCTI, Ha PO3BWTOK Mnofa abo HOBOHAPOMKEHOT 0.

["ofyBaHHA rpyaato



IMyHOrno6yniHN BUAINAKTLCA B MOIOKO MaTepi. HisIKoro HeraTMBHOMo BM/IMBY HA HOBOHAPOKEHVX/HEMOB/IAT, AKX FOA4YHOTh rPYALH0, He nepeabayvaeThbes.
PepTUNbHICTb
KniHi4yHWIA fOCBif, 3acTOCyBaHHS iMYHOrN00Y MiHIB CBIAUYMTL NPO Te, WO NpK iX BBEAEHHI He nepeabayvaeThbes WKiA/IMBOr0 BrIMBY Ha 34aTHICTb 40 3an/liAHEHHS.

34aTHICTb BNAMBATW Ha LWBUAKICTb peakuii Npy KepyBaHHI aBTOTPaHCNOPTOM abo iHLIMMKU MeXaHi3MaMu.

Okrtaram 10% (100 mMr/mn) He YMHWUTL BMMBY ab0 YNHUTL HE3HAYHWI BMNIMB HA 3A4aTHICTb KepyBaTW TPAHCMOPTHUM 3aC000M i BUKOPUCTOBYBATU Pi3HI MEXaHI3MU.
MpoTe NauieHTH, Yy AKUX BMHUKatOTb MOGIYHI peakuil Mif 4ac NiKyBaHHSA, MOBWMHHI 3a4ekaTV AEAKWIA 4ac, AOKWM BOHW 3HUKHYTb, Nepef TWUM, SK KepyBaTu
TPaHCNOPTHMM 3aC060M ab0 BUKOPUCTOBYBATU Pi3HI MeXaHi3MU.

Cnocib 3acTocyBaHHA Ta A03Mu.

3amicHy Tepanito cnig NPoBOAUTY Nif HarNAa4oM Nikaps, AKWn Mae J0CBif NiKyBaHHS iIMyHOAeiUmnTY.

Jo3n

[o3a i cxema BBeAeHHS NTiIKapCbKOro 3acoby 3asieXxarhb Bifl NOKa3aHHs.

[03y HeobXxigHO nigbupatn iHAMBIAYaNbHO NS KOXHOMO MauieHTa 3aneXHo Bif KNiHIYHOro eekTty. [lo3a, WO 6a3yeTbcsl Ha Maci Tina, MoXe notpebysaTty
KOPWryBaHHS Yy MaLieHTIB i3 HeOCTaTHLO Ta HAAMIPHOI Barok. Y nauieHTiB i3 HaAMIPHO Barok f03a NoBUHHA 6a3yBaTMCA Ha (i3i0NOriYvHiI CTaHAapTHINA Maci
Tina.

PekoMeHAyTbCA Taki CXxemy BBeJEeHHS NiKapcbKoro npenapaTy

3amicHa Tepanis npy CMHAPOMaXx NepBUHHOIO iIMyHOLEe(ILNTY

Cxema BBefIeHHS MOBMHHA 3a6e3MeUnTn JOCArHEHHA MiHIMa/IbHOrO PiBHSA KOHLEHTpaUiT npenapaty, NpuHariMHi 6 r/n, abo 6yTn B MeXax fiana3oHy pedepeHCHMX
3HayeHb AN BiKy nauieHTa (BUMIPIOETLCA Mepes KOXKHUM HaCTYNMHWM BHYTPILUHbOBEHHUM BBeAEHHAM). 18 BCTAHOB/IEHHA piBHOBaru (CTiKMX piBHIB 1gG)
KOHLeHTpaL,iT HeobXiaHO Bif 3 A0 6 MicALIB 3 MOMEHTY NoyaTKy NiKyBaHHs. PekomeHA0BaHa OAHOKpaTHa NoYaTKoBa f1o3a ctaHoBUTb 0,4-0,8 r/Kr, nicns SKoi BBOAATb
npuHaiMHi 0,2 r/Kr KOXHi 3—4 TUXHI.

[03a, HeobxigHa Ana [OCATHEHHS MiHIMa/IbHOTO PiBHA KOHLUeHTpauii 1gG 6 r/n, ctaHosuTb Big 0,2 fo 0,8 r/kr/micaup.

IHTepBa Mi>X BBEAEHHAMM /TIKAPCbKOr0 3aC00y Ans A0CArHEeHHS CTabiflbHOro CTaHy KOMMBAETLCA Bif 3 [0 4 TVIKHIB.

MiHimManbHi piBHI cnif NepiognYHO BUMIpHOBATK AN TOrO, W06 TOYHiLLE NigibpaTy 403y Ta iHTEpBas BBEAEHHS npenapary.

MiHimMa/IbHI piBHI KOHLEHTpauii npenapaty Cfij BUMIpHOBATU Ta OLIHIOBATU Pa3oM i3 YaCTOTOK BUHUKHEHHS iHeKuii. 06 3MeHWNT 4acTOTy BUHMKHEHHS
6akTepianbHOT IH(eKLiT, MOXNNBO, HEOOXiAHO 36iNbLUYBaTV 03y Ta NpParHyTh 40 6ifbLUMX BUCOKMX PIBHIB KOHLEHTpauil 1gG.

BTopuHHI iMyHOZediLuTH
PekomeH/10BaHa f103a CTaHOBUTb 0,2—0,4 I/Kr KOXHi 3—4 TUXHI.

MiHimManbHi piBHI KOHUeHTpauii |gG cnig BUMIptoBaTK Ta OLiHKOBATW Pa3oM i3 YaCTOTOK BUHMKHEHHS iH(eKLUiT. [Lo3y NoTpibHO KopuryBaTuy pasi HeobXigHOCTI,
W06 [OCArTU ONTUMASIbHOIO 3aXWUCTY Bif IH(EKUiN, 30iNIbLUEHHA 403U MOXE BYTU HeOOXiAHUM ANA NaUieHTIB 3i CTiIKOH/NEPCUCTYHOYOHO iH(EKLIIED; 3MEHLIEHHS
[0311 MOXKHa PO3rnafaTu, Kofuy nauieHta Hemae iH(eKLil.

IgionaTnyHa TPOMGOLMTOMNEHIYHA Nyprypa

ICHY€ [Bi aflbTepHATUBHI CXeMU NiKYBaHHS:



po3a 0,8-1 r/kr B AeHb 1-14; L0 403y MOXKHA MOBTOPHO BBOAWUTW OAMH pa3 NPOTAroM 3 AHIB.

0,4 r/Kr woaeHHOo NPOTArom 2-5 AHiB. JlikyBaHHA MOXKHa NOBTOPUTH, AKLLO BUHWKAE PELMB.

CuHgpom liieHa — bappe:

0,4 r/kr/geHb NpoTArom 5 AHiB.

XBopoba Kasacaki:

2,0 r/Kr cnif npu3HayaT 04HOKPATHO. MalieHT NOBUHHI OTPUMYBATU CYNYTHIO Tepanito aueTuncaniumnioBo0 KUCIOTOL.
XpoHiyHa 3ananbHa AemieniHizytoya noniHeiponaTisa (X341)

MoyatkoBago3sa: 2,0 r/Kr, nogifieHa NPOTAroM HaCTyMnHUX 2-5 AHIB.
MigTpyMyoYi [03K:

1,0 r/Kr NpoTAroM HaCTyNHUX 1-2 [HIB KOXHI 3 TUXKHI.

EhekT niKyBaHHS CNif OLiHIOBATM MICAA KOXHOIO LUUKIY; AKLLO eeKT NliKyBaHHA BiACYTHIN Yepe3 6 MicALiB, NiKyBaHHA CNif NPUNUHUTN.

AKWO NiKyBaHHA € eDEKTUBHUM, CNif NPOBOAUTM TpUBa/le NiKyBaHHSA Ha PO3CYA Nlikaps, ke 6a3yeTbCA Ha peakuil nayieHTa Ha NiATPUMYrodi 4o3u. [o3yBaHHA Ta
iHTepBanu cnif aganTyeaTu BiAMOBIAHO A0 iHAMBIAYaNbHOr0 Nepebiry 3aXBOprOBaHHS.

BaraTotokanbHa MOTOpHa HeliponaTis

MouaTtkoBago3sa: 2,0 r/Kr, Ky BBOAATb NPOTArOM HAaCTYMHUX 2-5 HiB.

MigTpumytoya ao3a: 1,0 r/Kr KOoXHi 2—4 TUXHI a60 2,0 I/Kr KOXHi 4—8 TUXKHIB.

EcpbekT nikyBaHHS CNij, OLLiHIOBATY MICA KOXHOIO LUKAY; AKLWO eheKT NiKyBaHHA BiACYTHIN Yepe3 6 MicALiB, NiKyBaHHSA Cij NPUNUHATA.

AKWO NiKyBaHHSA € eDEKTUBHUM, CNif NPOBOAUTM TpUBase NiKyBaHHS Ha po3Cyj Nikaps, ke 6a3yeTbCa Ha peakLil nayieHTa Ha NiATPUMYrodi Ao3n. [Jo3yBaHHA Ta
iHTepBasn cnif aganTtyeaTn BigMoBIAHO A0 iHAMBILYaIbHOIO Nepebiry 3aXBOPHOBaHHS.

PekoMeH/10BaHi 031 NpenapaTy HaBeeHo Yy TabnuLi 1.

Tabnmya 1

MoKasaHHs | o3a | YacToTa BBEfEHHS
3amicHa Tepanis
CWHAPOM NEPBUHHOIO iIMYHO- noyaTkoBa fj03a: KOXHi 3—4 TVXHI
aegiymnTy 0,4-0,8 r/kr

nigTpuMytoya fo3a:

0,2-0,8 r/kr
BTOpWHHI iMyHOaediunTy 0,2-0,4 r/kr KOXHI 3—4 TUXHI
(AK  3a3Ha4yeHO B po3aini
«['loKa3aHHs»)
IMyHOMOAYNALLiS




MepBUHHa igionaTnyHa Tpom60- 0,8-1,0 r/kr Yy AeHb 1-i, MOXHa MOBTOPUTU
LUMTOMEHIYHA Nyprypa O[HOKpaTHe BBEEHHS NpoTAroMm 3
abo [HIB
0,4 r/kr/aeHb NpoTArom 2-5 AHiB
CuHppowm lileHa — bappe 0,4 r/kr/geHb npoTarom 5 AHis
XBopoba Kasacaki 2,0r/kr O[HIEKD [1030H0 B MOEAHAHHI 3

au,ewmcaniu,mnosoro KNCNOTOO

XpoHiyHa 3anaibHa
AemieniHisyroya
nonipagukynoHeponaria (X3401)

noyarkosapo3sa: 2,0 r/kr

nigTpMMyoYa fo3a:
1,0r/kr

Po3gineHnMmn fos3amv NpoTArom
2-5 fHIiB
KOXHI 3 TVDKHI NpoTArom 1-2 oHiB

BaratodokasibHa MOTOpHa
Heriponartia (BMH)

noyatkosago3sa: 2,0 r/kr
nigTpMMytoYa [o3a:

1,0 r/kr

abo

2,0r/kr

NPOTArOM HaCTYMHUX
2-5 [HiB
KOXXHI 2—4 TUXKHI

abo
NPOTSArom
2-5 [HIB KOXHi 4—8 TWXXHIB

MayieHTn AUTAYO0ro BiKy

[o3n ana gitein (Bikom Big O fo 18 pokiB) He BIAPI3HATLCS Bif, 403 A9 AOPOCANX, OCKINIbKM 03K ANS KOXKHOIO MNoKa3aHHA MigovpatoTbCA 3a/1eXHO Bif Macu Tina
Ta BiAMNOBIAHO [0 KNIHIYHOIO pe3y/bTaTy BULLEBKa3aHMX 3aXBOPHOBaHb.

MopyLUeHHs YHKLIT NeYiHKu

HepocTaTHLO iCHYHOUMX A0Ka3iB A/ HEOOXIAHOCTI KOPUIyBaHHS [103MK.

MopyLueHHs hyHKLIT HUPOK

Hemae noTtpebun B KopUrysaHHi 4031 3a BiACYTHOCTI KNiHIYHMX NOKasaHb, AMB. po3ain «OcobanBOCTI 3aCTOCYBaHHS.

MauieHTn NiTHLOrO BiKY

Hemae noTpebun B KOpUrysaHHi 4031 3a BiACYTHOCTI KNiHIYHWX MOKa3aHb, ANB. Po34in «OcobAMBOCTI 3aCTOCYBaHHS.

Ans Toro, wo6 BuganuTn Oyab-aKuiA npenapart, SKUM MOXe 3a/IMWNUTUCA B IHQY3INHIA TpyOui HanpuKiHLi BBEAEHHS, TPYOKY MoxxHa npomutn 0,9 % po3vnHOM
XNopuAay HaTpito un 5 % po3ynHOM LEKCTPO3N.

Cnocib 3acToCyBaHHS
[nsi BHYTPILLHbOBEHHOI O 3aCTOCYBaHHS.



OkTtaram 10% cnif BBOAMTW BHYTPILLHBOBEHHO 3 NOYATKOBOHO WBMAKICTIO 0,01 MA/Kr macy Tina/xs npotarom 30 XBUMH, AUB. po3ain «OcobaMBOCTI 3aCTOCYBaHHS.
Y pasi nobiyHoT peakuii He0OXiAHO 3MEHLUMTU LUBMAKICTb BBEAEHHS abo MPUNMHUTI BBEAEHHA Npenapaty. AKWO npenapaT Ao6pe NepeHoCUTLCA NalieHTOM, TO
LUBWAKICTb BBEAEHHS MOXXHa NMOCTYMOBO 36i/1bLLNTY 0 MaKCUMaIbHO MOXMBOT 0,12 MA/Kr Macu Tina/xs.

aiTn.
Hemae 0co6mBux abo [04aTKOBMX BKa3iBOK ab0 3anobixXHMX 3axX0fiB Y pa3i 3aCTOCYBaHHA MalieHTaM AUTAYOro Biky. 3aCTOCOBYBATU 4ITAM 3 HAPOKEHHS.

Mepeno3yBaHHA.
Mepeno3yBaHHA MOXe MPU3BECTM [0 rinepBonemii Ta MiABULLEHHS B’A3KOCTI KPOBI, 0CO6/IMBO Y NALIEHTIB i3 PU3NKOM, BK/IKOHYAOUW MALEHTIB NITHLOrO BiKy abo
navuieHTIB i3 MOPYLLUEHHAM (DYHKLIT cepus abo HUPOK (AMB. po3ain «OCco6/IMBOCTI 3aCTOCYBaHHS»).

Mo6iyHiI peakuil.
KopoTkuid onuc npodgointo 6esneku
[10 No6iYHMX peakLii, CNPUYNHEHNX HOPMaIbHUMM iIMYHOT 106y niHaMU NFOAUHM (B NOPAAKY 3MEHLLEHHS YacTOTH), HaleXaTb:

e 03HOO, FONIOBHWIA Biflb, 3aNaMOPOYEHHS, NTMXOMaHKa, 6/1H0BaHHS, anepriyvni peakuii, Hy0Ta, apTpanris, HA3bKWIA KPOB’SHWUIA TUCK | MOMipHa 6inlb y Nonepeky;

e 000POTHI reMoNITUYHI peakLi’, 0co6/MBO Yy MaLieHTIB i3 rpynaMm KpoBi A, B i AB, a TakoxX (pifKo) remoniTMyHa aHeMisi, Lo NoTpebye TpaHChy3iT;

e (pifKO) panToOBe 3HWKEHHS KPOB’SHOTO TWUCKY Ta B OKPeMUX BUMafKax aHaiNakTUYHWIA LUOK, HaBiTb KOMM MaLieHT He MPOAEMOHCTPYBaB MiABULLEHOT
YyT/IMBOCTI Ha NOMNepesHe BBEAEHHS Npenapary;

o (pifKO) TMMYaCOBI LLIKipHI peakuii (BKNHOYaou LLKIPHWIA YepPBOHMWIA BOBYaK, YacTOTa HEBILOMa);

e (LyXe pigKo) TpPOM60eMOONIYHI peakLii, TakKi AK IHPapPKT MioKapaa, iIHCYNbT, eM60is fIereHis, TPOM603 IMNOOKKX BEH;

* BUNaJKN 060POTHOr0 aCeNTUYHOI0 MEHIHTITY;

 BUNaAKM 30i/IbLLIEHHSA PIBHA CMPOBATKOBOI0 KpeaTUHIHY Ta/abo BUHWKHEHHS rocTpol HUPKOBOI HELOCTATHOCTI;

e BUNAAKN rocTPOro NoCcTTpaHgy3iiHOro NoWKomKeHHs nereHis (CMTI).

Mepenik No6iYHNX peakLiii NpeAcTaBNeHO Y BUrNs4i Tabnuu,i.
TepMiHKn y Tabnuui 2 BignoBigatoTb Knacuikauii cuctem opraHie MedDRA/MeguyHMin CNOBHUK HOPMaTMBHO-NPaBoBoi AisnbHOCTi (KCO i nepeBaXkHi TEPMIHN).

YacToTa BUHUKHEHHSA NOGIYHNX peakLiiii OLiHIOETLCS BiANOBIAHO 40 TaKMX YMOBHMX MO3HAaYeHb: Ay>ke YacTto (= 1/10); vacTo (Big = 1/100 go < 1/10); HeyacTo (Big =
1/1,000 po < 1/100); pigko (Big = 1/10000 go < 1/1000); ay>ke pigko (< 1/10000); HeBiAOMO (He MOXHa OLiHUTW Ha OCHOBI ICHYHOUMNX JAHUX).
B MeXax KOXKHOro CMCTEMHO-0PraHHOro Knacy no6iyHi peakLii npeAcTaBieHo B NOPAAKY 3MEHLUEHHS TXHbOT TSHXKKOCTI.
Tabnuuga 2
Mo6iyHI peakuit, WO cnocTepiranncsa B KNiHIYHUX JOCNiMKeHHAX npenapaTy OKTaram



Knacudikauis cuctem opraHis Mo6iyHa peakuin YacToTa Ha YacToTa Ha

MedDRA (MefnyHuiA CNOBHUK nauieHTa IHY3ito
HOPMaTMBHO-MPaBOBOI AiANLHOCTI)

MopyweHHs 3 6GOKY IMYHHOT | MiABWLLEHA YyT/IMBICTb AyXe YyacTo 4acTo
cucTemu (ams.. po34in

«OC06MMBOCTI 3aCTOCYBaHHS»)

MopyweHHss 3 60Ky HepBOBOI | FOMIOBHUIA Biflb AyXe YyacTo 4acTo
cucTemu
MopyLueHHs 3 OOKy | HygoTa 4acTo HevacTo

LL/TYHKOBO-KMLLKOBOF O TPAKTY

MopyweHHs 3 60Ky LWKipK Ta | ek3eMa 4acTo HeyacTo
MiAWKIPHUX TKaHWH

MopyLuUeHHs 3 6OKy | 6ifb y CnnHiI 4acTo HeyacTo

KICTKOBO-M’5130BOI  Ta  CMOMYYHOI

TKaHUHU

3arasibHi MOPYLUEHHS | CTaHW Y | IMXOMaHKa 4acTo HeyacTo

MicLi BBEAEHHSA BTOMa 4acTo HeyacTto
peakuis y MicLi BBEEHHS 4acTo HeyacTo
03H00 4acTo HeyacTo
6inb y rpyaax HeyacTto HeyacTto

MoBigomnsnocs nNpo MoGIYHI  peakuil nig 4Yac NOCTPeECTpauiiHOro BMKOpUCTaHHA npenapaty OkTaram (gue. Tabnuuto 3). YacTtoTy MOBIAOMIEHUX
NOCTPEECTPaLiMHMNX peakLii He MOXKHa OLiHUTU Ha OCHOBI HafBHUX [aHUX.
Tabnmua 3
Knacuikauis cucteM opraHis Mo6iuHa peakLis (NepeBaXXHWN TEPMIH) YacToTa
MedDRA (MegnyHuiA CNOBHUK
HOPMaTUBHO-MNPaBOBOI AiANbHOCTI)
MopyweHHa 3 60Ky KpoBIi Ta | reMoNiTUYHa aHeMis HeBiOMO
nimgatnyHoi cucTemu NerKoneHis HeBiLOMO




MopyweHHs 3 6OKYy  IMYHHOT | aHathinaKTUYHWIA LLOK HeBiZOMO
cucTemu (avs. pO34in | aHagiNaKTMYHa peakLis HEeBIZOMO
«OCc06MMBOCTI 3aCTOCYBaHHS») aHadinakToigHa peakLis HeBiZOMO
aHriOHeBPOTUYHMI HAbPAK HeBiLOMO
HabpsK 06/1myys HEeBIZOMO
MopyLUEeHHA XapyyBaHHS Ta 06MiHY | rinepBonemis HeBiOMO
peyoBUH (ncespo)rinoHaTpiemis HeBiLOMO
MopyLLEHHS 3 6OKY NCUXIKK CNNYTaHICTb CBiOMOCTI HeBiOMO
XBWNHOBaHHSA HeBiZOMO
TpuBora HeBiZOMO
nifBuLLEHa 30YPKEHICTL/HEPBOBICTb HeBiZOMO
MopyweHHs 3 6GOKy HEepBOBOI | remoparivyHui iHCyNnbT HeBiZOMO
cucTtemu acenTUYHUIA MEHIHTIT HeBiLOMO
BTpaTa CBiZJOMOCTI HeBiOMO
NOPYLUEHHS! MOB/IEHHS HeBIOMO
MirpeHb HEeBIZOMO
3anamMopOYeHHs HeBiZOMO
rinectesis HeBiZOMO
napecresis HeBiLOMO
(hoToghobis HeBiOMO
Tpemop HEeBIZOMO
MopyLueHHs 3 60Ky opraHis 30py MOpYyLUEHHS 30pY (3HVXXEHHS roCTPOTH) HEeBIZOMO
MopyLueHHs 3 60Ky cepus IH(PapKT MioKapAa HEeBIZOMO
CTeHoKappis HeBiOMO
Opaavkapgiis HeBiLOMO
Taxikappgis HeBiOMO
NPUCKOPEHE CepLedmnTTs HeBIOMO
LiaHo3 HeBiLOMO
MopyLuUeHHs 3 6OKY CyanH TPOM603 HeBiOMO
CY[MHHA HelOCTaTHICTb HeBiZOMO
HefOoCTaTHICTb NepudepuyHOro KPoBoooiry HeBiLOMO
(hnebiT HeBiOMO
rinoTeH3sis HeBiZOMO




rinepTeHsis HeBiZOMO
6nigictb HeBiLOMO
MopyweHHs 3 6OKy AMXasibHOT | MOPYLUEHHS AUXaHHS HeBiZOMO
CUCTEMW, OpraHiB rpyaHol KNiTKW | eM60onis NnereHis HeBiOMO
Ta CepefOCTiHHSA HabpsK nereHis HeBiLOMO
6poHxocnasm HeBiOMO
rinokcis (KUcHeBa HeOCTaTHICTb) HeBiLOMO
3a[MLIKa HeBIZOMO
Kallesnb HeBIOMO
MopyLUeHHs 3 6oKy | 6/10BaHHSA HeBiLOMO
LLITYHKOBO-KULLKOBOI O TPaKTy Aiapes HeBiZOMO
6iNb Y XXMBOTI HeBiZOMO
MopylweHHs 3 GOKy LWIKIpK Ta | NYLEeHHS LWKipw HEeBIZOMO
MiALWKIPHUX TKAHUH KpOnuB’sHKa HeBiOMO
BUCUMNAHHA HeBIOMO
ep1TeMaTO3HNIA BUCUN HeBiLOMO
faepmatut HeBiZOMO
cBepbiX HEeBIZOMO
anonedis HeBiLOMO
epuTema HeBiZOMO
MopyLUeHHs 3 BoKy | apTpasris HEeBIZOMO
KICTKOBO-M’5130BOI  Ta  CMOJyYHOT | Mianris HeBiLOMO
TKaHVHM 6inb y KiHUiBKaXx HeBiZOMO
6inb y wui HEeBIZOMO
cnasmm M’a3iB HeBiOMO
cnabkicTb y M’si3ax HeBiLOMO
KICTKOBO-M’30Ba CKYTICTb HEeBIZOMO
MopyweHHs 3 6GOKy HMPOK i | rocTpa HMPKOBa HEAOCTaTHICTb HeBiOMO
CevyoBUAINbHOT CUCTEMU 6iNb y HUPKax HeBiLOMO




KpOBI

3arasibHi  NOpyLWIeHHA | CTaHW Y | HabpsK HeBiZOMO

MicLi BBEAEHHSA rpvnonogibHe 3aXBOPtOBaHHSA HeBiLOMO
npUNINBM HeBiZOMO
MOYEPBOHIHHA LLIKIpW HeBiLOMO
BIUYTTA X0noAay HeBiLOMO
BIAUYTTS XKapy HeBiOMO
rineprigpos (HagmipHe NOTOBUAINEHHS) HEeBIZOMO
He3[y>kaHHA (noraHe camonoyyTTA) HeBiLOMO
ANCKOMCOPT Y rpyasx HeBiZOMO
acTeHis HeBiLOMO
COH/IBICTb HeBiOMO
BIAUYTTA MeYiHHA

JocnipkeHHs 36i/bLUEHHS (DEPMEHTIB MEYiHKN HeBiZOMO
NMOMWNKOBO MO3UTUBHWIA NOKa3HMK [/IOKO3WN B | HEBIJOMO

Onunc oKpeMmux NoBIYHMX peakwiii

IHhopMaLlito NPO OMMUC OKPeMMX MNOGIYHUX peakLiid, TakMX AK peakuii NiABWLIEHOI YyTAMBOCTI, TPOM60em60onis, roctpa HUMPKOBa HEAOCTATHICTb, CUHAPOM

acenTMUYHOro MEHIHTITY Ta FreMONITUYHA aHeMis, AnB. Y po3aini «OcobAMBOCTI 3aCTOCYBaHHS.

MayieHTn AUTAYO0ro BiKy

B KniHiYHUX gocnimkeHHsX i3 npenapatom OKTaram 6inbLUiCTb NOGIYHMX peakLiid, Wo cnocTepiranncsa y Aitei, 6ynum ouiHeHi K nerki, Ta 6arato 3 HUX pearysaim
Ha NPOCTi 3aX04M, TaKi K 3HMKEHHS LLIBUAKOCTI BHYTPILUHbOBEHHOI 0 BBEAEHHS ab0 MOro TMmMyacoBe NpPUNUHEHHS. LLLo cTocyeTbes TMNY NO6iIYHOT peakLil, BCi BOHK
Oynu BU3HaHI K Taki, L0 NOB’A3aHi 3 BUKOpUCTaHHAM npenapartis 1V1g. HalibinbL yacToro nobivyHO peakuieto, WO cnocTepiranaca y nayieHTiB AMTAYOro BiKy,

OyB r0NOBHWI Giflb.

MoBigOMEHHSA NPO NiJ03ptoBaHi NOBIYHI peakuit

MoBifOMMEHHA MpO MNifo3ptoBaHi NOGIYHI peakuii nicnsa peecTpauii NikapcbKoro 3acoby € BaxnmeuM. Lle fgae 3mory npoBOAMTW 6e3MepepBHMIA KOHTPO/b
CNiBBIAHOLLEHHA KOPUCTI/PU3NKY 3aCTOCYBaHHA npenapaty. MeanyHnx npauiBHUKIB NPOCATb NOBIAOMAATY NPO 6y Ab-AKi Nifo3ptoBaHi NO6IYHI peakLii.

TepMiH NpUAaTHOCTI.
2 POKMW.

BigKpuTnin hnakoH BUKOPUCTATW HEranHo.

YMOoBW 36epiraHHs.

36epiratv npu Temnepatypi Big 2 o 8 °C. He 3amopoxkyBaTu.




36epirat B HeAOCTYNMHOMY A5 AiTel micLi.
36epiraTv B OpuriHanbHiin ynakoBLi Ans 3aXUCTY Bif CBIT/a.

MpenapaT MOXHa BUAMATK 3 XON0AW/IbHUKA HA OAWH MNepiof, Lo TpMBae A0 9 MicAuis (He NepeBULLYOYM AaTK 3aKiHYEHHA TepMiHy Ail), i
36epiratv npu TemnepaTypi HMX4e 25 °C. Y KiHUi UbOro nepiogy npenapar He cnif 3HOBY MOMILLATV B XOMOAN/bHUK, KOro cnifg yTunidyeatu. Aarty,
KONW npenapat BUManu i3 XonogunbH1Ka, He06XiAHO 3anmcaTh Ha KapTOHHI Kopoou,i.

HecyMiCHICTb.
3a BiACyTHOCTI foCnifpKeHb CYMICHOCTI Lield NiKapCbKWiA npenapar He NOTPi6HO 3MiLLyBaTh 3 iHLUIMMM NiKapCbKUMK NpenapaTamu, a TakoX i3 6yAb-aKUMU iHLIMMU
npenapatamu 1VIg.

YnakoBKa.
Mo 20 ms, 50 mn, 100 mn a6o 200 M po34UHY ANs iHPY3ii y pnakoHi. Mo 1 (hnakoHy B KapTOHHI KOPOGL.

Karteropis Bignycky. 3a peLenTom.

BupobHunku.

1. Oktathapma PapmaneBTuKa MpogyKTioHcrec M.6.X..
2. OkTaghapma.

3. Okradapma AB.

MicuesHaxoLKeHHA BUPOOHUKIB Ta agpecy MicLA NPOBaKEHHA IXHbOT Aisi/IbHOCTI.
1. O6epnaaep LWtpacce 235, 1100 BigeHb, ABCTpIsA.

2. 72 pto Ao Mapuwan dowu, 67380 JliHronbwerim, ®paHuis.

3. Jlapc dopccennc rara 23, Ctokronbm, 11275, LLiseuis.



