Ckian

Oitoua peuosuHa: interferon alfa-2b

1 cymo3uTopiit MicTuTth: iHTEpdepoH anbda-2b pekombiHaHTHUY moguHu - 150 000
MO;

O0ONOMIJKICHI peuo8uHU: OJIisl COHSIIITHUKOBA padinoBaHa, TOKOGEPOIIy alleTaT, HaTPiio
ackopbaT, KuciaoTa acKopOiHOBa, TBEPAUM XKUP.

JIikapcbKa ¢opMma

Cyno3uTopil.

OCHOBHI (pi3uKO-XiMiuHI 81acMuBOCMI: CyIIO3UTOPil KyJI€BUOHOI (OPMHU KOBTYBaTO-
6iy10r0 KOJThOPY OJHOPiAHOI KOHCHUCTEHIIII.

®dapMaKoTepalneBTHYHA rpymna

ImyHocTUMynsATOpPU. IHTEPheporu. InTepdepoH anbda-2b.

Kog ATX LO3A BOS5.
dapMakogHHaMiKa

InTepdepon anbda-2b pekoMOiHaHTHUY YMHUTH BUPaKeHy aHTUBIPyCHY,
aHTUIIPOJTipepy0Udy Ta iIMyHOMOAYIIOI0YY fifo. [lifoya pedyoBUHA JTiKapChKOTr0 3aco0y
Jladepobion® - iHTepdepoH anbda-2b peKoMOiHAHTHUN - YUHUTH iIMyHOMOOYJTIOI0UY
mito Ha T- Ta B-mimdomnutu, HopMasisye BMicT imyHorno06yniny E, Mae aHTUBIpyCHY
aKTUBHICTL. He yTBOPIOIOTHECSA @HTUTINIA, 1110 HEUTPAJII3yIOTh aHTUBIPYCHY aKTUBHICTH
iHTepdepoHy anbda-2b peKoMOiHAaHTHOTO, HaBiTh IPU MOTO 3aCTOCYBaHHI ITPOTATOM 2
POKiB, HOpMaJli3yeThCA QYHKIIIOHYBaHHS €HOOTE€HHOI CUCTEMHU.

dapMaKOKiHEeTHKA

dapMaKOKiHETHYHI BIaCTUBOCTI OJid peKoMOiHaHTHOTO iHTepdepony anbda-2b Maso
OOCIHIIOKEHI.

ITloxa3aHHsn
[71a giTeil: y KOMILJIEKCHIU Tepallil TOCTPUX pechipaTopHuX BipycHux ingexuiv (I'PBI).

ITporunoka3aHHs



[MTigBuIlleHa YyTAUBICTh IO KOMIIOHEHTIB IIpelapaTy; HasgBHICTh y mallieHTa OuCPYHKIIi1
IMATOBHUAHOL 3a/I03U; HAasIBHICTh TSI2KKHUX BiCcIlepaIbHUX MOPYIIEHb Y MAIli€HTIB 3
capkomor Karmoii; TAXKKi ceplieBO-CyaWHHI 3aXBOPIOBaHHS; IICOpia3; BUpaXxKeHi
nmopyIiieHHs GyHKIIi nediHKu Ta/abo HUPOK; eminencisa Ta iHmri 3axBopioBaHHs LTHC (y
T.4 (QyHKITiOHAIbHi); XpPOHIYHMNY TelaTUT Ha TJIi IPOrpecyndoro abo
OEKOMIIEHCOBAHOT 0 LIUPO3Y II€YiHKHU; XPOHIYHUU T'ellaTUT Y XBOPHUX, IKi OTPUMYIOTh
abo HeIllogaBHO OTPUMAJIM Tepallilo iMyHomenpecanTaMu (KpPiM KOPOTKOTO KypCy
KOPTUKOCTEPOINHOI Teparril); ayToiMyHHUM renaTuT abo iHII ayToiMyHHI
3aXBOPIOBaAHHS B aHaMHe3i. [IpurHideHHsI Mi€ToigHOTO POCTKa KPOBOTBOPEHHS.

B3aeMmofisi 3 iHIIEMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHOIHU B3a€EMOIIiH

3 06epexxHICTIO CJIig 3aCTOCOBYBATH ITperapaT OQHOYACHO 3 OMiOIMHUMU JTiKapChbKUMU
3acobaMu, aHaITeTUKaMM, CHOOIMHUMU Ta CeIaTUBHUMMU (IIOTEHITIMNHO CIPUYNHSIIOTH
Mi€IOCYIIPECUBHUM e(PEKT).

[Tpu ogHOYaCHOMY 3aCTOCyBaHHIi 3 mpenapaTtaMu, 10 MeTab0J1i3yI0OThCS IIJITXOM
OKMCJIeHHS (Y T.4. 3 TOXiAHUMHU KCaHTHUHY - aMiHO}iTiHOM Ta TeodimiHOM), CITif
BPAxXOBYBATH MOKJIUBICTh BIIMBY JIadhepobioHy ® Ha OKUCITIOBaIbHI MeTabomiuHi
mporiecu. KoHlleHTpallito TeodisiHy y cMpoBaTIli KPOBi HEOOXiTHO KOHTPOJIIOBATH Ta
ITPY HEeOOXiMHOCTI KOperyBaTHu PexKuM [03yBaHHS.

[Tpu 3acTocyBaHHI nmpenapaTry y Kom0OiHallil 3 XxiMioTepalleBTUUYHUMU ITperiapaTaMu
(mutapabiH, JOKCcOopyOillMH, TeHinmo3um, uKimopochamin) MigBULTyETHCI PU3UK
PO3BUTKY 3arpO3/IUBUX AJIS XKUTTSA TOKCUYHUX €(PeKTiB (IXHbOI TSIKKOCTI Ta
TPUBAJIOCTI).

[Tpu ogpHOYaCHOMY 3aCTOCYBaHHI 3 3UOOBYOUHOM ITIiIBUINYETHCSI PU3UK PO3IBUTKY
HEUTPOIeHil.

Oc006/1MBOCTi 3aCTOCYyBaHHSA

JlikyBauHs JladhepobioHOM® CIIifi TPOBOOUTH ITif HATISIIOM JIiKaps.

[Ipu TpuBasoMy 3aCTOCyBaHHI IIpenapaTry IPOBOASATH KOHTPOJIb 3arajibHOTO aHalli3y
KpOBi, QyHKIIi IeYiHKM, HUPOK Ta IIMTOBUOHOI 3aJI03H.

YciMm nanieHTaM nepep mo4YaTKOM Ta PETYJISAPHO IIif Yac JIiKyBaHHSA PEKOMEHO0BaHO
ITPOBOAUTH PO3TOPHYTUM aHai3 mepudepruyHol KpoBi 3 000B’I3KOBUM SAKiCHUM Ta
KiTbKiCHUM OOCITimXKeHHSIM ITOKa3HUKIiB KPOBi, a TaK0K OioxiMiuHUI aHaAJIi3 KPOBI,
BKJIIOYAIO4Y¥ BU3HAYEHHS BMICTY €JIEKTPOJIITiB, Kabllifo, IIe4YiHKOBUX €H3UMIB Ta
KpeaTuHiHY.



Y BCix nani€eHTiB, Ki OTPUMYIOTH IIpenapaT, peKOMEHI0BaHO peTeIbHO KOHTPOJIIOBATU
piBeHb anbOyMiHy B CUPOBATIII KPOBi Ta MpOTPOMOiHOBUM Yac.

3 o0epekHiCTIO IpU3HayaTH IIpenapaT NPy HassBHOCTI B aHaMHe3i TaKUX 3aXBOPIOBaHb
SIK ITyKPOBUM miabeT 3 emizogaMu KeToallug03y Ta XPOHiYHi 0OCTPYKTUBHI
3aXBOPIOBAHHSA JIeT€Hb, IIPU MOPYIIEHHAX 3rOPTaHHS KPOBi (y T.4. TpoMOodiebiTax
JIeTeHEeBOl1 apTepil), IpU BUPaXKeHil Mielocymnpecil.

[Tpu nikyBaHHI mpenapaToM HeoOXimHO 3abe3meunTy aJeKBaTHY rigpaTaliito
OpraHiaMy; IpHU NPOSABaX rapssyKy CIIif BUKITIOYUTH iHIII IPUYNHY 11 BAHUKHEHHS.

PekoMeHOy€eThCSI BUKOPHUCTOBYBATU MpelaparT Ha TJIi aHTUTiCTaMiHHOI Ta
2Kapo3HMAKYyBaJIbHOI Teparil.

PO3BUTOK TIXKKHX Ta CEPEOHBbOI TAXKKOCTI ITOOIYHUX edeKTiB MoTpedye KOPEKIIil 03H,
a B OesIKUX BUIIaJKaX — BiAMiHM JTiKyBaHHS IIpellapaToM.

3acTocyBaHH4 IIpellapaTy IPUNUHUTY Y BUMlagKaX: IIOLOBXEHHS Yacy 3ropTaHHSA
KpOBi (y mali€eHTiB 3 XPOHIYHUM I'ellaTUTOM), ITPOSIBiB JIETEHEBOT0 CUHOAPOMY Ta
PEHTTreHOJIOTiYHOTO BUSIBIEHHS iHQinbTpaTy ab0 nopylueHHs QYHKIIil JTereHb, II0sIBU
a0o0 30inbllIeHHS TOPYIIeHb 30Dy, MOPYIIeHHA PYHKII1 HIUTOBUHOIL 321031
(BimxuneHnHs Big HopMU piBHs TTT), 3HMKEHHS PiBHS anb0yMiHy Yy CUpPOBaTIIi KPOBi Ta
3HUKEHHS MOKa3HUKIB IPOTPOMOiIHOBOTO Yacy.

[Tpu pO3BUTKY peakKllil rinepyyTIUBOCTI HErakHOro TUMY (KpOnuB’'SHKA,
aHTiIOHEeBPOTUYHUM HAOPsK, OpoHxocna3M, aHadinakcis) mpenapar Ciif HeralHo
BIOMIHUTHU Ta BXKHUTH BiANOBIOHUX 3aX0[iB.

ITicnsa 3aKiHYeHHS TEPMiHY IIPUAATHOCTI 3aCTOCYBaHHSA IIpernapaTy HeOolIyCTUME.
[Ipemapart He migasira€ MOBTOPHOMY KOHTPOIIIO SIKOCTI Ta MOOOBXKEHHIO TEPMiHY
IPUOATHOCTI ITiCJIsI UOTO 3aKiHYEHHS.

Llewt mikapcbkui 3acid micTuTh MeHIe 1 Mmonb (23 Mr)/mo3y HaTpito, ToOTO
IIPakKTUYHO BiJILHUU Biff HATPIiIO.

3maTHiCTh BIUIMBATH HA IMIBHIKICTH peakilili mMpu KepyBaHHI aBTOTPAaHCIIOPTOM
a0o0 iHmMMHu MexaHi3ZMaMHu

Ieski HectipusTnubi edpektu 3 60Ky LTHC, 3yMoBIeHi 3acTOCyBaHHSM ITpeIapary,
MOKYTh BIIJINBATU Ha CIIPOMOIKHICTBD ITAIliEHTIB KepyBaTU TPAaHCIIOPTHUMHU 3acobaM¥u i
ITpaIfoBaTH 3 MOTEHIINHO HeOe3MeYHUMMU MeXaHizMaMMu.

3acTocyBaHHsA y nepioa BariTHoCTi a00 rogmyBaHHsI IPyIaio



IMaHi 1ogo 3acTOCyBaHH IIpenapaTy B IIepiof BariTHOCTI Ta rogyBaHHS I'PYLAOI0
BiICyTHI.

Cmocid 3acTocyBaHHsI Ta 03U

[nsa giteir y komnneKkcHi Tepamnil 'PBI pekoMeHnoBaHi 031U CTAHOBIATE:

HOBOHAaPOIKEHUM i HEJOHOIIIEHUM [iTSIM IIpenapaT Npu3HadaTu peKTanabHo 1mo 150
000 MO mo 2 cynmo3uTtopisi Ha o6y 3 12-romuHHOI0 TepepBoio. Kypcu nmikyBaHHS i
IIepepBu MiXK KypcaMu - I10 5 OHIB.

HepgoHonieHMM HOBOHAPOOXKEHUM [OiTSAM, TreCTallilHUM BiK SKUX MeHIIe 34 TUXKHIB,
npu3HadaTu npemnapaT pekTanbHo o 150 000 MO 3 pa3u Ha moby (depes3 8 roguH).
Kypc ctaHOBUTSE 5 OHIB.

Iitssm BikoM Bim 1 mo 14 pokiB - mo 500 000 MO 2 pa3u Ha mo0y IpoTsroMm 5 mHiB.
itk

3aCTOCOBYIOThH Y NefiaTpUUHi¥ npakTuli (AuB. po3min «Coocid 3acTocyBaHHSA Ta
IO3U»).

Ilepeno3yBaHHsA

IloTenep He oInMcaHO BUIIAAKiB ITepeno3yBaHHs npenapatoM JladepobioH®. OnHak,
SIK 1 ITpU TIepeo3yBaHHi Oyab-IKUM JIiKapChbKUM 3aco00M, peKOMeHOOBaHa
CUMIITOMaTHU4YHa Tepalisa 3 MOHITOPUHTOM (PyHKIIiM JKUTTEBO BaKJIMBUX OPraHiB i
peTesIbHUM HarjsigoM 3a CTaHOM IIallieHTa.

IToOiuHi peakmii

Bci mo6iuHi peaxiiii, moB’si3aHi i3 3acTocyBanHAM JladhepobioHy®, He3HauyHi abo
cepenHbOl TSIKKOCTI. [1icna 3akKiHYeHHS JTiKyBaHHS BOHY 3a3BU4Yall 3HUKAIOTh.

PekTanbHuM cnocib BBeOeHHs IIperapaTy He CYIIPOBOAXKYETHCS BUPAXKEHUMHU
MOOIYHUMM PeakllisiMu, siKi 3a3BUYall CIIOCTEPIraroThCs IIPU ITapeHTepaTbHOMY
BBEIEeHHI IIpemnapariB iHTepdepoHy. B okpeMux BunagKax B IIEePIIIi OHI TiKyBaHHSA
MOXKYTh BUHUKATU T'PUNONONIOHI CHUMIITOMH, SIKi Hafalli 3MeHIIYIOThCS i 3HUKAIOTh.
[ 1x monepenKeHHs MOXKHa 3aCTOCOBYBATH IIpellapaTH IIapaleTaMoily V J0o3ax
BIAIIOBIOHO OO BIKY IAlll€HTA.

3aezanvHi nopyweHHs. Ilpu BBemeHHi JladhepobioHy ® MOXKIIMBI I'PUIIOIIONIOHI CTaHU:
03HO0, IMiABUINIEHHSI TeMIepPaTypPyu, CTOMIIOBAHICTh, B'SIJIiICTh, @ TAKOXK T'OJIOBHUM Oifb,
6inb y M’s13ax, cyrinobax, HiTIUBICTh; PigKo - OJII0BaHHS, 3allaMOPOYeHHSs, ITPUTIJIUBH.



MozxkuBe BUHUKHEHHS pPeaklliyl rinep4uyTauBOCTI 0 Ipernapary.

3 60Ky cucmemu Kpo80omMeOopeHHs: IIPU TPUBAJIOMY 3aCTOCYBaHHI MOXKJIUBI
JIEMKOMEeHiss, TPOMOOIIMTONEHisA, aHeMisI, HOCOBI KPpOBOTeUi.

3 60Ky WAYHKOBO-KUWKOB020 MpaKkmy, neyviHku: migBuitieHHs piBas AJIT ta ACT,
migBunieHHs piBHA JI®, BTpaTa aneTuty. [lopyiieHHS QyHKIIi Te4iHKH.

EHOOKpPUHHI NOpywWeHHA: TIOPYIIeHHA QYHKIIil IIUTOBUOHOI 3aJI03H.

3 60Ky ueHmpaavHoi ma nepugepuuHoi Hepaosoi cucmemu: IPU TPUBATIOMY
3aCTOCYBaHHI MOXKJIVMBI 3allaMOPOY€EeHHS, IIOPYILIEeHHS CHY, CILIyTaHICTh CBIIOMOCTI,
TPUBOXKHI Ta [IeIIPECUBHi CTaHU, MigBUIlleHa 30yOJIUBICTh, COHIUBICTD, aTaKCis,
nmapecresil.

3 60Ky cepueso-cyOuHHOI cucmemu: MOKJIUBa apTepiajibHa rinepreHsis abo
rinoTeH3is; pigkKo - TaxXikapmid.

3 60Ky wKipu ma nidwKipHUX MKAHUH: ajlepriyHi peakilii, BKJIlo4alouu BUCUIIaHHS (Y
TOMY YMCJIi TePIIeTUYHi), cCBepbixK, rimepemMiio, Kpornus’'ssHKY, aHaiTaKTUIHUN ITIOK.

3 60Ky OuxasnvHOi cucmemu: Kallesb.

THwe: 3MiHU y MicCIli BBeJeHHSs, MIOPYILIEHHS 30PYy, MOPYIIeHHS QYHKIIil HUPOK,
MIOPYILIEHHS eJIEKTPOJIiTHOTO 6ajaHCy.

TepMiH NpUIATHOCTI
2 POKH.
YMmoBHu 30epiranus

30epiraTtu B opuriHajabHiM yIIaKOBIIi AJI 3aXUCTY Bif [il cBiT/ia npu TemMnepaTypi Big 2
o 8 °C.

30epiraTty y HeIOCTYIIHOMY OJIS OiTeM MicCIIi.

YnakoBka

[To 2 KOHTYPHiI YapyHKOBIi YIIAaKOBKM 3 5 CYIIO3UTOPIIMU Y KapTOHHiM KOPOOIIi.
KaTeropist Bignycky

be3 penernra.



BupoOHUK
TOB «®3 «BIO®PAPMA>», YkpaiHa.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro ajJpeca MiCIisi IpoOBaaKeHHsI
OistIbHOCTI

YVkpaina, 09100, KuiBcbka 0651., M. Bina IlepkBa, Bysn. KuiBcbka, 37.
[Ixepesno iHCTPYyKIil

[HCTpPYKIIito TiKapChKOTro 3aco0y B3sTO 3 o(illiiHOTO mKepesia — [lepKaBHOTO PEECTPY

JIiIKapCchbKHX 3aco0iB YKpailHu.
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