Ckian

Oitoua peuosuHa: interferon alfa-2b

1 cymo3uTopiit MicTuTh: iHTEpdepoH anbda-2b pekombinaunTHuM moguau - 1 000 000
MO;

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

JIikapcbKa ¢opMma

Cyno3uTopil.

OCHOBHI (i3uko-ximMiuHi 81acmu8ocmi: Cymo3uTopii KynenonioHol ¢opMu KOBTYBaTO-
6iy10r0 KOJThOPY OJHOPiAHOI KOHCHUCTEHIIII.

®dapMaKoTepalneBTHYHA rpymna
ImyHocTuMynsaTopu. InTepdeponu. Intepdepon anbda-2b. Kog ATX LO3A BOS.
dapMakoguHaAMiKa

InTepdepon anbda-2b pekoMOiHaHTHUYM Ma€ BUPaXKeHy aHTUBIPYCHY,
aHTUIIPOJTidepyody Ta iIMyHOMOAYIOI0YY Hifo. [lifoya pedyoBUHA JTiKapChKOTr0 3aco0y
Jlapepomakc - inTepdepoH anbda-2b peKoMOIiHAHTHUN - YUHUTH iIMYHOMOAYITIOI0YUY
mito Ha T- Ta B-mimdomrutu, HopMaisye BMicT imyHorno0yniny E, Mae aHTUBIpyCHY
aKTUBHICTL. He yTBOPIOIOTHCSA @aHTUTINIA, 1110 HEUTPAJII3yIOTh aHTUBIPYCHY aKTUBHICTH
iHTepdepoHny anbda-2b peKoMOiHAHTHOTO, HABiTh IPU MOTO 3aCTOCYBAHHI ITPOTSATOM 2
POKiB, HOpMaJi3yeThbCsA PYHKI[IOHYBAaHHSA €HOOTE€HHOL CUCTEMMU.

dapMaKOKiHeTHKa
dapMaKOKiHETUYHI BIaCTUBOCTI JIiIKapChKOT0 3aCc00y He BUBYAJIUCH.
IToxa3zanusn

L7 mopociux:

e ITPU MamninoMaBipycHUX iHpeKIiax (BymbrapHi 60pogaBKu, TOCTPOKiHIIEBI
KOHJIUJIOMH);

e IIPU YPOTE€HITAIbHUX 3MilIaHUX iHPEKIIAX, AKi mepegalThCs CTaTEBUM IIIJISIXOM;

e IIPU IIePefIyXJINHHUX 3aXBOPIOBAHHSIX IIIUUKU MaTKU.



IIporunnoka3aHHs

[MTigBuIlleHa YyTAUBICTh IO KOMIIOHEHTIB IIpelapaTy; HasgBHICTh y mallieHTa OUCPYHKIIi1
IIIMTOBHUAHOI 3a/I03U; HAasIBHICTh TSKKHUX BiCcIlepalbHUX IIOPYIIEHb Y MAIli€HTIB 3
capkomMmoro Karmoii; TAXKKi ceplieBOo-CyarHHI 3aXBOPIOBaHHS; IICOpia3; BUpaXxKeHi
nmopyIiieHHsa GYyHKIII nediHKyu Ta/abo HUPOK; eminencisa Ta ixmri 3axBopioBaHHs [LTHC (y
T.4 (PyHKITiOHaA/IbHi); XpPOHIYHUY TelaTUT Ha TJIi MPOrpecyndoro abo
OEKOMIIEHCOBaHOT O LIMPO3Y MEYiHKU; XPOHIYHUY I'ellaTUT Y XBOPUX, sIKi OTPUMYIOTh
abo HeIllogaBHO OTPUMAJIM Tepallilo iMyHogenpecanTaMu (KpPiM KOPOTKOTO KypCy
KOPTUKOCTEPOINHOI Teparrii); ayToiMyHHUM renaTuT abo iHII ayToiMyHHI
3aXBOPIOBaAHHS B aHaMHe3i. [IpurHiyeHHs Mi€eToigHOTO POCTKa KPOBOTBOPEHHS.

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

3 06epexxHICTIO CJTIig 3aCTOCOBYBATH ITpernapaT OHOYACHO 3 OMiOIMHUMU JTiKapChbKUMH
3acob0aMu, aHaITeTUKaMM, CHOOIMHUMU Ta CeIaTUBHUMMU (IIOTEHITIMHO CIPUYUHSIIOTH
Mi€IOCYIIPECUBHUM e(EKT).

[Tpu ogHOYaCHOMY 3aCTOCyBaHHIi 3 mpenapaTtaMu, 0 MeTab0J1i3yI0OThCS IIJIIXOM
OKMCJIeHHS (Y T. 4. 3 TIOXigHUMU KCAaHTUHY - aMiHOQiiHOM Ta TeodiniHoM), ciif
BPAxXOBYBATH MOKJIUBICTh BIJINBY JladepoMaKkCy Ha OKHCITIOBaIbHI MeTabo TiuHi
mporiecu. KoHlleHTpalito TeodiniHy y cupoBaTIli KPOBi HE0OXiTHO KOHTPOJIIOBATH Ta Y
pa3i HeoOXigHOCTI — KOperyBaTu peXuM OO3yBaHHS.

[Tpu 3acTocyBaHHI mpenapaTty y Kom0OiHallil 3 XxiMioTepalleBTUYHUMU ITperiapaTaMu
(mutapabiH, JOKCcopyOillnH, TeHinmo3um, uKimopochamia) MMigBULTyETHCI PU3UK
PO3BUTKY TOKCUYHUX €(PeKTiB (IX TIKKOCTi Ta TPUBAJIOCTi), III0 MOXKYTh CTAHOBUTHU
3arpo3y OJIs XKUTTH.

ITpu ogHOYaCHOMY 3aCTOCYBaHHI 3 3UOOBYOUHOM IIiIBUINYETHCSI PU3UK PO3IBUTKY
HEUTPOIeHil.

Oc006/1MBOCTi 3aCTOCYBaHHSA

JlikyBauH4 JlapepomMakcoM CJlif IPOBOOUTH i HaraIsigoM JliKaps.
[Tpu nmikyBaHHI MpenapaToM BXKWBaHHS aJIKOT0JII0 Ma€ OyYTU BUKJIIOYEHO.

Ilepen nnpu3HayeHHSIM IIpenapaTy Ha TPUBaJIMM 4YaCc PeKOMEHO0BaHO OOCIIiAXKEeHHS
¢yHKIIil mmTOBUOHOI 3a103u. [IpenapaT MoYMHATU 3aCTOCOBYBAaTH 3a YMOBH, III0
piBeHb TUpPeOoTpOonHOro ropMoHy (TTI') 3HaXOOUTHCS ¥ MexKaX HOPMHU. AKIIO BUSBIEHI
SIKICh 3MIiHU PiBHS TUPEOTPOIIHOI'O TOPMOHY, CJIif IIPOBECTH BIAIOBIAHE JIIKYBaHHA Ta
noyunHaTHU Tepariio JlahpepomakcoM nuiie TOAi, KOJIKU BMiCT TUPEOTPOIIHOTO TOPMOHY



BOAETHCS MIiATPUMYBaATU Ha HOpMaJIbHOMY PiBHIi. Y mpoleci JIiKyBaHHS TaKOX OOLJIBHO
KOHTPOJIIOBATU PiBEHb TUPEOTPOIIHOI'O TOPMOHY.

[Ticns nmpunuHEeHHS Tepamnil QYHKIIiA IIMTOBUOHOIL 3aJI03H, IIOPYIIeHa Y pe3ybTaTi
BBEEHHS ITperaparTy, He BiTHOBIIOETHCS.

Ycim namieHTaM nepepn mo4YaTKOM Ta PETYJIAPHO IIif Yac JIIKyBaHHSA PEKOMEHI0BAHO
ITPOBOJAUTHU PO3TOPHYTUM aHali3 mepudepudHoil KpoBi 3 000B’I3KOBUM SKiCHUM Ta
KiTbKiCHUM [OCIiI?)KeHHAM MMOKa3HUKIB KPOBi, a TaK0XK 6ioxiMiyHUYM aHali3 KPOBi,
BKJIIOYAlO4Y¥ BU3HAYEHHSA BMICTY €JIEKTPOJIiTiB, Kabllito, IIe4iHKOBUX €H3UMIB Ta
KpeaTuHiHY.

[Tpu MieTOMHOMY 3aXBOPIOBaHHI HEOOXiMHUY ITePiOOUYHUN KOHTPOJIb QYHKITil HUPOK.

Y BCix mami€eHTiB, AKiI OTPUMYIOTH IIperapar, peKOMEHOOBAaHO PETEIFHO KOHTPOJIIOBATU
piBeHb anbOyMiHy B CUPOBATIII KPOBi Ta MpoTpoMOiHOBUI Yac.

3 oOepexkHiCTIO IpU3HayYaTH IIpelnapaT NPy HasBHOCTI B aHaMHe3i TaKuX
3aXBOPIOBaHb, SIK IIYKPOBUM miabeT 3 emizogaMu KeToaluao3y Ta XPOHiuHi
OOCTPYKTUBHI 3aXBOPIOBaHHS JIET€Hb, IPHU ITOPYIIEHHSAX 3TOPTaHHI KPOBi (Y T. 4.
TpoMOo(iebiTax 1ereHeBol apTepil), Ipu BUpPaXKeHil MielocyIpecii.

[Tig yac nmikyBaHHS MpemapaToM HeoOXigHO 3a0e3medyuTy afileKBaTHY TigpaTalliio
OpraHiaMy; y pa3i IposBiB rapssyKu CIIi BUKIIOYNTH iHIII IPUYNHY 11 BAHUKHEHHS.

PekomeHOy€eTbCSA BUKOPUCTOBYBATH IIpelapaT Ha TJ/Ii aHTUTICTaMiHHOL Ta
KapO3HMUXKYyBaJIbHOL Teparmril.

Y pa3si po3BUTKY peaxliii rinepyyTIuBOCTI HETaWHOTrO TUIY (KPOIUB STHKA,
aHTiI0OHEeBPOTUYHUY HaOpsK, OpoHxocna3M, aHadinakcis) npenapar Ciif HeralHo
BIiIMIHUTHU Ta BXKHUTH BIOIIOBIOHUX 3aXOIiB.

PO3BUTOK TSIXKKHX Ta CEPEIHBbOI TIXKKOCTI MoOiyHUX edeKTiB moTpedye KOpekKIlil mo3u,
a B IesKUX BUMIafKaX — BiAMIHM JIIKyBaHHS IIpermapaToM.

3acTocyBaHH4 IIpelapaTy IPUNUHUTY Y BUNIagKaX: IIOLOBXEHHS Yacy 3ropTaHHSA
KpOBi (y naLieHTiB 3 XpOHIYHUM IellaTUTOM), IIPOSIBiB JIETEHEBOT0 CUHAPOMY Ta
PEHTTeHOJIOTiYHOTO BUSIBIEHHS iHQiNbTpaTy ab0 nopylleHH (QYHKIIil JereHb, II0SIBU
a60 30inblIeHHS TOPYIIEHb 30PY, MOPYIIeHH QYyHKIIil HIIUTOBUAHOI 3271031
(BimxunenHs Big HopMu piBHsA TTT), 3HMKEHHS PiBHSA anb0yMiHy Yy CUpOBaTIi KPOBi Ta
3HUKEHHS ITOKa3HUKIiB IIPOTPOMOiIiHOBOT'O Yacy.

[Ticnsa 3aKiHYEeHHS TEepPMiHYy IIPUAATHOCTI BUKOPUCTAHHA IIpelapaTy HegoIlyCTUMe.
[Ipenapat He migIAra€ MOBTOPHOMY KOHTPOJIIO IKOCTI Ta ITOOOBXKEHHIO TEPMIHY
IIPUOATHOCTI.



Llewt mikapcbkui 3acid MicTuTh MeHIIe 1 Mmoinb (23 Mr)/mo3y HaTpito, ToOTO
IpPakKTUYHO BiJIbHUU Bif HaTpilO.

3maTHiICTHh BIUTMBAaTH HA HNIBHIKICTH Peakilil mpu KepyBaHHIi aBTOTPAaHCIIOPTOM
a0o0 iHmMMHu MexaHi3ZMaMHu

Heski HectipusaTnusi edhekTu 3 60Ky LIHC, 00ymMOBJIeHI 3aCTOCYBaHHSAM Ipelapary,
MOKYTh BIIJINBATU Ha CIIPOMOIKHICTBD ITAIliEHTIB KEpPyBaTU TPAHCIIOPTHUMHU 3acobaMu i
IIpalfoBaTH 3 MOTEHIINHO He0e3nMeYyHMU MeXaHi3MaMHu.

3acTocyBaHHSA y nepioa BariTHoCTi a00 rogmyBaHHS Ipyaaio

IlaHi 11010 3aCTOCYBaHHS IIpenaparTy B IIepiof BariTHOCTI Ta TOOYBaHHSA I'PYOAIO0
BiCYTHI.

Cmocid 3acTocyBaHHsI Ta I03H

IJ1g mopocnux:

e TIPU IAMiNToMaBipyCHUX iHGeKIiax (BynIbrapHi 60pogaBKu, TOCTPOKiHIIEBI
KOHOMJIOMH) IpenapaT 3acTOCOBYIOTh peKTanbHO 1o 1 000 000 MO 2 pa3u Ha
noOy 3 12-ropuHHOIO ntepepBoio. Kypc nmikyBauHs - 10 fi6. JIikyBaHHS TPOBOOSTH,
KOHTPOJIIOIOYM CTaH ITalliEHTa 3a JOIOMOTO00 IIUTOJIOTiYHOT0, 0AKTEPioIOTiYHOTO
OOCIIIKEeHHS Ta CIOCTepirarodu 3a IIposiBaMU KITIHIYHUX CUMIITOMIB;

e IIPY yPOTEHITAJIbHUX 3MilTaHUX iHPEKIiAX, SKi IepenalnThCs CTaTEBUM IIIJIIXOM,
Ta IMpu 0aKTepianbHUX, BipyCHUX i 3MilaHuX iH(EKIligx mpenapaT IIpu3HavYalTh
mo 1 000 000 - 3 000 000 MO 2 pa3u Ha moby 3 12-rTOOUHHOIO ITePEePBOIO0
pektanbHO. Kypc nmikyBanHs 10 mi6. JIikyBaHHS ITPOBOASITh, KOHTPOIIOIOYY CTaH
MalfieHTa 3a JOIIOMOI0I0 LIUTOJIOTiYHOTr0, 0aKTEepPioJIOTiYHOTO AOCIiAKEeHHS Ta
CIIOCTEPIraroym 3a NposBaMU KITIHIiYHUX CUMIITOMIB. JIiKyBaHHS IIPOBOASITH 000M
CTaTeBUM IIapTHepaM;

e IIPU IIePefNyXJIMHHUX 3aXBOPIOBAHHIX IIIMUKU MAaTKU IIperapaTr 3aCTOCOBYIOTH
pekTtanbHO 1o 1 000 000 MO 2 pa3u Ha no6y 3 12-roguHHOIO TepepBoio. Kypc
mikyBaHHS - 10 mi6. [Toganbile niKyBaHHS IPU3HA4YalOTh 3a KITiHIKO-
1ab0pPaTOPHUMM ITOKAa3HUKAMHU.

itk
He 3acTOCOBYIOTH y IIefiaTpU4YHIA OIPaKTHUII.

Ilepeno3yBaHHA



[loTenep He onMcaHO BUIIaAKIB Tepeno3yBaHHs npenapatoM Jladbepomakc. OgHak, K
i mpu nepeno3yBaHHi OyOb-IKUM JIiIKapChbKUM 3aC000M, pEeKOMEHI0BaHa
CUMIITOMaTH4YHAa Tepalis 3 MOHITOPUHIOM (PYHKIIN KUTTEBO BaKJIMBUX OPraHiB i
peTebHUM HarjasgoM 3a CTaHOM IallieHTa.

IToOiuni peakmii

Bci mo6iuHi peaxiiii, moB’si3aHi i3 3acTocyBanusaM JladepomMakcy, He3Ha4Hi abo
cepenHbO1 TAKKOCTI. [licna 3akKiHYeHHd JIiIKyBaHHS BOHU 3a3BU4Yall 3HUKAIOTh.

PekTanbHuil criocib BBeeHHS TpenapaTy He CYIPOBOAXKYETHCS BUPAKEHUMU
OOIYHMMM peaklisiMM, SKi 3a3BUYall CIIOCTEPIratoThCA IIPU NapeHTepaIbHOMY
BBe[eHHi IIpenapartiB iHTepdepoHy. B okpeMux BuIlagKax B IIepPIIi OHI TiKyBaHHS
MOXKYTb BUHUKATHU I'PUNONONIOHI CUMIITOMH, SIKi Hafali 3MEeHIITYIOThCS i 3HUKAIOTh.
[71a 1X ynepenXKeHHs MOXKYTh 3aCTOCOBYBATHUCH ITpellapaTy napaneTaMoily y Jo3ax
BIOIIOBIOHO OO BiKYy Halli€HTa.

3aeanvHi nopyweHHs. Ilpu BBegeHHi JladpepoMakCy MOKIIUBI rpUnonomioHi
CUMIITOMM: 03HOO, ITiABUIIIEHHS TEMIIEPAaTypPH, CTOMJIIOBAHICTh, B’ AJIiCTh, @ TAKOXK
roJIOBHUM Oinb, 6inmb y M’s13ax, cyrinobax, MiTIuBIiCTh; PimKo - OII0BaHHSI,
3allaMOpPOYeHHs, IPUIIUBU. MOXKJIMBe BUHUKHEHHS peakliid rinepyyTIuBOCTIL JO
rpernapary.

ITopyweHHs 3 6OKYy cucmemu Kpo80MeEBOPEHHSs1: TIPU TPUBAJIOMY 3aCTOCYBaHHI
MO2KJIHBIi JTIEMKOMEeHisT, TPOMOOIIUTOIIEHisI, aHEeMisi, HOCOBi KPOBOTEYi.

ITopyweHHs 3 60Ky WAYHKOBO-KUWKOB020 MpaAaKmy, neviHku: migBuIilleHHs piBHs AJIT
Ta ACT, nigBumenHs piBHA JI®, BTpaTa anetuty. [lopyieHHasa QyHKIII HEeYiHKH.

EHOOKPUHHI NOPYWeHHA: TIOPYIIeHHSA (PYHKIIil IUTOBUOHOL 3aJI03H.

ITopyweHHs 3 OOKY ueHmpaavbHoi ma nepugepudHoi Hepaosoi cucmemu: Ipu
TPUBAJIOMYy 3aCTOCYBaHHI MOXKJIMBI 3allaMOPOY€EHHS, IIOPYILIEHHS CHY, CIIJIYyTaHICTh
CBiOMOCTi, TPMBOXKHI Ta [eNPEeCUuBHi CTaHU, MigBUIlleHa 30yOIUBICTh, COHIUBICTD,
aTakcis, mapecresil.

ITopyweHHs 3 BOKY cepueso-cyOUHHOI cucmeMu: MOXKJIMBa apTepianbHa rinepTeH3is
abo rimoTeH3is; pigKo - Taxikapmis.

ITopyweHHs 3 60Ky WKipu ma niOwWKipHUX MKAHUH: aJlepPTidHi peakilii, BKIIO4Yal4u
BHUCHUMAHHSA (Y TOMY YHCIIi TepIeTu4Hi), cBepOixK, rinepeMito, KpoIuB’sHKY,
aHa(dinakKTUYHUU LIOK.

IMopyweHHsa OuxaavbHOI cucmemu: Kalleb.



THwe: 3MiHU y MiCIli BB€JeHHS, MIOPYILIEHHS 30py, HOPYLIIeHH (QYHKIIil HUPOK,
MIOPYIIEHHS eJIEKTPOJIITHOTO 6ajaHCy.

[ToBimoMrneHHs mpo NOoOiUHi peakilil micyis peecTpaliil JIikapcbKOTo 3aco0y €
BaxXJMBUMHU. Lle ma€ 3MOTy IOCTiMHO BECTU MOHITOPUHT CIIiBBITHOIIIEHHS
KOPUCTL/PU3HUK JTiKapChKOT0 3aco0y. [IpocuMo MegUUYHUX ITPAIliBHUKIB ITOBIIOMIIATH
Ipo OyOb-siKi MOKJTHBI MOOiIYHI peakirii 3a JOIIOMOr o0 HallioHAIbHOI CUCTEMH
3BITHOCTI.

TepMiH NpUIATHOCTI
2 POKH.
YMmoBHu 30epiranHs

30epiraTtu B opuriHajabHil yIIaKOBIIi AJI 3aXUCTY Bif Oil CBiT/iIa mpu TeMnepaTypi Big 2
2C go 8 °C.

30epiraty y HeIOCTYIIHOMY AJIS OiTE€W MicCIIi.

YnakoBka

[To 2 KOHTYpPHI YapyHKOBI YITAKOBKH I10 5 CYIIO3UTOPIIB Y KAPTOHHIN KOPOOIIi.
KaTeropist Biagnnycky

3a penemnTomM.

BupooHuK

TOB «®3 «BIOOAPMA».

Micie3Haxo/dKeHHsI BHPOOHHKA Ta HOro aJpeca MiCIisi IpoBaJaXKeHHSI
IisIIHLHOCTI

Ykpaina, 09100, Kuisceka 0651., M. Bina IlepkBa, Bysn. KuiBcbka, 37.
[Ixepeso iHCTPYyKIIil

[HCTPYKIIito TiKapChKOro 3aco0y B3sTO 3 oQilliiiHOTOo mkepesia — [lepKaBHOTO PEECTPY

JIIKapChbKUX 3ac00iB YKpaiHu.
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