IHCTPYKINOIA
JJIS1 MEIUYHOT0 3aCTOCYBAHHS JIKAPCHKOI0 3aC00y

JJADEPOMAKC
LAFEROMAX

Cknao:

dioua pevosuna. interferon alfa-2b

1 cyno3uTopiit MicTUTh:iHTephepoH anbda-2b pekomOinanTHU MoguHu — 1 000 000 MO a6o 3 000 000 MO;
donomidxcHi pewosunu: Tokodepoiy aneraty 5 % po3duH OJIIHHUN, KUCIIOTa aCKOPOIHOBA, TBEPAUH JKHP.

Jlikapcbka ¢gopma Cyno3uTopii.

Ocnogni Qizuxo-ximiunienacmugocmi: Cyno3uTopii KyJIeBHIHOT POPMH KOBTYBATO-01JI0T0 KOJTBOPY OAHOPIIHOT
KOHCHUCTEHIII].

®apmakoTepaneBTH4YHA rpyna. Imynoctumymstopu. Intepdepon anbda-d.
Kox ATX LO3A BOS.

Dapmaxonoziuni enacmusocmi. lareppepon anbda-2b pekoMOIHAHTHUN Ma€ BUPAKCHY aHTHBIPYCHY,
a"THUnpoiidepyouy Ta iMyHOMOAyrot0uy Aito. Kommnekcuuii cknaa Jlagpepomakcy 00yMOBIIIOE psiZi HOBUX
eeKTiB:y CcrolydeHHi 3 TOKo(epoIry ameraToM i acKopOiHOBOIO KUCIIOTOIO aHTUBIpYCHA aKTUBHICTH iHTEp(HEpOHY
anbda-2b pexkoMOiHaHTHOTO 301nbITy€eThCS Y 10-14 pa3iB, miACHIIOETHCS HOTO IMyHOMO Ty TI0r04a fist Ha T- Ta B-
TiMQOIUTH, HOPMAJI3y€eThCs BMIiCT iMmyHOrT00ymiHy E. He yTBOprotoThCst aHTHTINIA, 110 HEUTPAITi3yIOTh
aHTHUBIPYCHY aKTHUBHICTb iIHTEpepoHy-anbda-B pekoMOIHAHTHOTO, HABITh MPHU HOTO 3aCTOCYBAaHHI MIPOTATOM 2
POKiB, HOpMaJTi3yeThCsl (DYHKIIOHYBAaHHS €HIOTCHHOI CHCTEMH.

Kainiuni xapakrepucTuku.

Ilokazanns.

Hns nopocnux:

- TIPY MANUIOMOBIPYCHUX 1H(EKIIAX (BYIbrapHi 00pOAaBKH, TOCTPOKIHIEBI KOHAUIOMH);
- TP yPOTESHITATBHUX 3MIIIAHUX 1HPEKITISMXIKI TepeIalOThCS CTATEBUM HUIIXOM;

- IPU NEPEANYXJIMHHUX 3aXBOPIOBAHHSIX IIUHKN MATKH.

Ilpomunokaszanns.

[TinBuIIeHa Yy TIMBICTH 10 KOMIIOHEHTIB Mpemnapary; HasiBHICTb y MaIrlieHTa AMCPYHKIIT IUTOBUIHOL 3aJI03H;
HasBHICTh TSDKKHUX BiclIEpaIbHUX MOPYIIEHb Y MAIEHTIB 3 capkoMoro Kamorri; TshKKi ceprieBo-CyANHHI
3aXBOPIOBAHHS; IICOpia3; BUpaXEeHI NOPYIICHHs (YHKIIIT ediHKK Ta/ab0 HUPOK; CTIJIeTICIs Ta 1HII1 3aXBOPIOBAHHS
ITHC (y 1.4 yHKIIOHANBHI); XpOHIYHUHI renaTuT Ha TJIi IPOTrPecyrvoro abo JeKOMIEHCOBAHOTO IIMPO3Y MEUiHKY;
XPOHIYHHH TeIaTUT Y XBOPHUX, SIKI OTPUMYIOTHh 00 HEI[OJaBHO OTPUMAJIH TepaIilo iMyHoIenpecanTaMu (Kpim
KOPOTKOTO KypCy KOPTUKOCTEPOINHOT Teparii); ayTOIMyHHUH TenaTuT ado 1HIlIl ayTOIMyHHI 3aXBOPIOBaHHS B
aHamHe31. [I[purHiueHHs1 Mi€JI0IAHOTO POCTKAa KPOBOTBOPEHHS.

B3aemooia 3 inmumu nikapcokumu 3acovamu ma iHwii 6uou 63acmo0iil. 3 00EPEKHICTIO CIIiJT 3aCTOCOBYBATH
npenapaT OJHOYaCHO 3 OMIOTAHUMHU JIIKapChbKUMHU 3ac00aMH, aHAJITr€TUKaMH, CHOJIHHUMHU Ta C€aTUBHUMHU
(MOTEHIIITHO CIPUYUHSIOTH MI€JIOCYTIPECUBHUIN €PEKT).

[Tpu oqHOYaCHOMY 3aCTOCYBaHHI 3 penapaTaMu, 10 METa0O0I3yI0ThCS HUITXOM OKUCIIEHHS (Y T.4. 3 IOX1IHUMHU
KCAaHTHHY — aMiHO(1JIIHOM Ta Teo]iJiHOM) CIIiI BpaxOBYBaTH MOKJIMBICTh BIUTMBY Jladepomakcy Ha OKHCITIOBAIBHI
MeTabomiuni mporecu. KoHnenTpaiito TeodiniHy y CHpOBaTili KpOBi HEOOXiTHO KOHTPOJIIOBATH Ta MPHU
HEOOX1THOCTI — KOPEryBaTu PEKUM J103yBaHHS.

[Tpu 3actocyBanHi npenapaty y KoMOiHallii 3 XiMioTepaneBTUYHUMU TIpenapaTamu (uTapadid, ToOKcopyOiluH,
TEHHUITO3U, TUKIOPochamia) MiABUITYETHCS PU3HK PO3BUTKY 3arPO3JIMBUX UIS )KUTTS TOKCUYHUX eeKTiB (ix
TSDKKOCTI Ta TPUBAJIOCT1).
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[Tpu oqHOYaCHOMY 3aCTOCYBaHHI 3 IpenapaToM 3U10BYIUH I1ABHUILY€THCS pU3UK PO3BUTKY HEHTPOIIEHI].

Ocoobnuseocmi 3acmocy6anusn

JlixyBanns Jladhepomakcom CItiji MPOBOAMTH ITiJ HATJISAIOM JIiKapsi.

[Tepen mpu3HaueHHSM IpenapaTy Ha TPUBAIUI yac peKOMEHA0BaHe JOCTIKeHHs (QYHKIIT IIUTOBUIHOT 3aJI03H.
[IpenapaT moYrHATH 3aCTOCOBYBATH MPU YMOBI, 1110 piBeHb TUpeoTponHoro ropMony (TTI') 3HaxonuTecs y Mexax
HOPMHU. SIKIIIO BUSIBJICHI SIKICh 3MiHU PIBHIO THPEOTPOIHOTO TOPMOHY, CJIiJl TPOBECTH BIAMOBIIHY TEparito Ta
NMoYMHATH Tepariro JlagepomMakcom mpu yMOBI, [0 BMIiCT TUPEOTPOITHOTO TOPMOHY BJIAE€THCS MiITPUMYBATH Ha
HOpMaJIbHOMY piBHi. ¥ mpolieci JIIKyBaHHsI TaKOK JOLUIBHO KOHTPOJIIOBATH PiBEHb TUPEOTPOITHOTO TOPMOHY.
[Ticnst npunuHEeHHs Teparnii QyHKIIiS IUTOBUAHOT 3271031, SIKa IOPYIICHA Y Pe3yJIbTaTi BBEICHHS Mperapary, He
BITHOBJIFOETHCH.

VYciM narieHTaM nepej NoyaTKoOM Ta PEryJIIpHO IiJ] Yac JIIKyBaHHS pEKOMEH/I0BAaHO MTPOBOJUTH PO3TOPHYTHUI
aHaui3 nepudepuyHoi KpoBi, 3 000B’SI3KOBUM SIKICHUM Ta KIJIbKICHUM JOCIIIKEHHSIM MOKAa3HUKIB KPOBi, a TAKOXK
010XIMIYHMN aHaJI3 KPOBI, BKJIFOUAIOYM BU3HAUEHHS BMICTY €JIEKTPOJIITIB, KalbIlil0, IEYIHKOBUX E€H3UMIB Ta
KpEaTHHIHY.

[Tpu MiemoMHOMY 3aXBOpPIOBaHHI HEOOXITHUN TIEPIOTUIHUI KOHTPOIIb (DYHKIIIT HUPOK.

V BCiX Malli€HTIB, K1 OTPUMYIOTh Mpenapar, peKOMEH/IBAHO PETEIbHO KOHTPOJIIOBATH PiBEHb aJIbOYMIHY B
CUpPOBATI KPOB1 Ta IPOTPOMOIHOBHIA Hac.

3 00epekHICTIO MPU3HAYATH IpenapaT pH HasiBHOCTI B aHAMHE31 TAKMX 3aXBOPIOBAHB SIK I[yKpOBHIA Aia0eT 3
€Mi30/1aM1 KEeTOAalM/103y Ta XpOHIUHI 0OCTPYKTHUBHI 3aXBOPIOBAHHS JIETEHb, IIPU MOPYLIEHHSX 3rOpTaHHs KpoBi (Y
T.4. TpoMOo(dnediTax iereHeBoi apTepii), Ipu BUpaKEHiH Miemocympecii.

[Tpu nikyBaHHI IpenapaToM HEOOX1IHO 3a0€3MEUNTH aIeKBaTHY T'JIpaTallilo OpraHi3My; IpU MposBax TapsuKu CIIij
BUKITIOYUTH 1HILI TPUYUHU 11 BAHUKHEHHS.

PexkoMeHay€eThCSl BUKOPUCTOBYBATH IIpenapaT Ha Tl aHTUTICTAMIHHOI Ta KapO3HMKYBaJIbHOI Teparii.

[Tpu po3BUTKY peakiii rinepyyTIuBOCTI HEraitHOTO TUMY (KPOIMUB’IHKA, aHT10HEBPOTUYHHIA HAOPSIK,
Oponxocma3m, aHaditakcis) mperapar Ciil HeraifHO BIAMIHUTH Ta IPUWHATH BiIIOBIIHI 3aX0/IH.

P03BUTOK TSKKUX Ta CEPEIHBOTIKKUX MOOIYHUX ePeKTiB MOTpedye KOpeKIii 103U, a B JCSIKUX BUIMAIKAX —
BIJIMIHU JIIKYBaHHSI IPENIapaTOM.

3acTocyBaHHS IpenapaTy NPUIIMHUTH Y BUNIA/IKAX: MOJOBKEHHS 4acy 3rOpTaHHs KpoBi (y MaLll€HTIB 3 XPOHIYHUM
TeTaTUTOM), TIPOSIBIB JIESTEHEBOTO CHHIPOMY Ta PEHTTCHOJIOTIYHOTO BUSBICHHS 1H(UTBTpaTy 200 MopymeHHs
GbyHKIIT JIeTeHb, MOosBU 200 301IbIIEHHS OPYIIEHb 30pY, MOPYIICHHS (QYHKIIIT ITUTOBUIHOT 327103 (BIAXUICHHS BiJl
Hopmu piBHA TTI), 3HMKEHHS PiBHA aNbOyMiHY Y CHPOBATIIl KPOBI Ta 3HW)KEHHS TIOKAa3HUKIB TPOTPOMOIHOBOTO
qacy.

[Ticns 3aKkiHYEHHS TEPMiHY NIPUIATHOCTI BUKOPUCTAHHS Npenapaty Henonyctume. [Ipenapat He mijsirae
MOBTOPHOMY KOHTPOJIIO SIKOCTI Ta MOAOBXKEHHIO TEPMIHY NPUAATHOCTI MicCJs HOro 3aKiH4eHHS.

3acmocysannsay nepiod eacimnocmi abo 2odyeanns 2pyooio. Jlani 110,10 3aCTOCYBaHHs IIpenapary B Nepion
BariTHOCTI Ta TOAYBaHHS TPYAIIO BIJCYTHI.

30amuicms ennueamu Ha wWiBUOKICMb PeaKyil npu KepyeanHi A6MOMPAHCHOPHIOM AD0 IHWMUMU
mexanizmamu. Jlesxi HecipusaTausi epextu 3 6oky [ITHC, o0ymoBeHi 3acTocyBaHHAMIpEnapaTy, MOXYTb
BILJIMBATH HA CIPOMO>KHICTb NAI[IEHTIB KEPYBAaTH TPAHCIOPTHUMH 3aCO0aMH 1 MPAIfOBATH 3 MOTEHLIHHO
HeOe3NeYHUMU MeXaHi3MaMH.

Cnocio 3acmocysannsa ma 0o3u.

Hns nopocnux:

- TIpY MamiIOMOBIpYCHUX iH(DEKIIsIX (ByIbrapHi 60poJaBKH, TOCTPOKIHIIEBI KOHIWIOMUJpEnapaT Npu3Ha4aeThCs
no 1 500 000 MO 2 pa3u Ha 100y 3 12-ronuHHOIO TIepepBoio pektanbHo. Kypce mikyBanns 10 ni6. JlikyBanHs
IPOBOJIATH KOHTPOJIIOIOUH CTaH Malli€HTa 3a JT0IOMOT00 IUTOIOTTYHOI0, 0AKTEPi0JIOTIYHOTO TOCIIIXKEHHS Ta
CIIOCTEPITrarouu 3a NpOsSBAMU KITHIYHUX CUMIITOMIB;



- IPU YPOTCHITAIbHUX 3MIIIaHUX 1H(EKIISAX, K1 MepeaatoThCs CTATEBUM IIISAXOM, Ta MPU OaKTepialbHUX, BIPYCHUX
1 3MiaHuX 1Hdekisx npenapat npuzHadatroTs o 1 000 000 — 1 500 000 MO 2 pa3u Ha 100y 3 12-roguHHOIO
nepepBoro pekranbHo. Kype mikyBanns 10 1i6. JlikyBaHHS TPOBOAATH KOHTPOJIIOIOUM CTaH MAalli€HTa 3a

JIOTIOMOT OO IIUTOJIOTIYHOTO, OAKTEPIOIOTTUHOTO AOCHTIHKEHHS Ta CIIOCTEPITaloyy 3a MPOsSBaMH KIIIHITHUX
cumnToMmiB. JIikyBaHHS POBOAATH 00OM CTAaTEBUM MapTHEPaM;

- IPH EPEANTYXJIMHHNX 3aXBOPIOBaHHAX mMiky Matku 1o 1 500 000 MO 2 pasu Ha 100y 3 12-roanHHOI0
nepepBoto pektanbHo. Kypce mikyBanus 10 1i0. [loganbie nikyBaHHS BUSHAYAETHCS KITIHIKO-Ta00paTOpHUMU
MOKa3HUKAMH.

Jlimu. He 3acTOCOBYIOTh y NeA1aTPUUHIN MPaKTUL.

Ilepeoo3ysanna. J1o nanoro 4acy He OMHCAHO BHUMAJKIB repeo3yBanHs npenaparoM Jladpepomakcom. OnHak, sk
1 Ipu Tiepe1o3yBaHHi OyAb-IKUM JIKapChKUM 3aC000M, peKOMEHA0BaHAa CUMITOMATUYHA TEPaIisi 3 MOHITOPUHTOM
(bYHKIIH )KUTTEBO BOXKJIMBUX OPTaHiB 1 pETEILHUM HATrJISIIOM 332 CTAHOM TAIliEHTA.

Ilo6iuni peaxyii. Bci moOivni peakiii, moB’s3aHi i3 3acTocyBanHsM Jladepomakgaesnauni abo ceperHboi
TsDKKOCTI. [licns 3akiHUeHHS JTIKYBaHHS BOHU, 3BUYAIHO, 3HUKAIOTh.

3acanvni nopyuenns. Ilpu BBenerHi Jlaepomakcy MOXKIIMBI TPHITONIOIOHI CHMIITOME: 03HOO, TTiBUIIICHHS
TEeMIIEpPaTypH, CTOMIIOBAHICTh, B’ SUTICTh, @ TAKOXK TOJIOBHUH O, O1Th Y M’513aX, cyrio0ax, MiTIUBICTh; PIIKO —
OJIFOBaHHS, 3aI1aMOPOYEHHS, IPUILITUBU. MOKIMBE BUHMKHEHHS pEaKiliil rinepyyTauBOCTI 0 Ipenapary.
Topywenus 3 60Ky cucmemu Kpo80omeoperHs: Py TPUBAIIOMY 3aCTOCYBaHHI MOKJIUBI JICUKOIIEHIs,
TPOMOOIIMTOTICHISI, aHEMisI, HOCOBI KPOBOTEYi.

Ilopywenns 3 60Ky wayHKO80-KUuKo8020 mpaxmy, nedinku: nigsuiieHHs piBHsa AJIT ta ACT, ninBuIieHHs piBHA
JI®, BrpaTa aneruty. [lopymeHHast QyHKIIT MEYiHKH.

Enookpunni nopywenns: mopyueHHs: QyHKIIT IUTOBUIHOT 3aJI03H.

Topywenus 3 O0Ky yenmpanibHoi ma nepugepuyrol Hepeosoi cucmemu: IPU TPUBAIIOMY 3aCTOCYBaHHI MOXKITUBI
3araMOpPOYEHHS, TOPYIIEHHS CHY, CILTyTaHICTh CBIJOMOCTI1, TPMBO>KHI Ta IEMIPECUBHI CTaHU, MiIBUIIICHA

30y IJTUBICTh, COHJIMBICTh, aTaKCis, TapecTe3ii.

Topywenus 3 60Ky cepyego-cyouHHoi cucmemu: MOKIIMBA apTepialibHa TinepTeH3is ado TIMOTeH31s; PiAKO
—TaxXiKap/Iis.

Topywenus 3 60Ky wKipyu ma niOWKIpHUX MKAHUH: aJeprivyHi peakiii, BKI0YaroYl BUCUIIaHHS (Y TOMY YHCH1
repreTuydHi), CBepOiXK, rinepemiro.

Topywenus ouxanvroi cucmemu — Kaliemb.

IHwie: 3MiHH y MiCIIi BBEIEHHS, TIOPYIICHHS 30pY, TOPYLICHHS (YHKIII{ HUPOK, MOPYIIECHHS €JIEKTPOIITHOTO
OanaHcy.

Tepmin npuoamnocmi. 2 poku.

‘YMoBH 30epiranns. 30epiratu B OpUriHadbHIN ymakoBLi AJs 3aXUCTY BiA Ai1 cBiTia pu Temneparypi Big 2 °C 1o
8°C.

30epiratu y HeJJOCTyITHOMY ISl 1iTEH MiCITi.

YnakoBka.

[To 3 abo 5 cyno3uropiiB y KOHTYpHIil 4apyHKOBi# ynakosmi. [1o 1 koHTypHI#f yapyHKOBIif ymakoBii 3 3 a6o 5
CYMO3UTOPISIMH 200 2 KOHTYpPHI YapyHKOBI YIIaKOBKH 3 5 CYMO3UTOPISIMH y KapTOHHII KOpOOIIi.

Kareropis Binmycky. 3a penentom.

Bupoouuk. I[IpAT «BIODAPMA); VkpaiHa;
TOB «®3 «BIODAPMAY, Ykpaina.

Micne3HaxonaxeHHs1 BAPOOHHKA Ta ajpeca Micls NPOBAIKEHHS HOro AiAIbHOCTI.
VYkpaina, 03680, m. Kuis, Bysn. M.AMocoBa, 9;



Yxpaina, 09100, Kuicbka 0611., M. bina Llepksa, Byn. KuiBceka, 37.



