IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

AKTOBETTH

(ACTOVEGIN®)

CKnao:

ditoua pevyosuHa: 1 My IpemnapaTy MiCTUTh: [eIPOTEIHi30BaHOTO T'eMOfIePUBATY i3 KPOBi TEAT ¥
BUTISAAI AKTOBETiHY KOHLIEHTpaTy, 40 MI cyxoi Macy;

0ONOMIdICHI peyoBUHU: HATPilO XJIOPU, BOMA OIS iH'€KITIH.

Jlikapcbka ¢popma. Po3uuH 114 iH'€KIiu.

OcHoO8HI (pi3uko-XiMiyHI 8/1acMuUBOCMI: PO3YKUH KOBTYBATOTO KOJIbOPY.

dapMakoTepaneBTHYHA Ipyna. 3aco0u, 110 BIJIMBAIOTh Ha CUCTEMY KPOBi Ta reMoroes. IHImi
remartororiufi 3acobu. Kom ATX BO6A B.

®apmako102iuHi 8 1acmueocmi.
®apmakoduHamika.

MexaHizm 0ii. g npenapaTy AKTOBETIH BlIaCTUBI TPX OCHOBHI rpymnu edekTiB: MeTabomiyHa,
HEUPOIPOTEKTOPHA Ta MiKpOUUPKYIATOpHA. [HO3uTONDOCPaT-onirocaxapuau (100), gKi BXOAATE OO
CKlafy mpemnapaTy AKTOBETiH, BigoBiganbHi 3a MOKpalleHHs yTUIi3alil Ta NoTJIMHaHHS KHUCHIO, a
TAKOXK 3a MMOKpPAIlleHHsS eHePreTUYHOro MeTabosIi3My Ta IOTIMHAHHS TJII0K03U. Taka [mis
TIOTEHI[INHO MOXKe IPUHOCUTHU KOPUCTH IiC/Is ypaxkeHb ab0 MOIMIKOMIXKEeHb TKAHUH Ta OPTaHiB,
30KpeMa TOJIOBHOTO MO3KY, i 3HUXKYBaTH YTBOPEHHS JaKTarTy.

BusHaueHO KinbKa LMISXiB, SKUMU 3[iliCHIOETCS HEMPOIIPOTEKTOPHUM MeXaHi3M fil Ipemapary:
AKTOBETIH 3MEHIIIYE amoITo3, iHAyKoBaHUM OeTa-aminoiguumu mentugamu (AR25-35). Beta-
aMiNoigHi MenTUAKM BUCTYIAIOTh B POJIi TPUTePiB y PAMi MOJIEKYISPHUX Ta KIITHHHUX MIPOIECIB, B
TOMY YHCJIi IpYA OKCHAATUBHOMY CTpeCi i 3amasieHHi, 10 B pe3yJIbTaTi 3yMOBIIIOE 3arubesb
HeWMPOHAaIbHUX KIIITUH, a Ile, B CBOI0 Yepry, MPU3BOAUTH OO MOPYILIEHHS MaM’ aTi Ta KOTHITUBHUX
GyHKIIIA.

Anepuunt pakrop kanna B (NF-KB) BUKOHy€e yucleHHI QyHKIIl y IpoIiecax SIK y IeHTpalbHil, Tak i
B mepudepuyHill HepBOBill cucTeMi. Bin peryinioe npolec 3ananeHHs, sike MOripiye nepeodir
IereHepaTUBHUX Ta CyIUHHUX 3aXBOPIOBaHb, i € GaKTOPOM, SKUU 3aTy4eHUU 10 GOpMyBaHHSA
607IbOBOTO CUHAPOMY, [0 MPOILIeCiB HaBYaHHS, TaM’SITi Ta HEMPOIPOTEKIIii.



AKTOBETiH 10303aJIe’XKHO aKTUBYE penopTepHuil reH ekcnpecili NF-KB, i 111 TpaH3uTOpPHA aKTHBAIlisg
MOXKe LIOHalMeHIIle YaCTKOBO IIOSICHUTU HEUPOIIPOTEKTOPHI BJIaCTUBOCTI IpenapaTy AKTOBETIH.

[HIIMY BaXTUBUY MeXaHi3M Mil AKTOBETIHY OB’ sI3aHUY 3 AnepHUM GepmeHrTOM Mo (AP-pubosa)-
nonimepa3soio (ITAPII). ITAPII Bigirpae BaXKUBY pOJIb Y BUABIEHHI OOHOJIAHIIOI0BUX po3puBis [JHK
Ta y IX pelapaiiil, IpoTe HagMipHa aKTHBallisd IbOT0 (PepMEHTY MOXKe CIPUYUHATU B KITiTUHI
IIPOIIECH, SIKi TPU3BOMASATH 0 3aBepIlIeHHsS OKCUAATUBHOTO MeTabomnidmy. Lli mpoiiecu B KiHlleBOMY
pe3yabTaTi MOXKYTh MPU3BECTHU OO0 3arubeli KIiTUHY BHACIIJOK BUYePIIaHHS 3alaciB eHepril.
BussneHo, 110 AKTOBeTiH 3HUKYE aKTUBHICTEL [TAPTI, 1m0 nokpariye QyHKLIiOHYBaHHS Ta ONTUMI3Y€
MOP(QOJIOTiYHY CTPYKTYPY LIEHTPaJIbHOl Ta IepudepuIHol HePBOBOi CUCTEMU.

[To3uTUBHUY BIJIUB IIpenapaTy AKTOBETiH Ha MIKPOLUPKYJIALI0 3yMOBJIEHUN TaKUMU UOT0
eekTamu, K 36iNbIIeHHS IIBUAKOCTI KDOBOTOKY B Kallijisipax, 3MeHIIEeHHS MepPUKaIiIsipHOl 30HU
Ta 3HUXKEHHS TOHYCY I'IagKUX M’S13iB IPeKaliIgapHUX apTepios i KaminapHUX CIiHKTEPIB,
3HUXKEHHS apTepioio-BeHyISPHOTO IIYHTYBAHHS KPOBi 3i 30i/IbIIeHHSIM KPOBOTOKY B KaIliISIPHOMY
pycii Ta mocuneHHs: QyHKIII eHgoTesianbHOI OKCUICUHTA3U MiKPOIIMPKYJISTOPHOTO PycCa.

Pi3Hi mapaMeTpu B OOCTiIXKEeHHAX Ha TBApPMHAX Ta KITIHIYHAX OOCIIIXKEHHIX ITI0Ka3ald HaCTaHHSA
edekTy He mi3Hime Hix 4yepe3 30 XBUIMH IiCNIsA BBeJeHHS. MaKcUMalbHUN ePEeKT JOCATAEThCS Yepe3l
3 TONUHM TiC/IS TapeHTepaabHOTo abo IepopasbHOr0 3aCTOCYBaHHS (2-6 TOOUH).

KniniyHa epekmuesHicms ma 6e3neka.

Po3nany MO3KOBOT'0 KpOBOOGIrY, B TOMY YKCIIi TOCTIiHCY/IbTHI KOTHITUBHI IOPYIIEHHS Ta IEeMEHIIis.
[TpemapaT AKTOBETiH IPOOEMOHCTPYBaB MTO3UTHUBHUM e(EKT B CUMIITOMAaTHYHOMY JIiKyBaHHI IeMeHIIil

Ta IOB’SI3aHUX 3 IeMEHIi€l0 CTaHiB y noHaf 450 nauieHTiB B paMKax KiIbKOX HEBEJIUKUX
paHIoMi30BaHUX KIiHIYHUX OOCTiAXKeHb. byna npogeMoHCTpoBaHa e(peKTUBHICTh TOPIBHSIHO 3
n1ane6o o0 KiHIeBUX TOYOK, SKi CTOCYBAIUCh KOTHITUBHUX (PYHKIIIN, TOBCIKIEHHOI aKTUBHOCTI Ta
3arajabHOl KJTiHIYHOI BifTIOBiAi, B TOM YacC K CTAaTUCTAYHO 3HAUYYIIOr0 IMOKPAIleHHS B IBUAKOCTI
KOTHITHBHUX ITPOIIECIB BUSBIEHO HE OYIIO.

B pamkax 12-MicsTYHOTO paHIOMi30BAHOTO, MMOABIMHOIO CJIIIOTO, MIane00-KOHTPOILOBAHOTO
MOCII?KeHHS 3 OLIIHKOI0 0e3MeKu Ta e(peKTUBHOCTI eeKT mpenapaTy AKTOBETIH y MallieHTiB 3
IIOCTiHCYIbTHUMY KOTHITUBHUMHU NOPYLIEHHSIMU MOpiBHIOBaNU 3 nanebo. byno pangomizosano 503
nanieHTy (250 nmauieHTiB OTpUMyBaIu IpenapaT AKTOBEriH) B epiof Bif 5-ro 4o 7-ro gHS micias
BUHUKHEHHS iMIeMiYHOr0 iHCYNbTY. 6-MiCAYHUY Iepiof IiKyBaHHS BKiodaB 0o 20 iHdys3in (2000 mr
IIOAeHHO) 3 MOAAJbIINM ITPUHOMOM IIpenapaTty y hopMi TabneTox (2 TabneTKu 1Mo 200 Mr Tpu
pas3u Ha [00y), MmicJis 4oro IPOBOAUIIOCE 6-MicsYHe JTiKyBaHHS-CIIOCTEPEXKEHHS, IPOTATOM SIKOTO
TIalli€HTiB BeJIX BiANOBIMHO A0 CTAHAAPTHOI KIiHiYHOI npakTuku. Yepe3 6 Ta 12 MicAIliB y nalieHTiB,
SIKi OTpUMYyBasy penapaT AKTOBETIH, Bil3HaYaauCh CTAaTUCTAYHO 3HAUYINi 3MiHU B KiIbKOCTi OaiB
3a PO3IIKPEHOI0 KOTHITUBHOIO MiAIIKAJIO0 IIKAIU OLiHKKM XBopobu AnbireiimMepa (ADAS-cog ) Ta 3a
MoHpeanbChKOI0 IMIKAI00 OLIHKY KOTHITUBHUX QyHKUINM (MoCA) y mOpiBHSAHHI 3 NallieHTaMH, SKi
oTpuMyBanu mnainebo. Yepes 3, 6 Ta 12 micsiniB Oinbllla YacTHUHA MAIliEHTIB I'Pynu AKTOBETIHY,
Bif[TOBilajla BU3HAYEHHIO TaKMX, 110 BiANOBiIM Ha Tepaliio 3a mkajnown ADAS-cog . HacToTa
cepro3HUX HebaXKaHUX SBUIL Ta CMePTeIbHUX BUNafKiB Oysa noaibHo0 B 000X Ipymnax JIiKyBaHHS.
3arasibHa 4aCTOTa IOBTOPHOTO iMIEMiYHOTO iHCYIbTY IPOTATOM OOCHifXKeHHS Oyna B
nepen0ayvyBaHUX 7 1€l momynsuii marieHTiB Mexkax, 0OgHaK Oello BUIAa YacTOTa CIIoCTepiranach
B I'PYIIi, 10 OTPpHUMYBasa npenapaT AKTOBETiH, OPiBHSIHO 3 IPyIoo maie6o.

[MopymenHs nepudepruvIHOro KPoBoobiry Ta ixHi Hacmigku. [Tpubau3no 190 namieHTiB i3

3aXBOPIOBAaHHAMU NepUPEPUUYHNX apTepil OTPUMYBaJIHU JIiKyBaHHS IIpernapaToM AKTOBETIH BIPOJOBXK
nepiony Big 10 mo 42 gHIB B paMKax KiJIbKOX HEBEJIMKUX IIOPIBHAJIBHUX PaHLOMI30BaHUX OOCIIIIXKEHD,



B AKUX OyJI0 T0Ka3aHO KOPOTKOCTPOKOBY IlepeBary iHQy3iii mpenapaTty AKTOBETiH TOPiBHAHO 3
nnane6o. [TokpateHHs y BUTsiAi 30inbienHs BigcTani xonp6u Ha 35-42% MpoeMOHCTPOBAHO B
TPYIIi, III0 OTPUMYBaJa IpemnapaT AKTOBETiH, IIOPiBHSIHO 3 TPYIIO0 Ianebo.

Y 6-micssuHOMYy PaHAOMi30BaHOMY MOABINHO CIinoMy m1arne60-KOHTPOIbOBAHOMY HOCIimXKeHHI
eekTuBHICTL Ta 6e3MEKY 3aCTOCYBaHHSI aKTOBETiHY IMallieHTaM 3 NMOPYIIeHHSIMHU epudepruyHOTo
aprepianbHOro KpoBoobiry I16 cranii mo ®ouTelHy (KynbraBicTh Ha BificTaHi < 200 M) mopiBHIOBaIK
3 mane6o. Bcroro 366 cy0’eKTiB OTpUMYyBajlu BHYTPillIHbOBeHHI iHPy3ii akToBeriHy (1200 Mr/moby)
(n = 184) abo nnauebo (n 182) Ha goOy IPOTATOM 2 THXKHIB, a IIOTIM - IO 2 TaONIETKHU aKTOBETIHY
(1200 mr/moby) abo mnaie6o 3 pa3u Ha H00y mMPOTAroM HAacTymHuX 10 TUXKHIB. 12-TUXKHEBUH mepiof
crocTepexXeHHs 0e3 OOoCigXKyBaHOTO JIiIKyBaHHS CIIigyBaB 3a KYPCOM JIiKyBaHHS [JIsI IPOBENEHHS
OILIiHKM CTi¥KOl e(eKTUBHOCTI ITicIIs JTiIKyBaHHS, a TaKoX Oe3neku. JIikyBanbHUM e(PeKT aKTOBETIiHY
OyB KpamuM 3a edekT manedo 1uoo 30inbiIeHHS T0YaTKOBOI BificTaHi HACTaHHS KYJIbraBoCTi Ta
abCoI0THOI BigCcTaHi HacTaHHS Ky/IbraBOCTi Ha 2 Ta 12 THXKHAX Ta 30epiraeThcs Ife MpoTsarom 12
TUXKHIB IiC/IS 3aBePIIEHHS JTiKyBaHHA. Pe3ynbTaTé LHOT0 HOCTiAXKEHHS IMOKa3ajH, 1[0 aKTOBETiH
(12-TuXHeBe IiKyBaHHS), 3aCTOCOBAHUY CIIOYATKYy BHYTPIMIHLOBEHHO (2 TUXKHI B 7031 1200
Mr/oo06y), a moTiMm nmepopasnbHo (10 TuxkHIB y mo3i 1200 Mr/goby) maiieHTaMm 3 MOPYIIeHHSIMU
nepudepuyHOTo apTepianbHOro KpoBoobiry (ctamist 116 mo PoHTeNHY), Mae IPUUHATHUN TPOQinb
0e3MeKy Ta IeEPEeHOCUMOCTI.

B paMkax BifKpHTOTO paHOOMi30BaHOTr0 HOCIimXKeHHS 60 Malli€HTiB 3 BEMUKUMU TPODIiYHUMHU
BHpa3KaMM HUXKHIX KiHIIIBOK Ha (HOHi BEHO3HOI HEIOCTAaTHOCTi OTPHMYBa/lIu CTaHOAPTHY CXEMY
Teparil 3 JogaBaHHAM IpenapaTy AKToBeriH abo 6e3 Takoro. [IpenapaT AKTOBETiH BBOIUBCS Y
BUTJIAM1 MOAEHHNX BHYTPIMIHbOBeHHUX iHOY3i# o 250 Mn 10% po3unHy BOIPOOOBXK 4 TUKHIB.
CepepHil yac 3aroeHHS BUPa30K CTaHOBUB 31 meHb (B IpyIi, [0 OTpUMYyBaja IpenapaT AKTOBETIH)
Ta 42 pHi (B rpyImi, 110 He OTpUMYyBasa mmpemnapat AKToBeriH). [TokpaleHHs B KinbKocTi 6aiB 3a
IIKaJI010 iHTEHCUBHOCTI 60110 MOPiBHSIHO 3 BUXiIHMM piBHEM CIIOCTepiransochk B 060X rpynax,
30KpeMa B I'PYIIi, 10 OTpUMYyBaJjia IpenapaT AKTOBETIH, Bif3Ha4yanoch 3MeHIIIEeHHS KilTbKOCTi GamiB
34,47 mo 1,77, a B iHMIi# gocnipxKyBaHiu rpymni - 3 4,13 mo 2,07.

[liabeTnyHa nomnineiiponatis (JITH). B gocnigkeHHi, B AsKOMY B35710 y4acTh 70 maIji€eHTiB 3
niabeTHYHOIO TOJIiHeNpoIaTielo, Oy NPOLEeMOHCTPOBaHI CTATUCTUYHO 3HAUYIi 3MiHYU y BiCcTaHi

X0[b0U, MIBUKOCTI IPOBEIEHHST HEPBOBOT'O iMIYJILCY Ta O0IBOBIN YYTIUBOCTI Y MAli€HTIB, 1110
OTPUMYBAJIH JIiKyBaHHS IIperapaToM AKTOBETIH, TOPiBHSHO 3 Ipymolo mnaiebo. PisHuIs y
TepaneBTUYHOMY e(deKTi MopiBHSHO 3 miarebo cTaHoBUIIa TPUOIKU3HO 6,5 M y BifcTaHi xonbou, 0,9
M/C B IIBUAKOCTI IPOBEIEHHS HEPBOBOTO iMIyJbCy Ta 6,8 Gasa 3a IKanoo 00Ib0BOI YYTIUBOCTI (3a
100-6anbHO0 HIKAJIOI0).

B pamkax 6-MicSTUHOTO MOABIHOIO CIIIIIOT0, PaHIOMi30BaHOTO, MIale00-KOHTPOILOBAHOTO
OOCHIimXeHHS 3 OIiHKO0I0 podinio Oe3meku Ta epeKTUBHOCTI 567 MallieHTiB 3 IyKPOBUM fiabeToM 2-
r0 TUITy Ta 3 CHMIITOMAaTUYHOIO Nia0eTUYHOI AUCTAIBHOK MOJTiHeHponaTieo oTpuMmyBanu 20
BHYTPIITHbOBEHHUX iHQY3iit mpemapaTy AkToBerid (2000 mr/mo6y) (n = 281) a6o nnanebo (n = 286)
OJIMH pa3 Ha 700y BIPOMOBXK MaKCUMyM 36 OHIB, IMic/s 4oro OTpUMyBanu 1o 3 TabIeTKu IpemnapaTy
AkTogerin (1800 mr/mo6y) abo nnaiebo Tpu pa3u Ha goOy BmpomoBxk 140 puiB. [Ipu 3acTocyBaHHI
npenapaTy AKTOBETiH cliocTepiraBcsa Kpauui eeKT IOPiBHAHO 3 Ijiamnedo Mpu OLiHIli TepBUHHOI
KiHIIeBOI TOYKH 3a IIKAJI0I0 3arajibHol OIiHKy cuMIToMiB (TSS), BKII0Ya04Yy MO3UTHUBHI
HelponaTuyiHi 60/1b0Bi CUMIITOMY, NTeYiHH, ITapecTe3ilo Ta OHIMIHHS CTON Y Hir. Mix rpymnoio
JiKyBaHHS Ta KOHTPOJIBHOIO TPYIIOI0 He 0YyJI0 BUSIBIIEHO 3HAUYIIUX BiIMiHHOCTEH ¥ PO3MOBCIOIXKEHHI]
HeOakaHUX TBUIIL.

dapmaxkoKiHemuxka.



3a gormoMoroo ¢hapMaKOKiHETUYHUX METOMIB HEMOXKJIMBO BUBYUTH (hapMaKOKiHETUYHI
XapaKTepPUCTHUKHU MpernapaTy AKToBeriH (abcopOilist, po3moin Ta exiMiHallis aKTUBHUX iHTPEeHi€HTIB),
OCKiNTbKM BiH CKJIQIa€ThCS TiNMbKH 3 (i3i0NoriuHMX KOMIIOHEHTIB, AKi 3a3BU4all HasiBHI B OpraHi3Mmi.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHs.

- JIikyBaHHS 3aXBOPIOBaHb I'OJIOBHOI'0 MO3KY CYIUHHOI0 r'eHe3y, Y TOMY YHUCJIi IOCTiHCYJIbTHUX
KOTHITUBHUX IIOPYIIEHb Ta JeMeHIIil.

- JIikyBaHHS MOpYyIIeHb epudepuyHoro (apTepiaabHOT0, BEHO3HOT0) KPOBOOOITy Ta iX yCKIagHeHb
(apTepianbHa aHriomartis, BeHO3HA TpodidyHa BUpa3Ka).

- JlikyBaHHS miabeTuuHoi nosinerponarii (OITH).

IIpomunoka3aHHA.

linepuyTnuBiCTh [0 Aif040i pEYOBUHHU, OyOb-IKOr0 KOMIIOHEHTA IipernapaTy abo Jo ImpenapaTiB
nopni6Horo ckiany. [JekoMieHcoBaHa ceplieBa HelOCTaTHICTh, HaOpsK JIeTeHb, OJITypisi, aHypid €
3araJbHUMU IPOTUNOKA3aHHAMY [0 iH(Y3iMHOL Tepalil, TOMy BBeeHHS IpenapaTy y BUTTIAA1
iH(y3ii Ipu OUX CTaHaX IPOTUIIOKa3aHe 3 OTJISIAY Ha MOXKJIMBY Tilleprigparariiio.

B3aemodisa 3 iHwumu nikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

IaHuX 100 B3a€MOii AKTOBETiIHY 3 iHIIMMM IIpernapaTaMu HeMae.

Oco06.1ueocmi 3acmocyeaHHsi.

Y pmocmipXeHH] 3a y4acCTIO MALIIEHTIB i3 MOCTIHCYJIBTHUM KOTHITUBHUM IIOPYIIEHHAM CIIOCTepirasacs
Oi/TbII BECOKA YACTOTA PO3BUTKY ITOBTOPHOTO illIEMiYHOTO iHCY/IBTY ¥ I'PYIIi, SKa 3aCTOCOBYBala
npenapaT AKTOBeriH. 3arajbHa 4acToTa [IOBTOPHOTIO iIEMiYHOI0 iHCYJIbTY IPOTATOM AOCIiAXKEHHS
Oyna B mepenbavyBaHUX OIS IIi€l MOMyALii MalieHTiB MexkaX, OOHAK [Ielllo BUIlla YacToTa
cIiocTepirasnachk B Tpymi, [0 OTpHMYyBasa IpefapaTr AKTOBETiH, MOPiBHSAHO 3 TPymnoi0 mnanebo (ous.
po3pin «®apmakonuHamika»). Ciil BpaxOByBaTH CIIiBBIIHOLIEHHS KOPUCTh-PU3UK IIPU IIPOAOBXKEHHI
3aCTOCYBaHHS aKTOBETIHY MalliEHTaM, SIKi HeIlI0JaBHO IMepeHeCId iHCYIIbT.

BayTpimmbsoM’ 13080 6azkaHO BBOOUTH He Oinbilie 5 MJI Ha 100y, OCKiTbKM PO3YHUH € TilePTOHIYHUM.
Po3uun ang in’exuii cymicHui 3 0,9 % po34mMHOM HATPi0 XJIOPUAY Ta 5 % PO3UYMHOM IJIIOKO3H.

[IpenapaT AKTOBETiH, PO3YMH AJIS iH'€KIIH, CJIifi 32aCTOCOBYBATH y CTEPUWIbHUX YMOBax. OCKiIbKU
npenapar He MiCTUTh KOHCEPBAHTIB, BMIiCT aMIIyJId IPU3HA4YEHUN [JI1 OOHOKPATHOI'0 BUKOPUCTaHHS.
BigkpuTi amMnynu Ta rOTOBHU PO3YHH CJIi HerallHO BUKOPUCTaTU. HeBUKOpUCTaHUM IIpemapaT Ta
BIIXOOH CIIif] yTUJIi3yBaTH BiAMOBIAHO A0 MiCI[€BUX BUMOT.



Yepes MOTEHUIMHUYN PU3UK BUHUKHEHHS aHa(pinakKTUYHUX peakllii peKOMEHIYETLCS TPOBECTH
npoOHy iH’eKIIito (TecT Ha rinepuyTiausicTs). [Ticns mpoBemeHHs TPOOHOI iH'€KIIil TiKapChKOTo 3aco0y
AKTOBETiH, PO3YHUH OJIs iH €KIIif, He0OXiIHO TPOBOAUTY MOHITOPUHT CTAHY IAILiEHTIB Ha IIpeaMeT
PO3BUTKY O3HAK Ta CHMIITOMIB TilmepuyTauBOCTi. ITallieHTH MOBUHHI TepeOyBaTH IIifl HaTIsIooM
nikaps He MeHIe 30 XBUIMH IIiC/Is BBEJEeHHS IIpernapaTy 3 IOBHOLIIHHUM MeOUKaMeHTO3HUM Ta
iHCTpyMeHTa/IbHUM OCHAIeHHSM [JIS IPOBEfeHHs, B pa3i HeoOXimHOCTi, MPOTUIIOKOBUX 3aCO0iB.

Y pa3i po3BUTKY MOPYIIEHbh BOOHO-eJIEKTPOJIITHOTO 00MiHY (HapHUKJIIaf, TrinmepxiopeMii,
rinepHaTpiemil) HeoOXigHO TPOBECTH BiANOBIAHY KOPEKIIilO.

Po3uuH fnisa iH’eKIlilt Ma€ Jieib XKOBTyBaTUM BiOTiHOK. I[HTEHCUBHICTH 3a0apBleHHS MOXKe BapiloBaTu
B Pi3HUX MapTiAX IpenapaTy 3aJie’kHO Bifl 0COONIMBOCTEN BUKOPUCTAHUX IOYaTKOBUX MaTepiarlis,
OJHAK I He MMO03HAYaEThCSI HeraTUBHO Ha aKTUBHOCTI IpemnapaTty abo 4yTIMBOCTiI IO HBOTO.

He cmig BUKOPHUCTOBYBATHU MYTHHIZ PO3YNHHU abo PO3YMHU 3 BUIUMHUMHU YaCTOYKaMU..

[itodya peyoBUHa NpernapaTy AKTOBETiH MiCTUTh (eHiNnanaHiH, KUl Moxe OyTH MIKigIUBUM OJI5
MalleHTIB 3 GeHINKEeTOHYpi€lO.

[IpenapaT AKTOBeriH MicTUTh [0 13,7 Mr HaTpito B 1 MJI nipenaparty, 110 CJIif BpaXxOByBaTHU MallicHTaM,
SIKi JOTPUMYIOTHCS [i€TH 3 HU3BKUM BMIiCTOM COJIi (HaTpilo).

[liroua peyoBuHa IpenapaTy AKTOBEriH MiCTUTh Kaiii. B 1 My npenapaTy AKTOBETiH, PO3UUHY OIS
iH’€eK1iN, MiCTUTBCS [0 2,5 MT KaJlilo, IO CITIifl BpaXOBYBAaTH MalliEHTaM 3i 3HUKEHOI0 (QYHKITI€EI0 HUPOK
Ta IalieHTaM, IKi JOTPUMYIOTHCS OIETHA 3 KOHTPOIbOBAHKUM BMICTOM KaJlifo.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

[TpemapaT MOXkKHa 3aCTOCOBYBaTH Y Iepiof BariTHOCTI ab0 rogyBaHHS I'PYAMIO TiTbKY TOXi, KOIH
TepalleBTUYHAa KOPUCTH [IJIST MaTePi MePEBUITYE MOKITUBUYN PU3UK I IIofa abo guTunuU. I1im yac
3aCTOCYBaHHS IIpernapaTy AKTOBETIH IIpU IJlalleHTapHi HeJOCTaTHOCTI, X04 1 pigKo, CIIoCTepiramucs
JeTanbHi BUNIAKY, SIKi MOTJIM OYTH HACJIiIKOM OCHOBHOT'O 3aXBOpIOBaHHS. He peKOMeHOyeThCs
3aCTOCOBYBaTHU IIpenapaT AKTOBETIH IPY IJIalleHTapHii HEOOCTaTHOCTIL. 3aCTOCYBaHHS IIpenapary
AKTOBETIH y IIepiofl TONyBaHHS IPYALI0 He CYIIPOBOAKYBAIOCS KOIHUM HeraTUBHUMU epeKTaMu Hi
OJIs MaTepi, Hi A9 OIUTAHU.

30amHicmb 8niueamu Ha weudKicms peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

AKkTOBeriH He Mae a00 Ma€ y>Ke He3HAYHUU BIIJIMB Ha IMIBUAKICTh peakliii Mpu KepyBaHHi
aBTOTpAHCIIOPTOM abo iHIMMHK MexaHi3MaMu. OfiHaK, ciig 6paTy [0 yBaru MOXK/IMBI TPOSIBU MOGIYHOI
mii 3 60Ky HepBOBOI cucteMu (OuB. po3min «I1o0iuHi peakirii»).

Cnoci6 3acmocyeaHHss ma do3u.

AKTOBETiH, PO3YUH [JIS iH €Ki}, MICTUTHCI B aMIIyJiaX 3 KPamKo AJIS PO3JIOMY.



YK BIAKpUBATU aMIIyJIU 3 KPANKO0 OJI PO3JIOMY:

=]

HampaBTe BepxHIO YacTHHY BinyamaiiTe BepXHIO YaCTUHY
aMIyu 3 KOJIbOPOBOIO aMIIy/Hy, 9K Iie TT0Ka3aHo Ha
Kpamnkoio Bropy. [lauTe PUCYHKYY.

PO3YUHY CTEKTH 3 BEPXHBOI

YaCTHHU aMITyJId BHU3,

371eTKa MOCTYKYIYH Ta

CTPYIIYIOYH aMITyIIy.

AKTOBETiH, PO3YHUH /151 iH €KIIil, 3aCTOCOBYBATH BHYTPIIIHHLOBEHHO, BHYTPillIHbOApPTEPiaNbHO abo
BHYTPIIIHEOM '130BO Ta MOXKHa [[0flaBaTU [0 iHPY3ihHUX PO3YUHIB.

I7g 3acToCyBaHHS y BUTTISAAI iHQY3iit HeoOximHo momatu 10-50 My mpemnapaTty AKTOBETiH, pO34UH [AJIS
in’ekin, mo 200-300 M1 OCHOBHOTO PO34MHY (i30TOHIYHOTO (iziomoriuHoro po3uunHy abo 5 %
PO3UYUHY TIIOKO3H).

[Tpu 3acTocyBaHHI IIpenapaTty y BUTTIAAL iHQy3ill cIif BUKOPUCTOBYBaTH iHQY3iliHI cUCTEMU 3
dbinpTpamu 15 MKM. PekoMeHoBaHa MIBUAKICTE iHQY3il cTaHOBUTH MPUOIU3HO 2 MII/XB.

BHyTpinHbOM 930B0 PO3UMH BBOIATE IOBIIbHO, He Oifbile 5 My Ha 700y, OCKiNIbKY BiH €
TiepTOHIYHUM.

[l KOHKPETHUX [T0Ka3aHb BUOIP 03yBaHHS I'PYHTYETHCS Ha JaHUX KIHIYHUX BUNIPOOyBaHb. Takoxk
HafalThCs 3arajibHi peKOMeHAallil o0 A03yBaHHs.

[Ipu snikyeaHHi 3ax80pPHBAHbL 20/108H020 MO3KY CYOUHHO20 2eHe3Y.

3azanvHul pexcum 003yBAHHA:

[ToyaTkoBo 10 M (400 Mr) BHYTPIiIIHEOBEHHO IIOJEHHO IPOTATOM 2 THXKHIB, mami - 5-10 M
(200-400 ™Mr) BHYTPIIIHEOBEHHO [eKinbKa pa3iB Ha TUXKAEHb IIOHAUMEHIIe TPOTAroM 4 THUXKHIB.

[03yBaHHA Npu NOCMIHCYAbMHUX KO2HIMUBHUX NOPYWEHHAX ma 0eMeHUii:

[TouaTtkoBo 50 mi (2000 Mr) Ha HoOy y BUTTISAl BHYTPilTHROBeHHOI iHDY3il o Makcumym 20 iHPy3ii
i3 IoganpIIMM IIepexooM Ha JIiKyBaHHS TaOneToBaHOIO (OpPMOI0 AKTOBETIHY.

IIpu aikyeaHHi nopyweHs nepugepuyHo20 (apmepiasbHo20, BHO3HO20) KP0800bi2y ma ix
YCK/1dOHeHb (apmepia/nbHa aHeionamisa, 8eHO3HA MpPogiyHa 8upaska).

3azanvHull pesxcum 003yBAHHA:

3asieXHO Bif TSKKOCTi CTaHy XBOPOI'0 Ta KIiHIYHOI KapTUHU crno4daTkKy BBOAAThH 10-20 ma (400-800
MT') BHYTPiIIHOBEHHO ab0 BHYTpIllTHbOApTepianbHO MIOAHS; AJS MOAAJbIIOTO JIiKyBaHHS BBOOSTH 5



M (200 Mr) BHYTPIIIHHOBEHHO a00 MOBiIbHO BHYTPIIIHEOM S130B0 IOAHS abo geKinbKa pa3iB Ha
TUXKIEHb.

Peotcum 0o3yeaHHsA npu NopyweHHAX nepupepuyHo20 apmepiansvHo20 Kpogoobizy 116 cmadii no
@oHMeuHy:

[TouatkoBo 30 mi (1200 Mr) Ha HOOY y BUTTISA1 BHYTPIITHBOBEHHO1 iH(Y3il IPOTATOM 2 TUXKHIB 3
TIOJaJIbIIMM IIEPEX0IOM Ha JTiKyBaHHS Tab1eToBaHOI GOPMOI0 AKTOBETIHY.

Pedicum 003y8aHHA Npu apmepianvHill aHzionamii:

[TouwatkoBo 20-50 M (800-2000 Mr) BHYTPIiIIHEOBEHHO a00 BHYTPiIHbOAPTEPianbHO MOAHS abo
IeKinbKa pa3iB Ha TUXKEHb; 3arajibHa TPUBAJICTh A0 4 TUXKHIB.

Pedcum 003y8aHHA npu 8eHO3HIU MpPopiuHil 8upasyi:

[TouatkoBo 10 M1 (400 Mr) BHYTpimHLEOBEeHHO a60 5 M1 (200 MT) BHYTPIIlTHEOM S30B0 LIOfIeHHO ab0
IeKinmbKa pa3 Ha TUXKIEHb 3a7IeKHO Bifl IPOIlecy 3aroeHHs. Y pa3si Benukoi Bupas3ku - 25 mi (1000
MT) y BUTJISIZi BHYTPIlIHbOBEHHOI iH(Y3il MOgHA TPOTAroM 4 THUXKHIB.

IIpu aikyeaHHi OiabemuyHoi noaiHetuponamii (IITH).

3azanvHul pexcum 003yBAHHA:

3anexkHO Bif TAKKOCTI KJliHiuHOI KapTuHU cro4aTtky 10-20 My (400-800 Mr) BHYTPiIIHHOBEHHO ab0
BHYTPIIIHbOAPTEPiaabHO MIOTHS; OJIg IMOAABIIOro JiKyBaHHS 5 M (200 Mr) BHYTPIIIHEOBEHHO ab0
IIOBiTbHO BHYTPIIIHLOM 130B0 IIOAHS ab0 KinbKa pa3iB Ha TUXKIEHD.

Ilo3ysaHHsA npu cumnmomamuyHitli diabemuyHili ducmanvHil noaiHeliponamii y x8opux Ha yykKpoaull
Oiabem 2 muny:

[TouatkoBo 50 M1 (2000 mr) Ha goOy y BUTJISAI BHYTPILIHBOBEHHOI iHQY3il 1o MakcuMyM 20 iHOY3ii
YIIPOOBXK MaKCUMyM 36 OHIB i3 HACTYITHUM IIEPEXO0M Ha JIiKyBaHHS Ta0leToBaHO (GOpPMOI0
AKTOBeTiHY.

Jimu. [laHi 000 3aCTOCYBaHHS IIpenapaTy HiTAM Ha ChbOTOAHI BiICyTHI, TOMY IIpenaparT He
PEKOMEHI0BaHO 3aCTOCOBYBATH IIili KaTeropil malieHTiB.

Ilepedo3yeanHs. Bunagku nepeno3yBaHHs IIpenapaToM AKTOBETIH HEBioMi. 3 ornsaay Ha
(dhapMaKoJIOTiuHi BIIaCTUBOCTI TiKapCchKOro 3aco0y, He nmependadaeThCst HiTKUX OJATKOBUX
HebaXaHUX e(eKTiB.

ITo6iuni peakuii.

BUKOPUCTOBYIOTHCS TaKi KpuTepii mis Knacudikalliii 4acToOTH PO3BUTKY HeOaKaHUX peakIlii, sKi
0a3yl0ThCs Ha HacTaHOBaxX Pafiu MixkHapomHUX opraHizaliii MeguuHux HaykK (CIOMS): nyxe gacTi (=
1/10); gacTi (= 1/100 ane < 1/10); Hevacrti (= 1/1 000 ane < 1/100); pigki (= 1/10 000 ane <
1/1,000); my=xe pinki (< 1/10 000).



3 6oky imyHHOI cucmemu:

Pigko: peaxiii rinepyyTnIuBOCTi, BKII0Ya0un anepriydi peaxiii. MoxkiuBe BUHUKHEHHS
aHa(inakTOINHUX (aJIepriuHuX) peakiil, 0 MOXKYThb IPOSIBIIITUCS:

3 60Ky iIMYHHOI cucmeMu ma WKipu - MOKJIMBi peakilil TimepyyTIUBOCTi, BKIIOYAIOUM alepriuHi
peaxtii, anadinakTuuHi Ta aHa(iaKTOINHI peakilil aXX 40 PO3BUTKY aHa(iTaKTUYHOTO IIOKY,
TiIBUIIIEHHS TEMIIEPATyPH Tina, 03H00, aHTIOHEBPOTUUHMIM HabpSK.

Pigko: rinepemis mKipy, IMKipHi BUCUTIAHHS, CBepOiXK, KPONIUB'IHKA, MiIBUILIeHA MiTIUBICTh, HaOpIKH
MKipu Ta/a00 CIu30BUX 000JIOHOK, IPHUITJIMBY XKapy, 3MiHM y MICIli BBeIeHHS;

3 60Ky mpasHo20 mpakmy - OUCIENTUYHI IBUIA, BKITIOYaun Oilb B emiracTpaabHil mimsaHIIi,
HymoTYy, O71t0BaHHS, iapero;

3 60Ky cepueso-cyoOuHHoi cucmemu - 6inb y minsgHIN cepist, 30iMbIIeHHS YaCTOTH CEPIIEBUX
CKOpOY€eHb (Taxikappis), 3agullka, akpoliaHos, OmigicTs mKipy, aprepianbHa rinotensis abo

TinepTeH3is;

3 60Ky OuxanvHoi cucmemu - 306iTbIIEHHS YACTOTU IUXaHHS, BITUyTTS CTUCKAHHS Y TPYIHIN KITITII,
yTpyAHeHe KOBTAaHHS Ta/a0o quxaHHs, Oinb y TOpJIi, Hama 3afyXy;

3 60Ky Hepeosoi cucmemu - TOJIOBHUY Oinb, 3araibHa CIa0KiCTh, 3alTaMOPOYEHHS, BTpaTa CBigqOMOCTI,
30ymKeHHs, TPEMTiHHS (TpeMop), mapecTesii;

3 60Ky Kicmkoeo-m’s3080i cucmemu - 6inb y M’si3ax Ta/abo cyriobax, 6inb y momepexy.

Y Takux BUIlafiKax JIiKyBaHHS IIpenapaToM AKTOBETIH, pO3UMH [ iH €K1, HeoOXiIHO MIPUNUHUTH i
3aCTOCYBaTU CUMIITOMATUYHY Teparilo.

Tepmin npudamHocmi. 3 POKW.

YmoBu 30epiranns. 36epiratu npu Temnepatypi He Buile 25 °C B opuriHaIbHilM yIakoBIi.
30epiraT y HEAOCTYIIHOMY AJis HiTei Miciii!

Hecymichicmeo. [Tpenapat He CIIif 3MilllyBaTH B OAHINA €MHOCTI 3 iHIMMMU PO3YMHAMHU, 38 BUHITKOM
3a3HauyeHux y po3mini «Crocib 3acTocyBaHHS Ta HO3U».

YnakoBka. [Io 2 M1 B amnyJi; 1o 25 aMnys y KapTOHHIA KOpPOOLi.
[To 5 M7 B ammyJti; o 5 aMImys y KapTOHHiN KOpoOiIi.

[To 10 M1 B ammyi; mo 5 amMIyn y KapTOHHiN KOpooiri.



Kareropis Bigmycky. 3a peLentom.

Bupo6nuk. TOB «Kycym ®apm», Ykpaina/LLC «Kusum Pharm», Ukraine.

(makyBaHH$ i3 popmu in-bulk dpipmu-BupobHUKa Takena ABctpis I'M6X, ABcTpisi)/(packaging of in-
bulk manufacturer Takeda Austria GmbH, Austria).

Micuie3HaxoIKeHHsI BUPOOHHKA Ta MOT0 aJpeca MicCIisi MIPOBaAKeHHsI Tis/TbHOCTI.

Byn. Ckpsab6ina, 54, M. Cymu, Cymcbka obnacts, 40020, Ykpaina/54, Skryabina str., Sumy, Sumy
region, 40020, Ukraine.



