SATBEPJOKEHO
Haxa3 MinicTepcTBa 0X0poHH

INOPAB A YKpaind
50 1B 59
PeecTpaniiine mocsigaenns
Ne UA/11232/01/01

IHCTPYKIIA
INJIfl METAYHOTO 34CTOCYBaHHA JIKaPChKOT0 3ac00y

AKTOBEI'TH
(ACTOVEGIN®)

Cknao:

ditoua pewosuna: 1 MII TpeNapaTy MiCTHTH AENPOTEIHi30BAHOIO FEMOJEPHMBATY i3 KPOBI TEJAT ¥
BATJIAAI AKTOBETiHY KOHLIEHTpATy, 40 Mr cyxoi MacH;

00nOMINCHI pewoguny: HATPIIO XJIOPH, BOJa UL 1H’ €KIiH.

Jlikapenka dopma. PozusH g iH’ekmiii.
Ocnosni gizuxo-ximiyni eracmugocmi: po3UrH KOBTYBATOrC KOJIBOPY.

dapMaxoTepaneBTAYHA rpyma. 3acobu, INO BINHBAIOTH HA TPaBHY CHCTeMy i MeraGomidmi
mponecn. Kox ATX A16A X.

dapmaxonoziuni eracmusocmi.

dapmaxoounamixa.

Ipenapar AKTOBETIH € AenpOTEiHI30BaHHM IeMOJEPHBATOM i3 KPOBi TENAT, IO MICTHTE TilBKH
diziomoriuni pedyoBEHH 3 MOJIEKYJLIpHOIO Macolo Merme 5000 ransToH.

Jina npemapaTy AKTOBETiH BIACTHBI TpPH OCHOBHI IpymE edekTip: MeraGolnidHa,
HelponmpoTeKTOpPHA Ta MiKpouMpKyiaTopHa. IHo3mtondocdar-omrocaxapumu (IPO), ski
BXOIATH N0 CKIagy Ipemapary AKTOBeriH, BiiIOBiJambHI 3a IOKpAamIeHHA YTHI3almii Ta
[OTVIMHAHEA KHCHIO, 4 TAKOX 3a IOKPANIeHHA €HCPTeTHYHOrOo MeTabol3My Ta IOTIHHAHHIA
IMIOKO3H. Taka fis IOTEHIifHO MOXKe NPHHOCHTH KOPHCTH IICHA ypaxkeHs ab0 IOIIKOMKEHB
TKaHHH T4 OPraHiB, 30KpeMa T'OJIOBHOTO MO3KY, i 3HHXKYBaTH YTBOPCHHS JIAKTATY.

Bu3HaueHO KinbKa IIIAXIB, SKHMM 3XiMCHIOETECS HEHPOIIPOTEKTOPHMH MeXaHi3M Jii Ipenaparty
AKTOBeTiH, HampaBIcHHH Ha 3MEHIICHHS AamnonTo3dy, IHAYKOBaHOTO OeTa-aminoigHAMH
nenranamu  (AB25-35). Bera-aminoigni NeNTHIM BHCTYNAIOTh B pOJNi TPHIepiB y psiii
MOJIEKYJIPHUX Ta KITHEHAX IPOLECiB, B TOMY 9YHCII IPH OKCHAATHBHOMY CTpeci i 3amaneHHi,
HIO B Pe3yJIbTATI 3yMOBIIOE 3arubels HeHPOHATBHAX KJITHH, a I€, B CBOIO 4€pPry, NPH3BOAHTE 0
MOPYLICHHS IaM’ATi T4 KOrHiTHRHEX (QyHKIIH.

Snepunii $haxrop karma B (NF-KB) BEKoOHYe umcieHHi GyHKIii y mpouecax K y NeHTpaibHiH,
Tak i B nepudepHIHiA HEPBOBiH cacTeMi. Bill perymoe mpoltec 3amajieHHs, SKe Ooripmye nepedir
JETEHEPATHBHMX T4 CYAMHHHAX 3aXBODIOBAHb, i € (haKTOpoM, KM 3alydeHHH N0 GOpMYBaHHA
60IE0BOTO CHHAPOMY, A0 MPONeciB HABIAHHA, HaM’ATi Ta HeHpOoIpoTeKIii.

AKTOBETIH J0303alexHO aKTHBYe pemoprepHmii reH ekcmpecii NF-KB, i1 ms# TpaH3HTOpHA
aKTHBAIid MOXe IMOHAMMEHINE YaCTKOBO MOSCHUTH HEHpPOIIPOTEKTOPHI BIACTHBOCTI Hpenapary
AKTOBETIH.

Iemmi#i BaxcmBHi MexaHisM fii AkToBeriny mos’s3amHmif 3 gnepHuM ¢epmentom mom (AJID-
pubosa)-nonimepazowo (IIAPII). ITAPII Bipirpac BaskIMBY Poib Yy BHABNCHHI OAHOJNAHIIOTOBHX
pospusiB JIHK Ta y ix penaparii, npoTe HaaAMipHa aKTHBALA (BOT0 PEepMEHTY MOXKE CIPHIMHATH
B KIITHEI OPOIECH, AKI IPA3BOALTE A0 3aBepINCHHS OKCHAATHBHOro Metabonismy. 1li mponecy B
KiHIEBOMY pPe3yIbTaTi MOXKYTh IPH3BECTH JO 3arHGeri KIITHHH BHACTITOK BHYCPHNAHHS 3alacis
eHeprii. Buapieno, mo AKToBeriH 3HmwKye akTHBHiCTE ITAPII, mio mokpamye ¢pyHKNiOHYBAHHS
Ta onTUMi3ye MophoIOoridHy CTPYKTYPY LEHTPaNbHOi Ta IepAEpHIHOI HEPBOBOI CHCTEMH.
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Ilo3uTEBHMH BIJMB nNpenapary AKTOBEriH Ha MiKpONHPKYJANil0 3YMOBACHHWH TakMMU #Oro
edexTaMu, K 30LILIEHHES IMBAAKOCT] KPOBOTOKY B KalliIgpaX, SMEHIICHHAS IIPHKAITLNAPHOL 30HA
Ta 3HIKEHHA TOHYCY IFafKMX M’s3iB TIpexanitgpHAX aprepion i xamimapeux cdimkrepis,
3HWKEHHS  apTepioNo-BEHYIAPHOrO IOYHTYBAaHHs KpoBi 3i 30INbIIEHHAM KPOBOTOKY - B
KauingpHOMY pycii Ta TIOCHJICHHSA $yrKmii €HI0TETiaNBHOI OKCHJACHHTA3H ..
MiKpOIHAPKYIATOPHOTO pycla.

Kniniuna ecpexmuenicmo ma besnexa. :
Poanagy MO3KOBOro KpoBooOiry, B TOMY WUMCHi HOCTIHCYNbTHi KOTHITHBHI TIODYINEHHS Ta
nemennis. [Ipemapar AKTOBEriH TPOJEMOHCTPYBAaB NMO3UTHRHUN e(eKT B CHMITOMATHYHOMY
AiKyRaHHi JIEMeHIIii Ta OB’ A3aHKX 3 AEMEHI€I0 CTaHiB y noHaA 450 MaNicHTiB B paMKax KiIbKOX
HEBEIHKHX DPABAOMI30BAHEX KIiHIYHEX HocuimxeEs. Byma mpomemoHcTpoBaHa e(eKTHBHICTH
mopiBHSHC 3 mialefo MONO KIHNEBMX TOYOK, SKi CTOCYBAIMCh KOTHITMBHHX (QYHKIH,
MOBCAKIACHHO! AKTHBHOCTI Ta 3arambHOI KiiHiYHOI BiAmOBimi, B TOH Hac 4K CTATHCTHIHO
3HAYYIIOTO MOKPAMIEHHS B IIBH/KOCTI KOTHITHBHHX IPOIECiB BHABJICHO He OyIo.

B paMxax 12-micA9HOTO paHAOMIi30BaHOro, HOABIfHOro CIHimOro, mANE60-KOHTPONLOBAHOTO
HOCITiUKEHHS 3 OLIHKOIO Oe3mexu Ta edeKTHBHOCTI eheKT mpemapary AKTOBEriH y HaIi€HTIB 3
JIOCTiHCY/IbTHHMH KOTHITHBHMMHE NOPYIIEHHAMH MOPiBHIOBAIM 3 mianc6o. Bymo pannomizosaHo
503 manientr (250 namienTiB OTpEMyBay IIpenapaT AKTOBETIH) B Iepioa Bif 5-To Ao 7-ro aus
IiC/I BAHMKHEHHA iMeMigHOTO iHCYIETY. 6-MicsaHHY mepio mikysaHHS BIIOYAB 10 20 indysid
(2000 Mr moAeHHO) 3 MOJANBIIHM OpHifoMoM mpenapary y Gopmi Tabnerox (2 TableTk® mo
200 Mr TpE pasdm Ha go0y), NMICI 4Oro NMPOBOAHIOCH 6-MiCAYHE JIiKyBaHHA-CHOCTEPEIKEHHI,
IPOTArOM AKOTO MAIi€HTIB BeJ BiJOBIIHO X0 cTaHAZPTHOI KiinivHOI npakTuky. Yepes 6 Ta 12
MICAI{B Y NAIi€HTIB, AKi OTPEMYBANM Ipenapat AKTOBETiH, BiA3HAYATHCh CTATHCTHIHO 3HATYIL
3MIiHA B KiZIBKOCTi 6ayiB 33 pOSMIHPEHOK) KOTHITHEHOKO MiJNIKaNOK NMKANE OIiHKH XBOpoOH
Amsnreiimepa (ADAS-cogt) Ta 3a MOHpealbCBKOIO IIKANOK OMIHKA KOTHITHBHHX (yHKMii
(MoCA) y mopiemanai 3 manienTams, sxi oTpuMyBamH mmane6o. Uepes 3, 6 Ta 12 micqmis
GinbIa YacTHHA MAIiEHTIB IPyMHE AKTOBETIHY, BLNOBiNaa BA3HATIECHHIO TaKHX, IO BiANIOBLIA Ha
repamiio 3a mkanolo ADAS-cogt. YacroTa cepiio3nMX HefakaHwx SBUIN Ta CMEPTEIBHHX
BHIIaJIKIB 6yJa momifHo B 060X Tpynax JiKyBaHHS. 3aralbHa YacTOTa NOBTOPHOTO iMeMiYHOTO
iHCYNBETY TpOTATOM AOCHimKeHHs OylIa B mepenbadyBaHHX A/1d Wi€l MOMyJANil Hali€HTIB MeXax,
OMHAK [EL0 BUINA 9acTOTa CIHOCTepiramach B TPYIi, IO OTPAMYBala HIpemapaT AKTOBETIH,
HOPIiBHAHO 3 IPyNoI0 IIanedo.

Mopvmenns nepadepranoro xpoeoobiry Ta ix Hacuinkw. IIpmbmmspo 190 pamientiB i3
3aXBOPIOBRHHAME INepU(EepUIHMX aprepiii OTPUMYBAamH JiKyBaHHA HpPENAapaToOM AKTOBETiH
BIpoNoBX nepioxy Biag 10 mo 42 gHiB B paMkaX KilbKOX HEBETMKHMX NOPIBHAIBHHX
PaHAOMIZ0BAaHHX JOCTKEHb, B AKHX OylO IOKa3aHO KOPOTKOCTPOKOBY mepeBary iHdysii
npenapary AkTomerin mopisEaHO 3 miane6o. Ilokpamenss y BUrIsi 36inbmeRHA Biacrami
xoap6u Ha 35-—42% IpOXEMOHCTPOBAHO B IPymi, INO OTPHMYBaNla IIpemapar AKTOBETiH,
HOPIBHAHO 3 TPYIOK0 Iaanedo.

B paMKax BifIKDHTOTO PaHAOMi30BAaHOIO AOCHI/keHHA 60 IaicBTiB 3 BEIMKUME TPOGITHAME
BHMpa3KaMM HEDKHIX KiHNIBOK Ha (oHI BEHO3HOI HEJOCTATHOCTI OTPHMYBAIH CTAHIAAPTHY CXEMY
Tepamil 3 MoAaBaHHAM nHpenapary AxToBerid abo Ge3 Takoro. Ilpenapar AKTOBETiH BBOJHIH Y
BATISAA] WIOASHHNX BHYTPiMMHLOBEHEMX iHQY3iit mo 250 M 10% posumHy BIPOAOBXK 4 TEDKHIB.
Cepenniii 4ac 3arocHHs BHpa3’oK cTaHoBMB 31 geBb (B Tpymi, MO OTPEMyBala Ipenapar
AxroBerin) 1a 42 nmi (B rpymi, 10 He OTpuMYBana npemapar Axrtoserin). IloxpameHEs B
KiZbKOCTi GaliB 3a IMKaI0I0 iHTEHCHBHOCTI GO0 NOPIBHAHO 3 BEXiJHHM PIBHEM CIOCTEPIiranock
B 060X rpymax. 30KkpeMa B IDyIi, IO OTpHMYBajd IpenapaT AKTOBETiH, BiAzHAa4aloCh
3MEHINeHHS KiIBKOoCTi 6amis 3 4,47 no 1,77, a B igmiit gocmimkysaniii rpyni — 3 4,13 go 2,07.
JiaGernuna nomineiponatia (JIITH). B nocnimkenni, B SkoMy B3amM ydacTs 70 NAi€HTIB 3
HiaGeTHYHOIO IoJiHeHponaticlo, GynH NpPOAEMOHCTPOBaHI CTAaTHCTHYHO 3HAYYINI 3MiHH Y
BizcTani Xons6H, MBHAKOCTI NMpOBEJCHHS HEPBOBOIO IMIyNsCy Ta OONBOBiE wyTnHMBOCTI y
namienriB, MO OTPHMYBAIHE JIKyBaHHS IpPENapaToM AKTOBEriH, HOpiBHAHO 3 IPymoio Iauneto.
Pisuus y TepanerTHaHOMY edekTi IOPIBHAHO 3 WianeGo cTanoBrna Mpu6IH3HO 6,5 M y BincTan!
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xo156H, 0,9 M/c B MBHAKOCTI MPpOBEACHHA HEPBOBOTO IMIYIsCY-Ta 6,8 Oana 3a mxanow 60IB0BOL
gyTIEBOCTI (3a 100-0anpHoK mKaNioo).

B pamkax 6-MiCA9HOrO MOABIMHOTO CIINOr0, PAHIOMI30BaHOTO, NNAEOC-KOHTPOIBOBAHOTO
HOOCIiKeHHS 3 ONiHKOIO mpodimo Oesmeknm Ta edektuBHOCTI 567 mamieHTiBE 3 IYKPOBHM
AiaberoM 2-ro0 THOY Ta 3 CHMOTOMAaTHIHOIO JiabeTHIHOI0 AHCTAIBHOIO..IIONiHEHpONATieo
oTpamysamy 20 BHYTpimHbOBEeHENX iHGY31# npenapaty AxToBeriH (2000 mr/no6y) (n =281) abo
mwianebo (n = 286) oauH pasz Ha 00y BHPOROBK MakxCHMyM 36 AHIB, ITCIIA 9OTO OTPHMYBATH II0
3 tabnetku npenapary AxroBerie (1800 mr/mo6y) abo mnane6o Tpu pasu Ha KoOy BOpoaoBk 140
maie. [Ipm 3acrocyBaHmi mpemapary AKTOBEriH cHocTepiraBcs Kpammii e(eKT NOpiBHAHO 3
wiane6o OpH OIHII NEPBEHHOT KiHIIEBOI TOYKH 324 MIKAJIOK 3araibHOi ONMiHKH cEMOTOMiB (TSS),
BKJIIOYAIOYH TIO3MTHBHI HeHpomaTH4YHi OOJLOBI CAMIITOMH, NEYiHHS, IAapecTe3ilo Ta OHIMIFHA
cTonm 4M Hir. Mix rpymown JIiKyBaHHS Ta KOHTPONBHOK T'pYNOI0 He OyIo BHIBICHO 3HAYYIIHX
BiIMiHHOCTEH Y PO3IOBCIOKEHH] HeOaKaHUX SBHMI.

Dapmaxoxinemuxa.

3a gomomoroi ¢apMakOKIHETHYHHX METOJAIB HEMOXJIHBO BHBUMTH (apMaKOKiHETHIHI
XapaKTEpHCTHKH npemapary AxroBeriH (abcopbmis, posmomin Ta emiMiEamis akTHBHEX
iHrpenieHTiB), OCKINBKH BiH CKIAAacThed TUIBKE 3 ()i3i0NOriYHAX KOMIOHEHTIB, fAKi 3a3BHYAlf
HasBHi B OpraHi3umi.

Pe3ynsTaTE, OTpHMaHI B [OCIiDKEHHSX Ha TBAPHHAX Ta B paMKaX KIHI{YHBHX XOCTiDKEHE,
HOKA3aJIH, o Aid Ipenapary IOYHHAETECA He Mi3Hime Hik Jepe3 30 XBAIMH micis #HOro BEEACHHS.
MaxkcrManpemii edeKT HAocAracTbead depe3 3 TOAMHH Micis TapeHTepalbHOro BBEACHHA abo
OEPOpaNBHOTO 3aCTOCYBAHHS Ipenapary (Big 2 no 6 roguH).

Kniniyni xapakTepacTHKH.

HoxazanHuA.

- JlikyBaHHA 3aXBOPIOBAHE IOJIOBHOTC MO3KY CYAHHHOIO T€HE3Y, Y TOMY YHCII IMOCTIHCYIBTHHX
KOTHITHBHHX IMOPYINEHE Ta AEMEHIII.

- Jlikypanus mopymeds nepueprdHOrO (apTepialBHOTO, BEHO3HOrO) KpoBoobiry Ta ix
yCKJIagHeHb (apTepiaisHa aHTionarig, BeHo3Ha TpodidHa BHpaska).

- JlixyBauua giabetuunoi nonigeiponarii (JITH).

ITpomunoxasanna.

lnepuyTiamBicTs A0 OYyAB-IKHX KOMIIOHEHTIB IIpenapary abo Jo npenapaTiB NoAiOHOTO CKIamy.
JlexoMIIEHCOBaHA CeplieBa HEJOCTATHICTh, HAaOpAK JIETeHb, ONIIYpid, aHypii € 3aralbHHMH
NPOTHITOKA3aHHSMH Jo iHy3iliHol Tepamii, ToMy BBeJeHHS Ipemapary y BADLAAL iady3ifi npu mux
CTaHaX MPOTHIIOKA3aHe 3 OTJIIIY Ha MOXIHBY IieprifpaTaiiiio.

B3aemooin 3 inmumu nikapcokumu 3acobamu ma inuwi eudu 63acmooiil.
JlaHux 1momo B3acMoJii AKTOBETIHY 3 iHIIUMM NIperiapaTaMy HeMac.,

Ocobnusocmi 3acmocyeanta.

BryTpinmsom’s30B0 Oaxano BBomUTE He Oimsme 5 mim Ha 100y, OCKUIBKH PpO3YHEH €
rinepTOHIYHIM.

Posumn i in’ exuiit cymicamii 3 0,9 % poO34YHHOM HATPIIO XJIOpEAY Ta 5 % pO3UMHOM IIIOKO3H.
IIpenapar AKTOBETIH, pO3UMH IS iH’€KIiH, il 3aCTOCOBYBAaTH Y CTEPHIBHAX YMoBax, OCKUTBKH
OpenapaT He MICTHTh KOHCEpPBAaHTIB, BMICT aMOylH [NpH3HAYeHMH M9 OJHOKPATHOTO
BUKODHUCT2HHA. Bimkputi aMImym Ta TOTOBHH pO3YHMH CIiA HETalHO BHKOPHCTATH.
HesnxoprcTanuii Ipemapar Ta BiZxO[¥ Cif YTHII3yBaTH BiIOBIAHO 710 MiCIIEBHX BHMOT.

UYepes MOTCHUiMHHUE pH3MK BEHUKHEHHS aHa(iIakTHIHHX peakdiii peKoMeHTYeTbCS IIPOBECTH
upobuy im’exuito (TecT Ha rimepdyrausicTs). Ilicna npoeenerHs npobHOT iR’ eknil MKapcEKOro
3aco0y AKTOBEriH, pO3UHH [ iH’exni, HeoOXiTHO NPOBOAWTH MOHITOPHHT CTaHY NAUI€HTIB Ha
IIpeJMET PO3BHIKY O3HAK Ta CHMITOMIB rimepuyrimusocti. IlanienTs# moBHEHI mepeOyBaTH mix
HargaoM Jlikaps He Memime 30 XBHNMH micid BBelleHHA Mpenapary 3 IIOBHOIIHHAM
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MEIUKAMEHTO3HHM Ta {HCTPYMEHTAIGHHM OCHALICHHAM UiA ‘NPOBEJICHHSA, B pa3i HeoOXimHOCTI,
[EPOTHIIOKOBHX 3ac00iB. X

V pasi po3BHTKYy DOPYIIEHs BOXHO-€NEKTPONITHOro. .0OMIHYy (HaOpuMiiaj, TIinepxiopeMii,
rinepHaTpieMii) HeoOGXizHO MPOBECTH BIIOBIAHY KOPEKTIF0. -

Po3umn pnng iH’exuiif Mae JeAL JKOBTYBATHH BiATIHOK. - JHTEHCHBHICTL 3abapBlIeHHS MOXKE
BapirOBaTH B Pi3HMX IapTisX HpellapaTy 3aleiKHO BiJl 0G00MBOCTEH BHKOPUCTAHHMX IOYATKOBHX
MarTepianiB, OHAK [I€ HE O3HAYAETHCA HETaTHBHO Ha aKTHBHOCTI Apenapary abo YyTIHBOCTI A0
HBOTO.

He cizi BAKOPHCTOBYBATH MYTHHIi PO3UHHE 200 PO3YHHH 3 BHIUMHAMH YACTOYKAMH,

[Ipenapar AxroBerin mictuts a0 13,7 Mr Harpiio B 1 M npemapaTy, MO CliJl BPaXOBYBATH
panieATaM, AKi JOTPHMYIOTECS JiETH 3 HH3bKAM BMIiCTOM COINi (HATpilo).

3acmocyeannn y nepiod eazimrocmi abo 200yéanns epyooio.

IlpenapaT MOXHA 3aCTOCOBYBATH Yy Hepiof BariTHocTi ab0 rofyBaHHs IPYAO TUIBKHA TOMI, KOJH
TepaneBTHYHA KOPHCTh I MaTepi MepeBHINye MOKIMBHE PH3EK U1 nnoaa abo mureew. Ilix gac
3aCTOCYBaHHSA IOpemapary AKTOBeriH NpH IUIANEHTAapHIA HeZocTaTHOCTI, X094 i  pinko,
CIIOCTEpPirayMcA JIETANbHI BHOANKH, SKi MOTTH OYyTH HaclifikoM OCHOBHOTO 3aXBoproBanHs. He
PEKOMEHIYEThCH 3aCTOCOBYBATH Tpemapar AKTOBETiH @OpH IUIAHNCHTapHiH HeJOCTATHOCTI.
3acTocyBaHHs IpenapaTy AKTOBETIH y mEPiof TOAYBAaHHA I'PYIUTIO HE CYIIPOBOKYBAIOCA JKOJHHM
HETATHBHUMH edeKTaMH Hi AJI1 MaTepi, Hi IS TATHHH.

3damuicme ennueamu na weudxicmo peaxyii npu Kepyeawni asmompancnopmom abo inuumu
MexXaHizmMamu. '

AKTOBeriH He Mae abo Mac JAyXKe HE3HAUHWI BIUIAB HAa MIBMAKICTH peakmii MpH KepyBaHHI
aBTOTpAHCIOpTOM abo inmmMu MexaHizMamu. Onpak, cIij OpaTd A0 yBarM MOXIIMBI IPOSBM
nobiuroi il 3 60Ky HepBoBOi cHeTeMH (fuB. po3zit «[Tobiuni peakiiin).

Cnoci6 3acmocysanna ma 0031,
AKTOBETiH, PO34YHH JUIA il €Klilf, MICTHTECS B aMITyJIaX 3 KPanKoIo 41 pO3NIoMY.
SIK BIAKpHBATH AMITYJIH 3 KPAIIKOXO IS PO3IIOMY:

Harpagre BEPXHIO BianamaiiTe BEpXHIO YaCTHHY
YacTHHEY aMITyJH 3 aMIyim, SK I NOKa3aHO Ha
KOJIEOPOBOIO Kpamxoro PHCYHKYY.

propy. JMalite po3uaRy

CTEKTH 3 BEPXHEBO1

JACTHHA aMITyJld BHH3,
3JleTKa IOCTYKYIOUH Ta

CTPYIIYIOYE aMITyITy.

3azansni pexomenoayil.

AKTORETiH, pO3uHH Ui iH’€KUOiH, 3aCTOCOBYBaTH BHYTPIIHLOBEHHO, BHYTPiNIHEOApTEpiaabHO
a60 BHYTPINTHEOM 43080 T4 MOJKHA AOA@BaTH X0 iH(Y31HHAX po3UHHIB.

3anexHO Bii TOKKOCTI CTaHy XBOPOTO Ta KIIHIYHOI KapTUHH cmodarky BBogate 10-20 mx
npenapary AKTOBETiH, PO39MH s iH’e€KIiif, BHYTDIIIHROBEHHO a00 BHYTPIIHBOAPTEPialbHO
IOAHA; AN NOAANBINOrO IHNKYBAaHHS BBOIATH 5 MJI BHYTpilIHROBeHHO a0 mIOBLIBGHO
BHYTPIMIHEOM’#30B0 IIoAHA 200 AeKinbKa pa3iB Ha THXKICHb.

YaropeHo 3waw
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Jlns 3acTocyBaHHs y BHrini iEQysifi- Heobximmo zomarm 10-50 M npemapaTy AKTOBeTIH,
PO3UMH JIs iH’ekmi#i, 4o 200-300 MI OCHOBHOTC po34HHY (i30TOHIYHOTrO diziomoridgoro
posunAy abo 5 % po3dMHY IIIOKO3H). 3aleXHO Bill TAXKKOCTI CTaHy XBOPOTO Ta KIiHigEO]
KapTHHH 37idcH0Ts 1-2 indysii BHyTpilmHEOBeHHO abo BHYTpIIIHBOAPTEPIabEO IMoAHs a6o
JeKiIpKa pasiB Ha TEKAEHS, 3araibHa fo3a.— 10-20 indysii. Ilpu 3acTOCYBaHHI Ipenapary y
surisai imGysik cmig BUKOpHCTOBYBATH - iHQY3ifiEi cucTeME 3 (QUIETpaME 15 - mxM.
PexoMeHZOBaHA MBAAKICTh iHQY3il CTaHOBUTE IPHOIH3HO 2 MJI/XB.

BHYTpIilIHSOM’S30BO PO3YHH BBOJATH HNOBiNMBHO, He Oimbme 5 MI Ha o0y, OCKiNBKy BIH €
TilIEpPTOHIYHHEM.

Mo3yeanns 3anedxcHo 6id noxasams 0N 3ACMOCYEARHA.

[py 3aXBOPIOBAHHSX TONOBHOTO MO3KY CYNMHHOrO reHesy: cmodarky 10 mu BHYTPIITHLOBCHHO
IMOAEHHO MPOTArOM 2 THXHIB, Aam — 5-10 mu BHYTPIIIHLOBEHHO AEKUIBKA pasiB Ha TIKACHB
moHa#MEHINE IPOTAroM 4 THXHIB.

[pu aprepianbmiii _anriomarii: aomamw 20-50 Mix npemapaty A0 OCHOBHOTO PpO3HHHY,
3aCTOCOBYBATH BHYTpiMIHBOAPTEPiadbHO 460 BHYTPIIIHHOBEHHO INOJCHHO abo JexinsKa pasiB Ha
THXJCHD; TPHBAIICTE JTiKyBaHHA — OIH3bKO 4 THXKHIB.

Tpu Bepo3Hid Tpobiumisi Bupasni: 10 MO BHYTpimEBOBEeHHO aGo 5 M BHYTPIIIHEOM’#30BO
moAeHEO ab0 AeKiNpKa pa3iB Ha TEXKACHD 3a7I€KHO BiJi POIECY 3aTOEHHA.

[pe piaGerngniii monizelipomarii: mouaTkoBa 1038 CTAHOBHTE S50 MII (2000 Mr) Ha ROOY ¥y
BHTIIS/] BHYTPIMIHEOBEHHO! iH(Y3il HEPOTAroM 3 TIXKEIB i3 MONANBIIEM NEPEXOOM Ha TaOIeTKA:
2-3 Tabnerku 3 pasd Ha 706y (zo 1800 Mr) IPOTATOM HE MEHIIE 45 MICSIUB.

Jlimu. Jlani mWono 3acTocyBaHHs Ipenapary AiTAM Ha CLOTOAHI BiACYTHI, TOMy Npemnapar He
PEKOMEHIOBAHO 3aCTOCOBYBATH LjH kKaTeropii manienTis.

Hepedosysannn. Bunagxu nepeno3ysaHHs IIpenapaToM AKXTOBEriH HeBioMi. 3 ormsEAy Ha
dapmaxonoriuni BaacTHBOCTI JiKapchkoro 3acofy, He IepeaGavacThCs HiIKMX JOJATKOBEX
Hebaxaprx edexTis.

lobiuni peaxuii.

BHKOPHCTOBYIOThCS Taki KpHTepii /s KiacHdikanii 9acToTy po3BUTKY HeGakXaHAX peakuii, AKi
Ga3yIoThCA Ha HACTAaHOBax Pamu MiXHAPOJHHX OpraHisalif ME[MHHX HayK (CIOMS): myxe gacti
(> 1/10); =acti (> 1/100 axe < 1/10); megacti (> 1/1 000 ane < 1/100); pimxi (> 1/10 000 ane
< 1/1,000); myxe piaxi (< 1/10 000).

3 boky imynnoi cucmem:

Pizko: peakmii rimepdyTNHMBOCTI, BIJIIOYAIOUH aNePrivdHi peakmii. MoXJmBE BHHAKHCHHA
aHadiTaxTOIIHUX (ANEPTiTHHX) PEaKIliH, o MOXKYTH MPOSBILATHCA:

3 GoKy iMYHHOT cucmemu ma wikipu — MOXIIHBI peakuil TiIepayTaNBOCTI, BKIIOYAIOUH AJCPrivHi
peaxnii, anabinaxTuyni Ta aHainakToimHi peakmii aX A0 PO3BHTKY anadirakTHIHOTO IIOKY,
TiBHINEHHS TEMIIEPATYPH Tijla, 03H00, aHTIOHEBPOTHIHIA HaOpAK.

Pizko: rimepemis mkipw, MKipHi BHCHNAHEA, CBEPODK, KpOIWB’JHKA, [ifBHINEHA IITIHBICTE,
HaGpSKH KipH Ta/a60 CIM30BHX 0GOIOHOK, IPUILTHBH Xapy, 3MiHH y MIiCIli BBEICHHSL;

3 60Ky mpasHozo mpaxmy — AWCIENTAYHI BMINA, BKIIOYaioqH Gk B eniracTpanbHid IiTgHI,
HyJ0TY, OIIFOBaHHA, Aiapero;

3 Goxy cepyego-cyounnoi cucmemu — Oimb y niLIEWI cepus, 30LIBIIEHHS YaCTOTH CEPIEBHX
cKopoueHk (TaxikapZif), 3ajMIIKa, aKpoLia®os, OmiAicTs IKipH, apTepianbHa rimoTeHsia abo
rimepreHsis;

3 60Ky OuxanvHoi cucmemy — 30INBIIEHHS YACTOTH JAXAHHS, BIIyTTA CTUCKAHHA y TPYIHINA KT,
yTpy/JHEHE KOBTAHHA Ta/abo quxanHs, 6ink y TOpIi, Hallaj 3a/yxH;

3 6oky Hepaoeoi cucmemu — TONOBHHH OLNb, 3arajeHa cnaOKiCTh, 3allaMOPOYEHHS, BTpara
CBiZIOMOCTi, 36y/IX€eHH, TPEMTIHHA (TPEeMOp), HapecTesii;

3 6oxy Kicmxoeo-m 30601 cucmemy — O6iIb y M’ 3ax Ta/abo cyrnobax, 6iymn y morepexy.

V TaKkmX BHNAgKkax JKyBaHHA TNpenapaTtoM AXTOBEriH, PO3YMH JUIs iH’€KHiM, HeoGXizHO
IPHIIEHHTH i 3CTOCYBATH CHMIITOMATHYHY TEPAITito.

Wroume@ﬁnaw .
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Tepmin npudamnocmi, 3 pom;l.i. |

Vmoen 36epiranna. ‘36epiraTy -Ipu. TeMmepatypi He BHIE 235 °C B OpuriHanbHil yHakKoBui.
36epiraTi y HeIOCTYIHOMY JUIA JiTe# Miciu!

Hecymicnicmy. TIpenapar He-CHijl 3MiLYyBaTH B OnHiilf €MHOCTI 3 IHINMMHA pO3YMHAMH, 33 BHHATKOM
3a3zHaueHnx y posaini «Cooci6 3acTocyBaHHS Ta HO3H).

Vmaxoska. 110 2 M1 B aMIyii; o 25 aMITyl Y KapTOHHIHA KopoOmi.

ITo 5 M B aMiIyl; H0 5 aMIyn y KapToHHi# Kopobii.

Tlo 10 Mt B amITyIi; IO 5 aMITy’ y KapTOEHi# KopoOmi.

KaTteropis Bizmyexy. 3a perientoM.

Bapo6ruk. TOB «KYCYM ®APM», Vipaina/LLC «KUSUM PHARMD», Ukraine.

(naxysanus i3 dopma in-bulk dipmum-BEpobHEKA Takena Asctpia I'm6X, Ascrpif)/(packaging of
in-bulk manufacturer Takeda Austria GmbH, Austria).

Micne3HaxoKeHAA BAPOOHHEKA Ta oro aapeca Micosl IpoBaKeHAA AiILHOCTI.
Byx. Cxpa6ina, 54, M. Cymu, Cymcbka 001acTB, 40020, Yxpaina/54, Skryabina str., Sumy, Sumy

region, 40020, Ukraine.
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JlaTa 0CTAHHELOI'O MEPETJISAY.

m/—?zam o
oAl

C’7 cza(zg}{

YaromKeHo 3 MaTepian/ "
PEECTPALIHOIO A0CkE




