IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

AKTOBETIH
(ACTOVEGIN®)

Cknag:
Aitoya peyosmHa: 1 M npenapary MICTUTL AenpOTeTHI30BAHOIO reMoAepuBaTy i3 KpoBi TeNAT y BUrNA4i AKTOBEriHy KOHUeHTpaTy, 40 Mr CyXxoi Macu;
AOMOMI>KHI PEYOBMHW: HATPItO XN0opua, BoAa ANns iH’eKLiN.

NikapcbKa thopma. Po3unH ans iH’eKuii.
OCHOBHI (pi3MKO-XiMiYHi BNaCTMUBOCTI: PO3YMH XOBTYBATOr0 KO/IbOPY.

dapmakoTepaneBTUYHA rpyna. 3acobu, Lo BNAMBaKTh Ha TpaBHy cucteMy i MeTabosniyHi npouecn. Kog ATX A16A X.

dapmMakonorivyHi Bl1acTUBOCTI.

dapmakogyHamika.

Mpenapat AKTOBeriH € [JenpoTeiHi30BaHMM remMofepvBaToM i3 KPOBI TeNAT, WO MICTUTb TiIbKW (Pi3I0N0OriYHI PEUYOBMHM 3 MOSIEKYNAPHOK Macok meHLie 5000
[aNbTOH.

[ns npenapaTy AKTOBEriH BMacTMBI TPU OCHOBHI rpynu eqekTiB: MeTaboniuHa, HEMponpOTEKTOPHA Ta MIKpOUMPKYNnaTopHa. IHo3uTongoctar-onirocaxapuamn
(190), aki BXogaTb A0 CKnagy npenaparty AKTOBEriH, BiANOBifasibHI 3a MNOKPALLEHHS YTUi3auil Ta NOriMHaHHA KUCHIO, a TaKOX 3a MOKpPAaLLEHHSA eHEePreTUUYHOro
mMeTaboni3aMy Ta MOr/IMHAHHSA FNIOKO3W. Taka Ais NOTEHLIAIHO MOXe NPMHOCUTM KOPUCTb NIiCAs ypakeHb abo MOLLKOAKEHb TKaHWH Ta OpraHiB, 30KpeMa rof10BHOro
MO3KY, i 3HWXXYBaTW YTBOPEHHS NakTary.

Br3HayeHO KinbKa LWasxiB, AKUMU 34iACHIOETLCA HEMPONPOTEKTOPHUIA MeXaHi3M Aii npenapaTty AKTOBeriH, HarnpasieHU Ha 3MEHLLEHHSA anonTo3y, iHAYKOBaHOro
6eTta-aminoigHmMun nentugamu (AR25-35). beta-aminoigHi NMenTUAM BUCTYNAKOTb B PONI TPUTEPIB Y PAAI MOMIEKYNAPHUX Ta KNITUHHUX MPOLECIB, B TOMY YKCi
npyY OKCUAATUBHOMY CTpPecCi | 3ananeHHi, WO B pe3y/ibTaTi 3yMOB/IHOE 3armbesib HeMPOHa/IbHUX KNITWH, a Le, B CBOKO Yepry, Npu3BoAUTbL 0 MOPYLUEHHA nam’saTi Ta
KOTHITUBHUX (PYHKLiA.

AnepHuin daktop Kanna B (NF-KB) BUKOHYE YMCNeHHI (yHKLIT Y npouecax K Y LEeHTpanbHii, Tak i B nepudepuyHiii HepBOBIi cucTemi. BiH peryntoe npouec
3ananieHHs1, fKe noripwye nepe6ir gereHepaTMBHUX Ta CYAUHHUX 3aXBOPHOBAHb, | € (PAKTOPOM, AKWIA 3a/lydeHUin 00 (hOpMyBaHHS 0G0/bOBOTO CUHAPOMY, A0
MPOLLECIB HaBYaHHA, Nam’aTi Ta HEMPONPOTEKLi.

AKTOBETIH [0303a/1e)KHO aKTUBYE pernopTepHuin reH ekcnpecii NF-KB, i Us TpaH3UTOpHa akTuBaLisi MOXe LOHaIMeHLLIe YaCTKOBO MOSACHUTW HEpPOnpPOTEKTOPHI
B/IACTMBOCTI mpenapaty AKTOBeriH.

[HWNIA BaXKNMBUIA MeXaHi3m fii AKTOBEriHy noB’s3aHuii 3 agepHuM gepmeHtoMm noni (AL P-pnbosa)-nonimepasoto (MAPI). MAPI Bigirpae BaxvMBy posb Y
BUSIBNEHHI oAHoMaHuorosux pospmeis AHK Ta y ixX penapauii, npote HagmipHa akTuBauisi LbOro (QePMEHTY MOXXe CNPUYMHATU B KNITUHI Npoueck, AKi
MPU3BOAATL [0 3aBEpLUEHHA OKCUAATMBHOrO MeTabonismy. Lii npouecy B KiHLEBOMY pesy/ibTaTi MOXYTb NPU3BECTU [0 3arnbeni KNiTUHW BHACNILOK BUYEpnaHHS
3anaciB eHeprii. BusBneHo, Wo AKTOBEriH 3HUXYe akTUBHICTb MAPI, o nokpalye (yHKLIOHYBaHHS Ta ONTUMI3ye MOPQONOrivyHY CTPYKTYPY LIEHTpasIbHOT Ta
nepuepnyHOT HepPBOBOT CUCTEMM.

Mo3UTUBHUIA BNAMB npenapaty AKTOBEriH Ha MiKPOLMPKY/ALIKO 3YMOB/IEHUA TakMMW Oro egektamu, K 30i/bLUEHHS LUBUAKOCTI KPOBOTOKY B Kaninspax,



3MEHLLIEHHS MEepPUKaniIAPHOI 30HM Ta 3HVKEHHS TOHYCY MafKUX M’A3IB MpeKanifgpHuX apTepion i KaninapHUX CIHKTEPIB, 3HWKEHHSA apTepiosio-BeHYNAPHOIO
LUYHTYBaHHSA KPOBI 3i 30i/IbLLEHHSIM KPOBOTOKY B KanifispHOMY pycAi Ta NOCUNIEHHA (PYHKLIT eHAOTeNiaIbHOT OKCUACUHTA3N MIiKPOLMPKYNATOPHOrO pycna.
KniHiyHa edeKTMBHICTbL Ta 6e3neka.

Po3naamy MO3KOBOro KpoBooGiry, B TOMY YACAi NOCTIHCY/IbTHI KOTHITUBHI MOPYLUEHHSA Ta AemeHuisi. MpenapaT AKTOBEriH NPOAEMOHCTPYBaB MO3NTUBHUIA eqeKT B
CUMNTOMATUYHOMY NiKYBaHHI AeMeHLiT Ta NoB’A3aHMX 3 [JeMeHLie0 CTaHiB y noHag 450 nauieHTiB B pamMKaxX KiJlbKOX HEBEIMKUX PaH4OMI30BaHUX KAIHIYHUX
pocnigpkeHb. byna npogemMoHcTpoBaHa e(eKTMBHICTb MOPIBHAHO 3 Nnauebo oo KiHUEBMX TOYOK, SKi CTOCYBa/IMCb KOFHITUBHUX (DYHKLUiM, MOBCAKAEHHOI
aKTMBHOCTI Ta 3arasbHO1 KMiHIYHOI BiANOBiAi, B TON Yac IK CTaTUCTUYHO 3HAYYLLLOrO MOKpPaLLeHHS B LUBUAKOCTI KOrHITUBHMX NPOLECIB BUSIBNEHO HE 6YnoO.

B pamkax 12-mics4HOro paHgoMi3oBaHOro, NOABINHOIO CiNoro, Nnaue60-KOHTPOIbOBAHOIO AOCAIMKEHHS 3 OLIIHKOK 6e3neKkn Ta e)eKTUBHOCTI epeKT npenapaty
AKTOBETIH Yy NauieHTIB 3 MOCTIHCY/IbTHUMX KOTHITUBHVMMW MOPYLUEHHAMMW TOPiBHIOBa/IM 3 nnauebo. byno paHgomizoBaHo 503 nmauieHtTn (250 nauieHTiB
OTpMMyBasn npenapaTt AKTOBEriH) B nepiog Bif 5-ro fo 7-ro AHA Nicns BAHUKHEHHS iLEMIYHOr0 iHCY/bTY. 6-MiCAYHWIA Nepiof NiKyBaHHSA BKOYaB A0 20 iHgy3ii
(2000 Mr LiofAeHHO) 3 Noga/ibLUMM NpUMoMoM npenapaty y opmi TabneTok (2 Tabnetkm no 200 Mr Tpu pasun Ha foby), nicns 4oro NPoBOAUIOCL B6-MicsivHe
NiKYBaHHA-CMOCTEPEXEHHSA, MPOTArOM SKOro MauieHTiB Benu BigNOBIAHO A0 CTaHAAPTHOT KAIHIYHOI npakTMkyh. Yepe3 6 Ta 12 MmicAuiB y nauieHTIiB, SKi
OTpMMyBanM npenapaT AKTOBEriH, Bif3Ha4Ya/MCb CTATUCTUYHO 3Ha4yLli 3MIHW B KiNbKOCTi 6aniB 3a PO3LUMPEHOH) KOTHITUBHOK MNiALIKANOH LUKaIM OLIHKK
xBopobu Anburerimepa (ADAS-cog+) Ta 3a MOHpeanbCbKOK LUKANo OLHKM KOTHITUBHUX (DyHKUiA (MOCA) y NOPIBHAHHI 3 MauieHTamu, fKi OTpuMyBaiv
nnaue6o. Yepes 3, 6 Ta 12 micAuiB 6inblla YacTMHA NauieHTIB rpynu AKTOBEriHy, BiAMOBifana BM3HAYEHHIO TakuX, LLO BIAMOBINM Ha Tepanito 3a LUKaIoK
ADAS-cog+. YacToTa Cepio3HMX HebaxaHUX SBWLLY Ta CMepTeslbHUX BMNafKiB 6yna nogibHow B 000X rpynax fikyBaHHS. 3arajibHa 4actoTa MOBTOPHOMO
ILUEMIYHOrO IHCYNbTY MPOTArOM AOCNILKEHHS 6yna B nepefbayvyBaHuX 414 L€l NONyNAUiT nayieHTiB MeXXax, OfHaK [eLLo Buula YacToTa croctepiranacs B rpyni,
L0 OTpMMyBaia npenapar AKTOBETriH, NOPIBHAHO 3 rpynoto nnawebo.

MopyLleHHa nepuepuyHOro KpoBoobiry Ta T1X Hacnigku. MpubnusHo 190 nauieHTiB i3 3aXBOPHOBAHHAMU NepUREPUYHUX apTepiin OTpUMyBain NiKyBaHHS
npenapaTtoM AKTOBeriH BNpoLoBX nepiofy Bif 10 Ao 42 [HIB B paMKaX Ki/IlbKOX HEBE/IMKUX MOPIBHANBHUX PaHLOMI30BaHMX LOCMIIKEHb, B AKMX OY/10 NOKa3aHO
KOPOTKOCTPOKOBY MepeBary iH(y3iii npenapaty AKTOBeriH MOpiBHAHO 3 Mnaue6o. TlMokpalleHHs Yy BUrnagi 36inblUeHHS BiACTaHi XxoAbbu Ha 35-42%
MPOAEMOHCTPOBAHO B rpyni, WO OTPUMYBasia npenapar AKTOBETIH, MOPIBHAHO 3 rpymnoto nnauebo.

B pamkax BIAKPMTOro paHAOMi30BaHOro AoCnifpKeHHs 60 nauieHTIB 3 BEIMKAMM TPO(IYHMMM BMpasKaMn HDKHIX KiHLIBOK Ha (DOHI BEHO3HOI HeAOCTaTHOCTI
OTpUMYyBa/IM CTaHAAPTHY CxeMy Tepanii 3 [ojaBaHHAM npenapaty AKToBeriH abo 6e3 Takoro. [lMpenapar AKTOBEriH BBOAWAW Y BUMNALI LOAEHHUX
BHYTPILUHbOBEHHUX [HPY3iiA no 250 mn 10% po3umHy BRpofoBX 4 TWHKHIB. CepefHiii yac 3aroeHHs BMPa3oK cTaHoBWB 31 AeHb (B rpyni, WO OTpMMyBana
npenapaT AKTOBEriH) Ta 42 gHi (B rpyni, WO He oTpMMyBasa npenapaTt AKTOBeriH). MoKpalweHHs B KiflbKOCTi 6aniB 3a LUKaNoK iHTEHCUBHOCTI 60110 MOPIBHAHO 3
BUXIZHUM piBHEM CMnocTepirasiocb B 060X rpynax. 3oKpema B rpyni, Lo OTprMyBana npenapar AKTOBEriH, Bif3Ha4asioCb 3MeHLLEHHs KifbKocTi 6anis 3 4,47 [0
1,77, a B iHWi gocnigpkysaHiin rpyni —3 4,13 go 2,07.

[OiabeTnyHa noniHeriponatia (AMH). B aocnifpkeHHi, B skoMy B3faM y4yacTb 70 nauieHTiB 3 fiabeTMYHOK MofiHelponartieto, 6ynn NpoaemMOHCTPOBaHi
CTATUCTUYHO 3HAYYLLi 3MiHM Y BifACTaHi X0Abbu, WBUAKOCTI NPOBEAEHHS HEPBOBOMO iMMNY/bCY Ta 60/bOBIV YYTAMBOCTI Y NaLieHTIB, WO OTPUMYBa/IN liKYBaHHSA
npenapaToM AKTOBEriH, NOPIBHAHO 3 rpynoto nnauebo. PisHMUA y TepaneBTUUYHOMY eeKTi NOPIBHAHO 3 nsauebo cTaHoBUAA NPMGIN3HO 6,5 M Y BIACTaHI Xoa60M,
0,9 m/c B LUBMAKOCTI NPOBEAEHHSI HEPBOBOrO iMNYyNbCY Ta 6,8 6ana 3a WKanor 60160801 YyTAMBOCTI (3a 100-6a/1bHOMO LLIKAsOH).

B pamkax 6-MicSs4yHOro noABiliHOro CNinoro, paHAoOMi30BaHOro, nnaue6o-KOHTPOMIbLOBAHOIO AOCAIMKEHHA 3 OLIHKOK Mpodinto 6e3nekn Ta eqeKTUBHOCTI 567
NauieHTiB 3 LYKPOBMM fiabeTom 2-ro Ty Ta 3 CUMMTOMATMYHOK [iabeTUUYHOK AUCTaIbHOK MofiHelponatieto oTpumyBanv 20 BHYTPILLUHLOBEHHUX HAY3iiA
npenapaty AkrtoseriH (2000 mr/goby) (n = 281) abo nnayebo (n = 286) o4MH pa3 Ha A00Y BNPOAOBX MakcUMyM 36 [HIB, MiCS YOro oTpumyBanv no 3 Tab/eTku
npenapaTty AkTtoBeriH (1800 mr/go6y) abo nnaue6o Tpu pasn Ha o6y BnpogoBX 140 gHis. MNpu 3acTocyBaHHI npenapaTy AKTOBEriH CNOCTepiraBca Kpaiyuii
eheKT NOPIBHAHO 3 Mnauebo Npu OUiHLI NEPBMHHOI KIiHLEBOT TOYKM 3a LUKaNOK 3arajibHol OUiHKM cuMmnToMiB (TSS), BKAOYatOuM MO3UTUBHI HEMpONaTUYHI
60/1b0Bi CUMMNTOMM, NEYiHHSA, NAPECTEe3it0 Ta OHIMIHHS CTON YmM Hir. MiX rpynoto NikyBaHHS Ta KOHTPO/IbHOKO rPynoto He 6Y/10 BUSBNEHO 3HAYYLLMX BiAMIHHOCTEN




Y PO3MOBCHOPKEHHI HEOKAHWNX ABULL,

PapmakoKiHe TuKa.

3a oNoMOororo (hapMakoKiHETUYHMX METO/IB HEMOX/IMBO BUBUNTM (PapMaKOKIHETUYHI XapakTepucTMKK npenapaty AKToBeriH (abcopbuis, po3noain Ta enimiHauis
aKTUBHMWX IHTPEAIEHTIB), OCKINbKN BiH CKNAAaETLCS TiNbKM 3 (Di3i0NOriYHNX KOMMOHEHTIB, AKi 3a3BMYali HasBHI B OpraHismi.

Pe3ynbTatu, OTpUMaHi B AOCNIIKEHHAX HA TBapUHaX Ta B pamKax KNiHIYHMX AOCNIMKEeHb, MoKasanu, WO Ais npenapaTty MoYMHAETLCSA He Mi3Hile HiXK yepes 30
XBWVH MiCNs A0Oro BBeAeHHS. MakCUMaibHWIl ePeKT [OCAraeTbCs Yepe3 3 roAMHM Micns napeHTepasibHOro BBeAeHHS abo nepopasibHOro 3acTocyBaHHS npenapary
(Big 2 0o 6 roauH).

KniHiYHI XapaKTepUCTUKN.

Noka3aHHA.

- JNikyBaHHS 3aXBOPIOBaHb MO/IOBHOrO MO3KY CYAMHHOIO reHesy, Y TOMY YMCAI NOCTIHCY/IbTHUX KOTHITUBHUX MOPYLUEHb Ta AeMeHLiT.

- JlikyBaHHSA MopyLUeHb nepudepnyHoro (apTepiasibHOro, BEHO3HOI0) KPOBOOBIry Ta iX ycKnagHeHb (apTepiasibHa aHrionaris, BeHO3Ha TpogivHa BUpaska).
- NlikyBaHHA AiabeTnyHOT noniHeponartii (4MH).

MpoTunokasaHHs.

FinepuyTAmMBICTb f0 OYAb-AKNUX KOMMOHEHTIB Npenapaty abo [0 npenapatis No4i6bHOro cknagy.

[ekomMneHcoBaHa cepLeBa HefOCTaTHICTb, HAOPSK flereHb, ONirypis, aHypis € 3aralbHUMU NPOTUMOKa3aHHAMM [0 iH(Y3iNHOT Tepanil, TOMy BBeleHHs npenapaty y
BUrNALI IHY3iA NpK LMX CTaHax NPOTMINOKa3aHe 3 OrfisAy Ha MOX/IUBY rineprigparawyito.

B3aemogisi 3 iHLWIMMK NikapcbKMMKM 3ac06amim Ta iHLLi BUAM B3aEMOZIN.
JaHnx 1oa0 B3aEMOAiT AKTOBEriHY 3 iHLWMMK npenapaTammn HEMaE.

Oc06/1MBOCT i 3aCTOCYBaHHSI.

BHYTpILLHLOM’A30B0 6aaHO BBOAMUTM He Gifiblue 5 M Ha J06Y, OCKiNbKN PO3YUH € TiNepTOHIYHMM.

PO34MH anst iH’ ek cymicHmMin 3 0,9 % po3ynHOM HaTpito xnopugy 1a 5 % po3umHOM IIHOKO3N.

MpenapaT AKTOBEriH, pO34MH AN1S iH €KL, CNif 3aCTOCOBYBATU Y CTEPUNbHMUX YMOBaX. OCKI/NIbKN npenapaT He MiCTUTb KOHCEPBAHTIB, BMICT amy/iv NPU3Ha4YeHUi
A1 OHOKPATHOr0 BUKOPWUCTaHHSA. BiAKpUTI amnynn Ta rotoBWiA pPO3YMH CAif HeramHo BMKOpUCTaTW. HeBMKOpUCTaHWIA nNpenapat Ta BigxoAu chif yTunisysatu
BIAMOBIAHO 4O MICLEBNX BUMOT.

Uepe3 NOTEHLINHNIA PU3NK BUHUKHEHHSA aHagiNakTUYHUX peakuiii peKOMeHAYETbCA NPOBECTM NPOOHY iH’eKUit0 (TECT Ha rinepyyTnmMBICTb). Iicna NpoBeaeHHS
MPOBHOT 1H’eKLiT NiKapcbKoro 3acoby AKTOBEriH, PO3YMH ANA iH’€KLiA, HeoOXiAHO NPOBOAMTW MOHITOPWHI CTaHy NauieHTiB Ha MpeaMeT PO3BUTKY O3HaK Ta
CUMMTOMIB TinepyyTnMBOCTI. [layieHTM NOBWMHHI nepebyBaTu Nif HarnsgoM nikaps He MeHwe 30 XBWAMH MiCNS BBELEHHA Mpenapaty 3 MOBHOLIHHUM
MeAMKaMeHTO3HUM Ta IHCTPYMEHTa/IbHUM OCHALLEHHAM A/1 NPOBeAEHHS, B pa3i HEO6XiAHOCTI, NPOTULLIOKOBMX 3aC00iB.

Y pasi po3BUTKY NOpyLUeHb BOLHO-e/IEKTPONITHOTO 00MiHY (Hanpuknag, rinepxnopemii, rinepHatpiemMii) He06XiLHO MPOBECTU BIAMOBIAHY KOPEKLito.

PO34MH Ansa iH’eKLiA Mae nefb XOBTYBaTWIA BIATIHOK. IHTEHCUBHICTL 3abapB/ieHHS MOXKe BapitoBaTV B Pi3HMX MapTifax npenapaTy 3aneXHo Bif 0C06/MBOCTEN
BMKOPMCTaHUX MOYaTKOBMX MaTepiasiB, OfHaK Lie He NMO3HAYaeTbCA HeraTMBHO Ha aKTUBHOCTI npenapaTy abo YyTaMBOCTI [0 HbOTO.

He cnig BUKOPUCTOBYBATU MyTHUI PO34MHM @60 PO3UMHI 3 BUAMMUMM YaCTOUKAMU.

Mpenapat AKTOBeriH MiCTUTb 40 13,7 Mr HaTpito B 1 M1 npenapary, Lo CNif BpaxoByBaTu naLieHTam, AKi JOTPUMYHOTLCS AIETU 3 HU3bKUM BMICTOM CONi (HaTpito).



3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHA rpyaato.

MpenapaT MOXHa 3aCTOCOBYBATMW Yy MNepiof BariTHOCTI abo rofyBaHHs rPyALto TiNbKN TOAI, KOMM TepaneBTUYHa KOPUCTb ANS MaTepi NepeBuLLYe MOXINBUIA PUSUK
AN nnoga abo autuHKn. Mig yac 3actocyBaHHs nNpenapaty AKTOBEriH Npy MiaueHTapHiin HeaoCTaTHOCTI, X0M | PigKo, CnocTepiranvca netanbHi BUNagKu, SKi Morim
OyTW HacNiflKOM OCHOBHOIO 3aXBOPIOBaHHA. He pekoMeHAyeTbCA 3aCTOCOBYBaTY NpenapaT AKTOBEriH Npy MiaueHTapHi HefoCTaTHOCTI. 3acToCyBaHHSA npenapary
AKTOBETIH Y Mepiof rogyBaHHs rpyAato He CYrnpoBOAKYBa/I0CA XOAHUM HEraTUBHUMU edeKTaMu Hi 4ns MaTepi, Hi 415 UTUHN.

34aTHICTb BNAMBATY Ha WBMAKICTb peakLii Nnpy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.
AKTOBETiH He Ma€ abo Mae Aiy>ke He3HaYHWUIA BNJIMB Ha LWBMAKICTb peakLil npy KkepyBaHHI aBTOTPAHCMOPTOM abo iHLWNMMK MexaHidmamu. OfHak, cnif 6patu fo yBaru
MOX/IMBI NMPOSABM MOBIYHOI AT 3 60KY HEPBOBOT CUCTEMU (AUB. PO34in «T10b6iUHI peakuii»).

Cnoci6 3acTocyBaHHs Ta [03W.
AKTOBETIH, PO34MH ANA 1H’ €KL, MICTUTLCS B aMnyiax 3 Kpankoro Aist po3fiomy.
FAK BigKpMBaTX amny/v 3 Kpankoto Ans po3fiomy:

1 3

|
HanpaBTe BepXxHI 4YaCTUHY Bignavainte BEpXHIO 4YacTUHY
amnynn 3 KO/IbOPOBOHO amnynu, AK Le MNoKasaHo Ha
Kpankow  Bropy. [aite PUCYHKYY.

PO3UYMHY CTEKTU 3 BEPXHbOI
YaCTUHM  amnynu  BHUS3,
3nerka  MOCTyKyroun  Ta
CTPYLUYOUM amnyny.

3aranbHi pekomeHzauii.

AKTOBEriH, po3yvH Ans iH’eKUil, 3aCTOCOBYBAaTU BHYTPILLIHbOBEHHO, BHYTPILUHbOAPTEPialbHO ab0 BHYTPILLIHBOM’A30BO Ta MOXHa LoAaBaTu A0 iHQY3iAHMX
PO34NHIB.

3anexHo Bif THKKOCTI CTaHy XBOPOro Ta KMiHIYHOT KapTMHKU crioyaTky BBoAATb 10-20 Mn npenapaty AKTOBEriH, PO3yvH ANs iH’e€KUil, BHYTPILUHbOBEHHO a60
BHYTPILUHbOAPTEPia/IbHO LOAHSA; A9 NOAANbLIOr0 NiKyBaHHSA BBOAATb 5 MJ1 BHYTPILUHbOBEHHO ab0 MOBISIbHO BHYTPILIHLOM’A30BO LWOAHA ab0 [AeKiNbKa pasisB Ha
TUXK[EHb.

[na 3acTtocyBaHHS Yy BUrNsAgi iHQy3id HeobxigHo pogatm 10-50 mn npenapaTy AKTOBEriH, po3uvH ans iH’ekuiin, go 200-300 M1 OCHOBHOTO pPO3YUHY
(i30TOHIYHOro hi3ionoriyHoro posumMHy abo 5 % po3UMHY T/IHOKO3M). 3a1eXKHO Bif TSXKKOCTI CTaHy XBOPOro Ta K/IHIYHOT KapTWHW 3AIACHIOTL 1-2 iHy3ii
BHYTPILLUHLOBEHHO ab0 BHYTpILLHbOApTepiaibHO LWOAHA ab0 AeKinbKa pasiB Ha TWXKAEeHb, 3araibHa fo3a — 10-20 iHdys3iil. Mpu 3acTocyBaHHI NpenapaTy y BUMNAAI



iH(Y3iil cnif BUKOPUCTOBYBATU iHY3iiHI cuctemun 3 hinbTpamm 15 MKM. PekoMeH0BaHa LWBUAKICTb iH(Y3ii CTaHOBUTb NPUGIN3HO 2 MII/XB.

BHYTPILWHLOM’A30BO PO34YMH BBOASATH MOBINIbHO, HE Oinblue 5 M Ha A06Y, OCKiNbKY BiH € FiNepTOHIYHUM.

[,03yBaHHA 3a/1eXKHO Bifj NOKa3aHb /15 3aCTOCYBaHHS.

[Mpy 3aXBOPHOBAHHAX FO/IOBHOrO MO3KY CYAMHHOrO reHesy: cnoyarky 10 M1 BHYTPILUHbOBEHHO LLOAEHHO MPOTArOM 2 TWXHIB, Aani — 5-10 M/ BHYTPILIHbOBEHHO
JeKifibKa pasiB Ha TWXKAEHb LLOHaIMeHLLe NPOTArom 4 TUXHIB.

Mpwv apTepiabHiin aHrionaTii: gogat 20-50 Ma npenapaTty A0 OCHOBHOIO PO34MHY, 3aCTOCOBYBATW BHYTPIiLUHbOAPTEPia/IbHO 260 BHYTPILLIHLOBEHHO LOAEHHO ab0
[eKifnbKa pasiB Ha TVXKAEHb; TPUBAICTb JTIKYBaHHSA — 6/1M3bKO 4 TUXKHIB.

Mpn BEHO3HIN TPOMiYHIN BMpasui: 10 MA BHYTPILLHLOBEHHO ab0 5 M1 BHYTPILUHLOM’S30BO LLOAEHHO ab0 AeKiflbKa pasiB Ha TWXK[AEHb 3a/IeXKHO Bif npouecy
3aro€HHS.

Mpw aiabeTUYHIN NoniHerponarii: noyaTkosa fo3a CTaHOBUTb 50 M (2000 mr) Ha fo6y y BUrNAAl BHYTPILLHLOBEHHOT iH(Y3iT MPOTAroM 3 TWXKHIB i3 nodasibLunm
NepexofoMm Ha TabneTku: 2—3 TabneTkn 3 pasu Ha Joby (go 1800 Mr) NpoTAroMHe MeHLue 4-5 MicsLiB.

[iTwn. [aHi Wwoao 3actocyBaHHA npenapaty AiTSM Ha CbOroAHi BiACYTHI, TOMY npenapaT He peKOMeHA0BaHO 3aCTOCOBYBATU Ljiil KaTeropii nawieHTiB.

Mepeno3yBaHHsA. Bunagkn nepefo3yBaHHs npenapatom AKTOBEriH HeBIfOMI. 3 orngay Ha (hapMakosioriyHi BNacTMBOCTI /liKapcbKoro 3acoby, He nepefbavaeTbes
HiSIKMX 00AaTKOBUX HebaxXaHMX e(heKTiB.

Mo6iyHi peakuil.

BrKopuCTOBYIOTBLCA TakKi KpuTepil A4ns Knacugikauii 4acToTv po3BUTKY HebaxaHUX peakuiil, siki 6a3ytoTbCA Ha HacTaHOBaxX Paay MiKHapOAHMX opraHisauiii
mMegnuHmx Hayk (CIOMYS): ayxke yacTi (= 1/10); yacTi (= 1/100 ane < 1/10); HevacTi (= 1/1 000 ane < 1/100); pigki (= /10 000 ane < 1/1,000); ay>xe pigki (<
1/10 000).

3 60Ky IMYHHOT CMCTEM:

PifKo: peakLii rinepuyTnMBOCTI, BK/OUYaOUM anepriyuHi peakuii. MoXnnBe BUHMKHEHHS aHa(inakToigHMX (anepriyHnx) peakuii, o MOXYTb NPOSBAATUCS:

3 BOKY iIMYHHOI CMCTEMM Ta LWKIpU — MOX/MBI peakLil rinepyyTAnBOCTI, BKOUaOUM aneprivyHi peakuii, aHaginakTUyHi Ta aHagiNnakToiaHI peakLii aX A0 po3BUTKY
aHaiNaKTUYHOr O LLOKY, NiABULLEHHS TEMMNEPaTypu Tina, 03HO6, aHriOHEBPOTUYHMIA HABPSIK.

PifKo: rinepemis WKipK, WKIPHI BUCUMNAHHS, CBEPOIX, KPOMWB’SHKa, NifABuWLLEHA MITAMUBICTb, HABPAKN LWKIpK Ta/abo CM30BUX 060MI0HOK, MPUMANBK Xapy, 3MiHU Y
MiCL{i BBEAEHHS;

3 60Ky TpaBHOro TpakTy — AUCNENTUYHI ABULLA, BK/IOUaKOUM Oiflb B eniracTpanbHil AinsHui, HyfoTy, 6/110BaHHS, fiapeto;

3 BOKYy CepLEeBO-CyAIMHHOT cucTeMn — 6inb y AiNaHUi cepus, 306iNbLUEHHS YacTOTW CepLeBMX CKOpoYeHb (TaxikapAis), 3afuMllKa, akpouiaHo3, 61idicTb LKipw,
aprepiasibHa rinoTeH3is abo rinepreHsis;

3 BOKy AuxanbHOi CMCTEMW — 36iNbLUEHHS YaCTOTU AMXaHHS, BiAYYTTA CTUCKaHHS Y FPYAHIA KNiTUi, YTPYAHEHe KOBTaHHSA Ta/abo AuxaHHs, 6inb y ropni, Hanag,
3afyxu;

3 60Ky HEPBOBOI CUCTEMU — FO/IOBHUIA 6iNb, 3arasibHa CNabKicTb, 3aNaMOPOYEHHS, BTPaTa CBIAOMOCTI, 30y AKEHHS, TPEMTIHHA (Tpemop), napecTesi;

3 60Ky KICTKOBO-M’A30BOI cMCTEMU — 6iflb Y M’s3aX Ta/abo cyrnobax, 6inb y nonepeky.

Y Takunx BuUnagKax NikyBaHHs npenapaTtoM AKTOBEriH, PO34MH ANA iH €KL, HEOOXIAHO NPUMMHATK i 3aCTOCYBATV CUMMNTOMATUYHY Teparito.

TepmiH NpUAATHOCTI. 3 POKMW.



YMmoBW 36epiraHHsA. 36epirati npu TeMnepatypi He BuLLe 25 °C B opuriHa/bHIl ynakoBLi. 36epiratn y HefoCcTynHomy Ans aitei micui!

HecymicHicTb. Mpenapart He cnif 3MillyBaT B OAHIN EMHOCTI 3 iHLUMMM PO34YMHAMMU, 38 BUHATKOM 3a3HavyeHuX Y po3gini «Cnocib 3actocyBaHHS Ta [403U».
YnakoBKa. Mo 2 mn B amnyni; No 25 aMnyn y KapTOHHIn Kopoou,i.

Mo 5 mn B amnyni; No 5 amMnyn 'y KapTOHHI KOpooLi.

Mo 10 mn B amnyni; No 5 amnyn 'y KapTOHHIN KOPOOGL.

Karteropis Bignycky. 3a peLenTom.

BupobHukK. TOB «KYCYM ®APM», YkpaiHa/LLC «KKUSUM PHARM», Ukraine.
(nakyBaHHs i3 hopmu in-bulk dipmun-BnpobHMKa Takega ABCTpis F'm6X, Asctpis)/(packaging of in-bulk manufacturer Takeda Austria GmbH, Austria).

Micue3HaxomMkeHHSA BUPOOHMKaA Ta A0ro agpeca Micua NPoBagKeHHS LisiNIbHOCTI.
Byn. CkpsbiHa, 54, m. Cymun, Cymcbka o0bnactb, 40020, YkpaiHa/s4, Skryabina str., Sumy, Sumy region, 40020, Ukraine.



