MHCTPYKLMA no npuMeHeHUI0 nekapcTBEHHOro npenapara
ONns MeAULIMHCKOro NpUMEeHeHUs

AxTtoBerun’

PeructpaunoHHbii Homep: AC-001323

ToproBoe Ha3BaHue npenapata: AKTOBETMH®

NekapcTBeHHan popma: pacTBOp AN UHBEKLMH.

CocraB

1 amnyaa (2 MA) COAEPXMT B KAYECTBE aKTUBHOTO BELLLECTBA aKTOBErMHA KOHLEHTPAT (B NepecyeTe Ha
CyXOW AENPOTEMHU3UPOBAHHbIM reMoAEpPUBaT KPOBU TeasiT) — 80 Mr;

BCrIoMorareAbHble BELLECTBa: HaTpusa XAOpUA — 53,6 Mr, BOAA AN MHBEKLMI — A0 2 MA.

1 amnyaa (5 MA) COAEPXHMT B KaUEeCTBE aKTMBHOIO BELLLECTBA aKTOBEMMHA KOHLEHTPAT (B NepecyeTe Ha
CyXOW AENPOTEUMHMU3NPOBAHHbIA FEMOAEPUBAT KPOBU TEAAT) — 200 mr;

BCrioMorarteAbHble BELLECTBa: HAaTpusA XAOpUA — 134 Mr, BoA@ AN MHBEKUMI — AO 5 MA.

1 amnyaa (10 MA) COAEPXMT B KAUECTBE aKTMBHOTO BELLECTBA aKTOBEMMHA KOHLEHTPAT (B NepecyeTe Ha
CyXOM AENPOTEUHMU3NPOBAHHbBIN reMoAepUBaT KpoBu Teadr) — 400 wmr;

BCrIoMorateAbHble BELLECTBA: HAaTPHUsA XAOPUA — 268 Mr, BOAA AAA UHBEKLMIA — A0 10 MA.

OnucaHue: Npo3payHbIit, XEATOBATbIV PacTBOP, MPAKTUUYECKM CBOOOAHbIM OT YaCTULL.
dapmakoTepaneBTUYECKAA rpynna: pereHepaLum TKaHen CTUMYAATOP.

Kop ATX: BOGAB

dapmakonoruueckoe AeMcTeue

dapmakoaAMHaMUKa

AHTUrMNokcaHT. AKTOBETMH® aBasieTca reMoAeprBaTOM, KOTOPbIM MOAYyYatOT MOCPEACTBOM AMAAU3A U
YABTPadUABTPALMK (MPOXOAST COEAMHEHMA C MOAEKYASIPHOM Maccokn MeHee 5000 AanbTOH).
MOAOXMTEABHO BAMSIET HA TPAHCNOPT M YTUAM3ALMIO TAOKO3bI, CTUMYAMPYET NOTPEOAEHWE KMCAOPOAA
(4TO NPUBOAMT K CTabUAM3aLMM NAG3MATUYECKUX MEMOPaH KAETOK NPU ULLEMUW U CHUXKEHUIO
06pa3oBaHus AakTaTa) 06nAapas, TakMm 06pa3oM, aHTUIMMOKCUUYECKUM AEMCTBMEM, KOTOPOE HauuMHaeT
NPOABAATLCA caMoe No3aHee veped 30 MUH NOoCAe NapeHTePaAbHOTO BBEAEHWA U AOCTUraeT
MaKCUMyMa B CPeAHEM Yepes 3 4 (2-6u).

AKTOBETUH® yBeAWUMBAET KOHLEHTPALIMM aAeHO3UHTPHUOCHaTa, apeHo3MHAKDOChaTa,
docdokpeaTmHa, a Takke aMUHOKUCAOT — TAyTamata, acnaptata U raMmMa-aMUHOMACASIHOW KUCAOTBI.
BansiHne AKTOBETMHa® Ha ycBOEHWE M yTUAU3ALMIO KMCAOPOAA, a TaKKe MHCYAMHOMOAOBOHAS
AKTUBHOCTb CO CTUMYASILIMEN TPAHCNOPTA U OKUCAEHWS TAFOKO3bI IBASKOTCA 3HAUMMbIMU B AEUEHUU
AvabeTyeckon noavHerponatunm (AMH).

Y naumeHToB ¢ caxapHbiM AnabeTom 1 anabeTnueckoi noanHenponatrein AKTOBETMH® poctoBepHO
YMEHbLLAET CUMNTOMbI MOAUHENPONaThm (KoAtoLLLas 60Ab, YyBCTBO XXKEHWS, NapacTe3nun, OHEMEHHE B
HUXHMX KOHEYHOCTSAX). O6bEKTUBHO yMEHbLIAKOTCA PACCTPOMCTBA YyBCTBUTEABHOCTH, YAYULLIAETCS
NCUXMYECKOE CaMOUyBCTBHE NaLMEHTOB.

dapvaKkokMHeTHKA

C NOMOLLLIO GapMaKOKMHETUYECKMX METOAOB HEBO3MOXHO M3yyaTb GapMaKOKUHETUYECKME
nokasateAn npenaparta AKTOBETMH®, NOCKOAbKY OH COCTOMT TOAbKO M3 HU3UOAOTUUECKHMX
KOMMOHEHTOB, KOTOPbIE 0ObIYHO NPUCYTCTBYIOT B OPraHu3me.

O HacTOALLErO BPEMEHMU HE 0BHAPYXEHO CHUXEHME GapMaKOAOTMUYECKOro 3ddEKTa reMOAEPUBATOB
y 60AbHbIX C UBMEHEHHOM GapMaKOKUHETUKOM (Hanpumep, nedeHouHas AWM noyeyHas
HEeAOCTaTOUHOCTb, U3MEHEHNSI MeTaboAN3Ma, CBSI3aHHbIE C MPEKAOHHBIM BO3PACcTOM, a Takxe
0Cc06eHHOCTU MeTaboAM3Ma Y HOBOPOXAEHHbIX).

MokasaHua

¢ MeTaboAMUECKME M COCYAUCTbIE HAPYLLEHWSI TOAOBHOTO MO3ra (B TOM YMCAE ULLIEMUUYECKUIA MHCYABT,
yepenHo-mMo3roBas TpaBma).

¢ [lepudpeprueckue (aptepuanbHble U BEHO3HbBIE) COCYAUCTbIE HAPYLLEHWUA U UX MOCAEACTBUS
(apTepuanbHasi aHronatus, TPOdUUECKHE A3BbI); AMabeTMueckas NoAMHeponaTus.

¢ 3aXuBAEHUWE paH (S3Bbl PA3AMUYHOM 3TUOAOTMU, OXOTM, TPOPUUECKUE HaPYLLEHUS (MPOAEXKHH),
HapyLLeHWe NPOLECCOB 3aXUBAEHUS PaH).

¢ [IpOdUAAKTUKE U AEUEHWE AYUEBBIX NMOPAXKEHMI KOXM 1 CAU3UCTbIX 060AOUEK NPU AyUeBOV Tepanuu.

MpoTuBONOKa3aHUA

TMnepuyBCTBUTEABHOCTL K Npenapaty AKTOBEMMH® uan aHaAorMuHbIM Npenaparam,
AEKOMMEHCUPOBAHHAs CEPAEUYHAsA HEAOCTATOUYHOCTb, OTEK AETKMUX, OAUTYPUSA, aHYPUSA, 3aAepXKKa
XWAKOCTU B OpraHusme.

C OCTOPOXHOCTBIO: TUMEPXAOPEMMUS, TUNEPHATPUEMMUS.

MpumeHeHne npu 6epeMeHHOCTH U AAKTaLMK: 1CMOAL30BaHKWE npenapata y 6epeMeHHbIX He
BbI3bIBAAO HEFATMBHOMO BO3AEMCTBMS HA MaTb MAM MAOA. OAHAKO MPU MPUMEHEHUN Y BEPEMEHHbIX
XEHLLMH HEOOXOAMMO YUUTbIBATb NOTEHLIMAABHBINA PUCK AAS TIAOAQ.

Cnoco6 npumeHeHUs 1 A03bl

BHyTprapTepuanbHo, BHYTPUBEHHO, (B TOM YMCAE U B BUAE UHOY3UM) U BHYTPUMBbILIEYHO. B cBA3K ¢
MOTEHUMAAbHOW BO3MOXHOCTBIO Pa3BUTHS aHaGUAGKTUUECKHX PEAKLMI PEKOMEHAYETCS NPOBOAUTL
TECT HA HAAWUME TNePUYBCTBUTEABHOCTU K MPenaparty A0 Hauyana MHOY3WH.

WMHCTpYKLMS MO UCMOAB30BAHMIO aMMyA C TOUKOM pasAoma:

PacnonoXuTb KOHUMK aMnyAbl PacnonoXuTb KOHUMK amnyAbl

TouKoM kBepxy! OCTOPOXHO s TOukoM kBepxy! OTAOMaTh KOHUMK,
NOCTYKKMBaA NaAbLEM W BCTPAXMBas KaK 3710 M300paXeHO Ha PUCYHKe.
amnyAy, AaTb PacTBOpy M3 KOHUMKa

aMnyAbl CTEYb BHUS.




MeTaboAnyeckue 1 COCyAMCTbIE HapyLLEHWSI FOAOBHOr0O Mo3dra: ot 5 po 25 MA (200 - 1000 mr B
CYTKW) BHYTPMBEHHO €XEAHEBHO B TEUEHWE ABYX HEAEAB, C MOCAEAYHOLLMM NEPEXOAOM Ha
TabAETHPOBAHHYIO HOPMY.

Nwemmuecknit uHcyast: 20-50 ma (800 - 2000 mr) B 200-300 ma 0,9 % pacTBopa HaTpus xAopuaa
A 5 % pactBopa AEKCTPO3bl, BHYTPUBEHHO KaneAbHO eXEAHEBHO B TeueHue 1 Hepenun, panee no

10 - 20 mA (400 - 800 Mr) BHYTPUBEHHO KaneAbHO - 2 HEAEAW C MOCAEAYIOLLIMM NEPEXOAOM Ha
TabAETMPOBAHHYO HOpPMY.

Mepupepnueckue (apTepuanrbHble U BEHO3HbIE) COCYAMCTbIE HapyLLEHUS 1 uX nocaeacTBusi: 20-30 MA
(800 - 1000 wmr) npenapata B 200 mA 0,9 % pacTBOopa HaTpua xAopuaa UAM 5 % pactBopa
AEKCTPO3bl, BHYTPUAPTEPUAABHO UAWU BHYTPUBEHHO EXEAHEBHO; NMPOAONKUTEABHOCTb ACYEHUS 4 HeAEAN.
Anabetnyeckas noamHeriponatus: 50 MA (2000 Mr) B CyTKU BHYTPMBEHHO Ha NPOTSAXEHWU 3 HEAEAb C
NOCAEAYIOLLIMM NEPEXOAOM Ha TabAETUPOBaHHYH GpopMy - 2-3 TabAeTKM 3 pas3a B AeHb He MeHee

4-5 mecsiLes.

3axueneHus paH: 10 ma (400 Mr) BHYTPUBEHHO MAM 5 MA BHYTPUMBILLIEYHO eXEAHEBHO UAK 3 - 4 pa3a
B HEAEAKO B 3aBMCMMOCTH OT NpoLecca 3aXUBAEHUA (AOMOAHUTEABHO K MECTHOMY AEYEHUIO
npenapatom AKTOBETMH® B AekapCcTBEHHbIX pOPMAX AN HAPYXXHOTO MPUMEHEHNS).

[MpogurakTka M ACUYEHUE AyHEBbIX MOPAXEHMI KOXU U CAUBUCTBIX 0BOAOYEK MPU AYUEBOH Tepanuu:
CcpeaHsas Ao3a cocTaBAsieT 5 MA (200 Mr) BHYTPMBEHHO eXEAHEBHO B NepepbiBax pasnauMoOHHOro
BO3AENCTBUS.

PaanaumoHHbI umcTut: exepHeBHO 10 MA (400 mr) TpaHCypeTpaAbHO B COYETaHWM C Tepanuen
aHTMOMOTUKaMMK.

CKOpOCTb BBEAEHHA: OKOAO 2 MA/MUH.

AAMTEABHOCTb KypCa AeYeHUA ONPEeAEAIeTCA MHAMBUAYAABHO COTAGCHO CUMMTOMATUKK U TAXECTH
3aboAeBaHUs.

Mo6ouHoe pencTBUE
AANEpPTHUECKME peaKLmm (KOXKHASA CbiMb, TMMEPEMUS KOXK, TUIEPTEPMMUSA) BMIAOTb AO
aHadUAAKTUUYECKOTO LLIOKA.

B3aumopeicTBue ¢ APYruMU AeKapCTBEHHbIMU NpenapaTamu
B HacTosLIee BPEMS HEU3BECTHO.

Ocobble ykasaHus

B cAyyae BHyTpHMbILLEYHOTO cnocoba NpUMeHEHWs BBOASIT MEAAEHHO He 6onee 5 MA.

113-3a BO3MOXHOCTW BO3HUKHOBEHUSA aHAaGUAAKTUUECKOW peaKkLmui pekoMeHAyeTcs NMPOBOAUTh
NPOOHYH MHBEKLMIO (2 MA BHYTPUMbILLEYHO).

PacTBOp AAS MHBEKLIMIA UMEET CAETKa XEATOBATbIN OTTEHOK. MHTEHCMBHOCTb OKPaCKU MOXET
BapbMPOBATLCA OT OAHOW MapPTUK K APYroM B 3aBMCUMOCTH OT 0COBEHHOCTEN MCMOAb30BAHHbIX
UCXOAHBIX MaTepUanoB, OAHAKO 3TO He CKa3blBaeTCs OTPMLATEABHO HA aKTMBHOCTU NpenapaTta UAK ero
nepeHoCMMOCTH.

He ncnoab3yiTe HeNpo3payHbli PacTBOP MAM PAcTBOP, COAEPXALLMIA YacTULbI.

MocAe BCKPbITHSE aMnyAbl, PACTBOP HEAb3A XPaHUTb.

®dopma Bbinycka

Pacteop ans nebekumit, 40 mr/mn.

Mo 2, 5, 10 mn npenapara B 6ecuBeTHbIE CTekNAHHbIE aMmmynbl (Tun |, EBp.dbapm.) ¢ Toukon pasnoma. Mo
5 amnyn B MnacTUKOBYIO KOHTYPHYIO S4EVKOBYHO YNaKkoBky. 10 1, 2 unn 5 KOHTYPHbIX S4ENKOBBIX YNaKOBOK
C UHCTPYKLWeii N0 MPUMEHEHMIO NOMELLIAIOT B KAPTOHHYIO Mayky. Ha naduky HaknemBatoT npo3payHble
3aLLMTHBIE HAKIENKN KPYrmon hopMbl C roriorpacpruyeckuMm HaanMcsMM U KOHTPOINEM NEPBOTO BCKPLITUS.

Cpok rogHocTH
5 net. He ucnonb3oBaTh Mo MCTEYEHUM CPOKa FOAHOCTY.

YcnoBus xpaHeHus
B 3awmiieHHOM OT cBeTa MecTe Npw Temnepartype He Bbiwe 25 °C.
XpaHWTb B HEAOCTYNHOM AA AeTen mecTe!

YcnoBus otnycka
OTnyckatoT no peuenty.

Opuanyeckoe N1LIO, Ha MMS KOTOPOTO BbIAAHO PErMcTPaLMoOHHOE YAOCTOBEPEHME:

000 «Takepa PapmacbOTUKaNCy

Poccusi, 119048, r. Mocksa, yn. Ycavesa, 4. 2, cTp. 1

Ten.: (495) 933-55-11, dakc: (495) 502-16-25

OnekTpoHHas nouTa: russia@takeda.com

Cant B uHTepHeTe: www.takeda.com.ru, www.actovegin.ru

MpeTteH3nn notpebuTenen HanpaenATb NO agpecy PUAVNHECKOrO NULA, Ha MS KOTOPOTO BbiAAHO
perucTpauvoHHoe yaoctoBepeHue: OO0 «Takena Papmacbtotukancy, r. Mocksa, Poccus.

MpounsBoauTenb

“Takena Asctpusi TmM6X”, ABCTpUs.

Crt. Metep-LWrpacce 25, 4020 JluHu, ABCTpUS.
“Takeda Austria GmbH”, Austria.

St. Peter-Strasse 25, 4020 Linz, Austria.

WIIN 6 criyyae ynakosku Ha OO0 « Takeda @apmacbromukancy, Poccusi:

MpouzBogutens YnakoBLMK/BbInyckaloLwwmim KOHTPOSb KayecTBa
“Takena Asctpusi TM6X”, ABCTpuS. 000 «Takena ®apmacboTvKancy

Crt. Metep-LWrpacce 25, 4020 JluHu, ABCTpUS. Poccus, 150066, r. Apocnaenb, yn. TexHonapkoBas, 4.9
“Takeda Austria GmbH”, Austria. Ten.: (495) 933-55-11

St. Peter-Strasse 25, 4020 Linz, Austria. dakc: (495) 502-16-25
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