WHCTPpYKIHSA N0 MEIHIIHHCKOMY NPHMEHEeHHI0
JIEKAPCTBEHHOIO CPeACTBA
AKTOBETHH®

Toprosoe Ha3BaHHe
AKTOBerHH"

MesxkayHapoaHoe HeMMATEHTOBAHHOE HA3BaHHE
Het

JlekapcTBennas ¢popma
Tabnerku, nokpeiTeie 0601049K0i 200 M

Cocras

Opnna Tabnerka MOKpBITast 060I0YKON CONEPKHUT:

aKmueHoe éewecmeo. NeTNPOTEHHU3NPOBAHHBIH FeMOIEPHBAT KPOBH TEJIAT -
200,00 mr

8CnoMo2amenbHble 6eujecmea. eI0I03a MUKPOKPHCTAIUTHYECKAs, TOBHAOH
— (K 90), maruus creapat, TajabK

cocmaé obonouku: caxapos3a, TtHTaHa guokcun (E 171), kpacurens
XHHONHMHOBBIM KenThid sak  amomuHueBbli (E  104), Bock ropHbIii
rnukoneseii, moBumoH (K- 30), maxporon-6000, aKalid Kamelb,
THIIPOMEJIO3B] PTanar, AUITHI(TAIAT, TAIbK

Onucanne
Kpyrisle 1BOsKOBBITYKIIbIe TabJIeTKH, OKPHITHIE OGOJIB’{KOPI 3€/ICHOBATO- o
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®apmako/iorHyecKHe cBoicTea

DapmaKkoKuHemuxka

M3yuuts dapMakokuHeTHYEeCKHe XapaKTepUCTHKH (abcopOius, pacnpejeneHue,
BEIBEJIeHHe) IpernapaTa AKTOBErHH HEBO3MOXXHO, IMOCKOJBKY OH COCTOHMT TOJBKO
U3  (GU3HONIOrHYEeCKHX KOMIIOHEHTOB, KOTOpble OOBIYHO IPHUCYTCTBYIOT B

OpraHusme,
Mlo Hactosmero BpeMeHH He OGHAPYKEHO CHHKEHHE (bapmMakoIoru4eckoro
ohdexTa remMomepuBaTOB y GONBHBIX ¢ HM3MEHEHHOI (hapMaKOKHMHETHKOH
(HampHMep, — NeYeHOYHas MM NOYedHas  HEJOCTATOYHOCTH, H3MEHEHHS
MeTabou3Ma, CBSI3aHHBIE C IPEKIOHHBIM BO3PACTOM, a TaKkKe OCOBEHHOCTH
MeTabo13Ma y HOBOPOXKAEHHBIX).

DapmakoouHamuxa

AKTOBerMH®  aHTUrHIOKCcaHT. AKToBermH®  sBiIsercs reMOIepUBaTOM,
KOTOpBIH MONy4alOT MOCPEACTBOM AHAIN3a U yIbTPa(HIbTPaLHy (npoxoasr
COCZIMHCHUS C MOJIEKYNApHO#H Maccoil meHee 5000 naneToH). AKTOBerHH®
BBISBIBACT ~ OpraHO-HE3aBUCHMYIO ~ WHTEHCH(DUKALMIO  SHEPreTHYECKOro
meTabonu3Ma B KieTKe. AKTHBHOCTh AKToBerHHa® NOATBEPXKICHA MyTeM
M3MEpEHHs! yBEJIMICHOTO MOINIONIEHHS] U TIOBBINIEHHOW YTHIH3ALHH [IIOKO3bI

M Kdcnopoja. Otu jaBa 3¢deKra B3aUMOCBI3aHBl, M OHH IIPUBOJAT K
MOBBIMICHAIO MpoayKkurd AT®, Tem cambiM B Goibiueii crenenn obecrneunBas
SHCPreTH4eCKHe NOTpeOHOCTH KieTku. IIpH ycloBHSX, OrpaHHYHBAIOIIMX
HOpManbHBle  (DYHKLUHHM  3HEPreTHYeCKOTO  MeTabonu3Ma (runoxcwus,
HEJOoCTaTOK cyOcTpaTa), W NpH INOBBULEHHOM  MOTpeGleHHH 3HEPTrHH
(3aKMBIIEHHE, pereHepanus) AKTOBEerHH® CTUMYJIMPYET 3HEepreTHYeCKHe
MpOLECChl (YHKLMOHANBHOTO MeTabonH3Ma M aHaGoIH3Ma. BropuunbiM

3 QeKTOM SIBISETCS yCHIIeHHe KPOBOCHAGKEHMS.

Biusinve AxtoBermHa® Ha yCBOGHHE U YTHIIM3ALIMIO KHCJIOpOZla, & TaKxe
MHCYIIMHOTIOA00HAs aKTHBHOCTH CO CTHUMYIISILIMEN TPaHCIIOPTa U OKHCJIEHUs
TJIIOKO3bL ABJIAIOTCS 3HAYUMBIMU B JIeYeHUH NHabeTH4ecKol noiuHeliponaTuu
(ATTH).

Y NaumeHTOB ¢ caxapHBIM IHAaGeTOM M IMabeTHYecKOl noJIMHeHponaTHen
AKTOBErMH® 1OCTOBEPHO YMEHBINAET CHMITTOMEI NOJUHEHponaTHH (Komomas
60mb, YyBCTBO JOKEHMs, MApACTE3HH, OHEMEHHE B HIIKHHX KOHEYHOCTSIX).
O6bekTHBHO yMeHbLIAIOTCS paccTpoicTBa 9YBCTBUTEIBHOCTH, YIIy4IlaeTcs

TICUXUYECKOE CaMOYYyBCTBHE IALIMEHTOB. S TP S By,
gl g
ITokazaHusi K NpHMeHeHH IO 19 08 75 f -
— MeTaboNHYEeCKHe W COCYUCThIE HapYIICHHs $OIOBHOTO MO3CA HCJe
JIeMEHLIM ); sy~ e ke { ;
—nepudepuyeckue (aprepuaibHble H BEHO3HbIE) cocy et ldPviderinia 1 ux

TMOCIENCTBUS  (apTepHaNbHAs AHIUOMATHS, BEHO3HBIE S3Bbl  HUGKHHX
KOHEYHOCTeH); nuabeTHyecKas MomMHeHponaTus.




Cnocob npuMeHeHHs H 103bl
J103b1 ¥ CIIOCO6 MPYMEHEHHUs 3aBUCAT OT HO30JOTHYECKOH (OPMBI U THKECTH

TedyeHHs 3abosieBaHusl.

BHyTpb Ha3Ha4aloT no 1- 2 tabnetkyu 3 pasa B JeHb nepes eod. TabneTky He
Pa3)KeBBIBAIOT U 3aMMBAIOT HEOOIBIIUM KOJTMYECTBOM BOJBI.
[Tpon0KUTENBHOCTD JiedeHUs OT 4 110 6 HeAeIIb.

IIpu nuaberuueckoit nonuneiponatu BBOAAT 2000 Mr B CyTKH BHYTPHBEHHO
Ha MPOTSHKEHMH 3 Hezlelb ¢ MOCTeIyIOIMM MepexoaoM Ha TableTHPOBaHHYIO
dopmy, o 2 — 3 Tabnetku 3 pasa B I€Hb He MeHee 4-5 MecsLes.

IToGounbie neHcTBUSA
— ajlepru4yeckue peaxiiuu, KpanuBHUIA
— BHe3aIlTHOoe ITOSBJIEHHE XKapa, [TOBBIIIEHHE TEMIIEPATYPhl

I[IpoTHBONOKA3aHHSA .
- TUIIEPYYBCTBUTEIBHOCTD K KOMIIOHEHTaM Ipenapara AKTOBEIrHH

- IETCKHI Bo3pacT 10 18 ner

- oAt ey

7 UTRTRG Lt OF Baus AND REDICAL ":\‘%_
JlekapcTBeHHblIe B3aHMOJIeHCTBHS cuvekTise Wcmm LA e
He ycTanoBieHo S &
e _ A T OBL
Oco0ble yKa3aHus -

Jemu A B,
B Hacrosiiiee Bpemsi HET JOCTYNHBIX [JaHHBIX M
peKOMeHIyeTCsl.

Hcnonvzosanue 6o epems bepemennocmu

IpuMeHeHHe TpermapaTa AKTOBErMH®  JOIMYCKaeTCs, €CIM  OXHIaeMas
TepaneBTHYECKas [10/1b3a IPEBOCXOAUT BO3MOKHBIA PUCK AJIA IJ10/1a.

IIpumenenue 8 nepuoo raxmayuu

[Tpu npuMeHEeHUU TperapaTa B OpraHu3Me yeloBeka He ObLIO BBISABIECHO HUKAKHX
HEraTHBHBIX TOCAENCTBHN [ MaTepd HIH peGeHka. AKTOBETHH® ClefyeT
MCIIONB30BaTh B MEPHOJ JAaKTallWH, TOIBKO €CIHM OXKHMIaeMas TepalneBTHYecKas
T0J1b3a MPEBOCXOIUT BO3MOXKHBIN PUCK 11 pebeHKa.

OcobenHocmu 8IUAHUS N€KAPCMEEHHO20 CPeOCmed HA CROCOOHOCMb YNpasisime
MPaHCNOPMHBIM CPEOCMBOM UIU NOMEHYUATLHO ONACHBIMU MEXAHUSMAMU

HeT unu BO3MOXXHBI HE3HAYUTE/IbHbIE BIHUAHHS.

Ilepeno3upoBka

Her maHHBIX MO BO3MOXXHOCTH MepPeI03UPOBKH IpernapaToM Axtoserns”. Ha
OCHOBE (hapMaKOJOrMYECKUX NaHHBIX HHKAKUE JIOIMOJHHTEIbHbIE HEeXeNaTeTbHbIe
3¢ deKTH HEe 0XKUAAIOTCS.

@®opma BBINYCKA H YyNIAKOBKAa
ITo 50 TabJIeToK MOMEILAT BO (JIAKOHBI TEMHOI0 CTeKJa,



3aBUHYMBAIOLIMECS KpBIIIKAMH, CHabXeHHble KOHTPOJIEM IEePBOr0 BCKPBITHI.
Ilo 1 dnakoHy BMecTe ¢ MHCTPYKLHEH MO METHUIIMHCKOMY NPHMEHEHHIO Ha
roCy/apCTBEHHOM H PYCCKOM 53bIKaX BKJIA[bIBAIOT B MaYKy KaPTOHHYIO.

Ha mnauky HaknewBalOT TIpo3padHble 3al[UTHbIE HaKIeHKHd KpyTJIOH
(GopMBI ¢ ronorpadpUHECKAMH HAAITHCIMHA U KOHTPOJIEM TIEPBOTO BCKPBITHSL.

YcnoBusi xpanenus
XpaHUTh B 3aUIMIIEHHOM OT CBETa MecTe IIpy TeMiepatype He Bbime 25° C.
XpaHHUTb B HEOCTYITHOM JUIS AeTeii MecTe!

Cpok xpaHeHHust
3 roxa _
He ucnone3oBaTh npenapart mocie UCTEUEHUS CPOKA FOFHOCH  oen. By,

EXPERTISE ArT OEMIC EMIL GAB
Ycii0BHS OTHYCKa H3 anTeK - Bhilibes -
[To peuenTty e X2 OR L

IlpousBoauTenn T oma
«Takena ['M6X», Jlenummrpacce 70-98, 16515 OpaHHeHGypr FepMaHHsI
«Takeda GmbH», Lehnitzstrasse 70-98, 16515 Oranienburg, Germany

HaunmMeHOBaHHe H cTPaHa BJIaJle/IbLa PerHCTPAIHOHHOIO YAOCTOBEpEHHs!
000 «Takena ®apmacerotuxancy, Poccus, 119048, r. Mocksa, yi. Ycauesa,
a.2,ctp. 1,

«Takeda Pharmaceuticals LLC», 2, Bl.1, Usacheva street, Moscow, 119048,
Russia.

Aopec opeanusayuu, npunumarowei na meppumopuu Pecnybruxu Kazaxcman
npemen3uu om nompebumeneii no kavecmey npooyKyuu (mosapa)
[TpencraBurenscTBo komnanuu «Takeda Osteuropa Holding GmbH» (ABctpus) B
Kazaxcrtane

r. Anmartsl, ya. lllamkuna 44

Homep tenedona (727) 2444004

Howmep daxca (727) 2444005

Anpec anextponHoi noutel DSO-KZ@takeda.com




