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Toprosoe HaumeHOBaHUE
AxToBerun®

MexayHapoaHoe HeMMaTEHTOBAHHOE HA3BAHUE
Her

JlekapcTBeHHasi (popma, 103UPOBKA
PactBop st uabekuumii 40 mr/mi - 2 i, S Mt u 10 m

dapmakoTepaneBTHYECKas rPynia

KpoBb u opransl KpoBeTBOpeHus. [ 'eMaToiornueckue npenaparsl IpyTHe.
Kon ATX BO6AB

IoxkazaHus K NPUMEHEHUIO

B cocTtaBe KOMIUIEKCHOM TEpaInu:

- CHMIITOMaTHYECKOE JICUEHHE KOTHUTUBHBIX HAPYIICHH, BKIIOYas
IIOCTUHCYJIbTHbIE KOTHUTUBHBIE HAPYIICHUS U JEMEHLUIO

- CHMIITOMAaTHYECKOE JICUeHUE HapyIIeHUH epudeprudeckoro KpoBooOpaIeHus 1
UX TIOCJIEICTBUI

- CUMIITOMAaTUYECKOE JieueHne quadetndeckoit nmonunenponaruu (AITH)

IlepeueHb cBegeHU, HEOOXOAMMBIX 10 HAYAJIA IPUMEHEHUS
Ilpomueonokaszanusn

- TUIIEPYYBCTBUTEILHOCTE K KOMIIOHEHTAM Ipenapara AKTOBEruH®

- 001IMe MPOTUBOIIOKA3aHNS K MH(PY3MOHHOW Teparuu: JeKOMIICHCUPOBaHHAS
cepieYHast HeJJOCTATOUYHOCTbh, OTEK JIETKUX, OJIUTYPHS, aHypUS, THIIEPTUIPATALINS
- IETCKUi Bo3pacT a0 18 net

- MAIMEeHTaM ¢ (PEHIIKETOHYpHUEH
Heooxooumbie mepvl npedocmoporscHocmu npu npuMeHeHuu



N3-3a BO3MOKHOCTH BO3HUKHOBEHMSI aHA(DUIIAKTUUYECKON peaklud peKOMEHIyeTCs
IPOBOANUTH MPOOHYIO UHBEKIUIO (TECT Ha TUIIEPUYyBCTBUTEIBHOCTH). 3aTEM, MOCIIE
MEepPBOTO TPUMEHEHHUs] Tpemnapara AKTOBeTMH®, BCe MAIMEHTHI JIOJDKHBI OBITh
MPOBEPEHbl HAa HAJIMYKME CUMIITOMOB THUIIEPUYYBCTBUTEILHOCTU. PexoMeHmyercs
MPOBOAUTE MOHUTOPUHT 3THX MAIMEHTOB B TeueHUe He MeHee 30 MHUHYT mOpu
HaJIMYUU JOCTYyNa K HEOTJIOKHON MEIUIIMHCKON MMOMOIIH B CJIy4ae BOSHUKHOBEHUS
aHa(UIIaKCUU.

B ciyuyae DdJEKTPONMTHBIX pPaCCTPOMCTB (TaKUX KaK THUIEPXJIOPEMHUS U
TUTIEpHATPUEMHUS], COCTOSIHUE TPH KOTOPHIX BbI MOXETE€ TMOYyBCTBOBATH
YPE3MEPHYIO KAy, MBIIICUHYIO CI1a00CTh), YKa3aHHbIE COCTOSIHUS JIOJKHBI OBIThH
COOTBETCTBYIOIIMM 00pa30M CKOPPEKTUPOBAHBI.

N3-3a Hamuuusg HaTpUsh B COCTaBe IIpenapara, CJIEAYeT C OCTOPOKHOCTHIO
MPUMEHSTH JIMIaM, COOJTFOAOIIUM OE€CCOJIEBYIO JUETY.

B3aumooeiicmeus ¢ Opyzumu nexkapcmeeHHvIMU npenapamamu

He ycranosiieHsl.

CneyuanvHble npedynpexcoeHus

[TapeHTepanbHOE BBEJCHHE IIpenapara CIeayeT MPOBOAUThL B CTEPUIbHBIX
YCIOBUSX.

PacTBOp 111 MHBEKIMI WMEET CJIErKa EJITOBAThIM OTTEHOK. MHTEHCHBHOCTH
OKpPacKM MOXET BapbUpOBATHCS OT OAHOW MapTUU K APYrol B 3aBUCUMOCTU OT
OCOOCHHOCTEM HCMOJIb30BAHHBIX MCXOJHBIX MaTepHalioB, OJHAKO JTO HE
CKa3bIBAETCS OTPUIIATEIIBHO HA aKTUBHOCTH MpenapaTa Wik ero NepeHOCUMOCTH.
He ncnonp3yite HEMpo3padyHblil pacTBOP WM PACTBOP, CONEPKAINNA YACTULIBIL.
[Tocne BCKPBITHS aMITyJIbl PACTBOP HEJb3s1 XPAHUTh.

BcnomorarenbHbie BElIeCTBa ¢ U3BECTHBIM 3P hekToM

deHnnaNnaHuH

JlaHHBIM JIeKapCTBEHHBIN TMpenapar coJepXuT GdeHunananud. DOeHunalaHuH
MOKET ObITh BPEIHBIM JJI MalMEeHTOB ¢ (penmkeTonypueit (OKVY).

Hatpwuii

JlaHHBIN JIEKapCTBEHHBIN MperapaT coAaep:kut HaTpuil. ClienyeT UMeTh B BUIY B
cily4ae MalreHTOB, HAXOASIIUXCS HA JUETe C HU3KUM COJIEP>KaHUEM COJIH (HATpus).
Kanuit

JlaHHBIN JIeKapCTBEHHBIM Mpemnapar coAepKuT Kanuid. CienyeT MMeTb B BUIY B
cllydae TIAllMEHTOB C TIOHIKCHHOW (YHKIMEH TIOYeK WM TMalUCHTOB,
HaXOJSIINXCS HA JUETE C KOHTPOJIMPYEMBIM COJEPKAaHUEM KaJusl.

IIpumenenue 6 neduampuu

B Hacrosiiee BpeMs JaHHBIE O NPMMEHEHHMH Mpemapara AKTOBETHMH® Y JIHI
JIETCKOT0 BO3pacTa OTCYTCTBYIOT, IO3TOMY IpenapaT He JODKEH MPUMEHSTHCA Y
JAHHOM TPYIIIbI JIUII.

Bo epemsa bepemennocmu unu rakmayuu

AxToBerun® ciemyer NPUMEHSTH TOJNLKO B TE€X CIIydasx, KOrJa TepaneBTUYECKAs
10JIh3a TIPEBBINIAET OTCHIIMAIBHBIN PUCK JJIS IJI0/1a WU peOeHKa.



Ocobennocmu 6nusaHUA npenapama Ha CnocOOHOCMb YAPABIAMb MPAHCHOPMHBIM
Ccpeocmeom unu NOMeHYUaIbHO ONACHLIMU MEXAHUIMAMU

Biusinue mpenapara AKTOBErMH® Ha CHOCOOHOCTH YIPABJIATH TPAHCIOPTHBIMU
CpeICcTBaMu M paboTy ¢ MEXaHU3MaMH HE YCTaHOBJIEHO.

PexomeHaanuu no npuMeHeHN IO

Peosicum 0o3uposanus

Bcerna npuHumaiTe npenapaT B IIOJIHOM COOTBETCTBUH C PEKOMEHIAUSMHU
Bamero nevamero Bpava. [Ipu mosiBI€eHMM COMHEHHUM IMMOCOBETYMTECh ¢ Bammmum
JIeYallliM BpayoM.

B 3aBUCMMOCTH OT CTENEHU TSHKECTH KIMHUYECKOM KapTHHBI, CHayaja CIeIyeT
BBoauTh 1o 10 —20 My mpemapara BHYTPUBEHHO WJIM BHYTPUAPTEPUAIBHO
eXenHeBHO. Jlng  nmanpHeWmiero Jie4eHus N[O S M BHYTPUBEHHO WM
BHYTPUMBILIIEYHO MEJJIEHHO, €XKEJIHEBHO WJIM HECKOJIbKO pa3 B Hexemoo. Jlid
uHpy3nonHoro BeegeHus ot 10 mo 50 mu npemnaparta cieayetr 106aButh k 200-300
MJI OCHOBHOTO pacTBOpa (M30TOHMYECKOIO pacTBopa HaTpus xyopuaa win S5 %
pactBopa ritoko3b1). CkopocTh HHGY3UU OKOJIO 2 MJI/MHH.

JIsi BHYTPUMBIIIEUHBIX WHBEKIMI HCHOJIB3YIOT He Oojiee 5 M Tpemapara,
KOTOPBIM  CIE€QyeT BBOAUTh MEJIEHHO, TIOCKOJbKY PacTBOp  SIBJISIETCA
TUIIEPTOHUYECKUM.

Ilocmuncynomuble KoCHUMUBHbBLE HADYUIEHUSL

B ocTpom nepuroje uieMmuyeckoro HHCYIbTa, HauuHasg ¢ S — 7 aus, no 2000 mr B
CYTKH BHYTPUBEHHO KanesnbHO 0 20 HHPY3uil ¢ mepexo10M Ha TabJIEeTUPOBAHHYIO
dbopmy o 2 Tabnetku 3 pa3a B aeHb (1200 mr/nens). OO11as Ipo0KUTENBHOCTh
JIeueHus: 6 MecsIeB.

Jlemenyus

[To 2000 Mr B CyTKHA BHYTPUBEHHO KaMeJNbHO 10 4 HENEIIb.

Hapywenus nepugpepuuecrkoco kposoobpawjenus u ux nocieocmeust

ITo 800 — 2000 Mr B CyTKM BHYTpPHAPTEPUAIBHO WJIM BHYTPUBECHHO Kalle€JIbHO.
[IpoaOMKUTENBHOCTD JI€YEHUS 10 4 HENIEb.

JInst nedeHusl MalMeHTOB C XPOHUYECKUMH OOJMTEPUPYIOMIMMH 3a00JI€BaHUSAMU
apTepuii HWKHUX KoHeuHocTed IIB cramuu mo @DoHTeliHy OBLIM H3Y4YEHBI
3¢ PekTUBHOCT M 0O€30IaCHOCTh MpHMEHeHMs Tmpemnapata 1o 1200 wr
BHYTPUBEHHO KaIleJIbHO B TEUYEHHE 2 HENENb C IMOCIEAYIOIMM I[EPEX0J0M Ha
TabeTupoBaHHyo Gpopmy 1o 1-2 tabnerku 3 pasa B AeHb 10 10 Hegens.
Juabemuueckas noaunetiponamus

[To 2000 mMr B cyTku BHYTpUBEHHO KamenbHO 20 uHQY3ui C mepexoaoM Ha
tabnerupoBanHylo ¢opmy 1o 3 Tabmerku 3 pasza B geHb (1800 wmr/menn)
IPOJOJDKATEIBLHOCTD OT 4 10 5 MecILIeB.

Metoa u nyTh BBeIeHUS

AxtoBerun®, pacTBOp IS MHBEKIMH, IPUMEHSETCS  BHYTPHMBIILEYHO,
BHYTPHUBEHHO (B TOM YHCJIC B BUI€ UH(PY3Hi1) WM BHYTPHAPTEPUATHHO.



Pexomenoayuu no ucnonv3osanuro amnys ¢ 0OHOU MOYKOU U3NOMA:
1. Bo3bmute ammyiy Tak, yTOObI BEpXyIIKa, COAEpKallasi METKY, HaXOAHJIacCh
KBEPXY.
2. OCTOpOKHO MOCTYKHBAsi NaJIbLIEM M BCTPAXUBAS aMIlyJly, AaTh pacTBOPY U3
KOHYHKA aMITyJIbl CT€Yb BHU3.
3. OtnomaTh BEpXyLIKY aMITyJibl, HAJaBJIMBAsl HA METKY.

Mepul, Komopule HeodX00UMO RPUHAMD 6 Clyuae nepeodo3uposKu

He 6110 Cily4aeB NePeN03UPOBKYU penapatoM AKTOBETHH” .

Pekomenoayuu no oobpawenuro 3a KOHCyabmayueu K MEOUYUHCKOMY
PAdOMHUKY 071a  pA3bACHEHUA CROCO0A NPUMEHEHUA  J1IeKAPCMEEeHHO20
npenapama

[Ipn HamMuuM BOMPOCOB MO TMPUMEHEHHWIO Ipermapara oOpaTUTech K JieHaliemy
Bpady.

Onucanue HeXeJaTeJbHBIX peaknuil, KoOTOpble MPOABJISIOTCA IPH
crangapTtHoMm npuMmeHeHun JIII u mMepsbl, KoTOpbIe cieayeT NMPUHSITH B 3TOM
ciaydae
Peoxo (Bctpeuarorcs y 6osee 0,01%, Ho menee 0,1% nanueHToB)

— aJUIepruyecKue peakiuu (JIeKapCTBEHHAs JIMXOPAIKa, CAMIITOMBI II0KA).

— KpaluBHHUIIA, BHE3AIIHOE IIOKPACHEHHE.
HUcknrouumenvho peoxo/ B eounuunvix ciyyasx u m.o. (Bctpeuatrorcst y menee 0,001%
MaIMEHTOR)

— MHaNrus

IIpy BOZHMKHOBEHUM O0KMJAAa€MbIX JIEKAPCTBEHHBIX peakuuil o0pamarbcs K
MEJIMIUHCKOMY pPa00THHUKY, GapManeBTHYeCKOMY PA0OTHUKY MJIM HANIPAMYIO
B HHpOpMAUMOHHYI0 0a3y [JaHHBIX [0 HeEXKeJATEeJbHBIM pPeaKkuusiM
(meficTBHAIM) HAa JIEKapPCTBEHHbIC Mpenaparbl, BKJIKOYAas COOOLIEHHMS O
HEeI(P(PEKTUBHOCTH JIEKAPCTBEHHBIX NIPENapaToB



PI'Tl ma IIXB «HaumoHansHblli L[eHTp 3KCIIEpTU3BI JIEKAPCTBEHHBIX CPEICTB U
MEAMIMHCKUX u3fenuit» Komuter MeaunuHckoro U (apMaieBTHUYEeCKOro
KOHTposist MunuctepcTBa 31paBooxpanenus Pecniyonuku Kazaxcran
http://www.ndda.kz

JlomnoiHUTEIbHBIE CBEICHUS

Cocmag n1ekapcmeennozo npenapama

OpnuH M pernapara CoACPKUT

akmusHoe geujecmao - 40 Mr 1enpoTENHU3UPOBAHHOTO FEMOJIEPUBATA KPOBU TEIST
B BHJIe AKTOBETMH" KOHHeHTpaTa*

gcnomozamenibHoe geuiecmeo — BOAA 11 NHbEKIUU.

*conepmm OKOJI0 26,8 MI HaTpHsl XJI0pHIa

Onucanue éneuwinezo euoa, 3anaxa, 6Kyca

[Ipo3paynblil pacTBOP JKEJITOBATOTO LIBETA.

dopmMa BBINYCKA U YIAKOBKA

ITo 2, 5 uim 10 M1 ipenapata B O€CHBETHBIE CTEKJITHHBIC aMITYJIbI C TOYKOM
pasioma.

ITo 5 ammyJ1 BKJIaIBIBAIOT B IJIACTUKOBYIO KOHTYPHYIO STYEMKOBYIO YIIAKOBKY.

Mo 1 (g 5 M u 10 mu) wnm 5 (g 2 Mi1) KOHTYPHBIX STYEMKOBBIX yIAaKOBOK
BMECTE C MHCTPYKLMEHN M0 MEAULMHCKOMY MPUMEHEHUIO HA Ka3aXCKOM U PyCCKOM
A3bIKAX ITIOMEIIAIOT B KAPTOHHYIO M1aYKYy.

Ha mauyky HakinewBalOT Mpo3padyHbie 3allUTHBIE HAKIEHKH Kpyryiod (opMmbl C
rojorpapuuecKuMu HAAMUCIMU U KOHTPOJIEM NIEPBOTO BCKPBITHSL.

Cpok xpaHeHus
3 rona
He mpuMeHsTh 110 HCTEUECHUH CPOKa TOAHOCTH!

Ycnoeua xpanenusn

XpaHUTh B 3aIIMIIECHHOM OT CBETa MECTE MPU TeMriepaType He Bbiiie 25°C.

He BbeiOpackiBaiiTe mnpenapaThl B KaHAIM3ALMIO WIM C OBITOBBIM MYCOPOM.
YTouHuTe y pabOTHHKA aNTeKU, Kak U30aBUTHCSl OT MpernapaToB, KOTOPbIE OOJIbIIE
HE NOTPeOYIOTCSA. DT MEPHI MO3BOJIAT 3ALUTUTH OKPYKAIOIIYIO CPEAY.

XpaHHUTh B HEJOCTYITHOM JJIsI IeTeil mecTe!

Yci0Bus 0TIyCKA M3 alITEK
ITo penenty

CgBenenusi 0 mpou3BoaUTENE
00O «Takena @apmacsrotukaicy», Poccus, 150030, ropon Spocnasnb, ynauia
Texnonapkosasi, 1oM 9


http://www.ndda.kz/

Ten.: (495) 933-55-11
dakc: (495) 502-16-25
OnexTpoHHas noyta: russia@takeda.com

Jep:kaTesib perucTpaluOHHOTO YA0CTOBEPEHH S

00O «Takena @apmacerotukanc», Poccus, 119048, r. Mocksa, yi. Ycauesa, 1. 2,
ctp. 1

Ten.: (495) 933-55-11

dakc: (495) 502-16-25

OnexTpoHHas noyra: russia@takeda.com

HaumeHoBaHuMe, aapec UM KOHTAKTHbIC /aHHbIE (Tesedon, paxc,
JJIEKTPOHHAs I0YTAa) OpraHu3anuu Ha teppuropun Pecnydiunkn Kazaxcrawn,
NPUHUMAKOLIEH NpeTeH3un (mpensioKeHu) no Ka4eCTBY

JIEKAPCTBEHHBIX CPeICTB OT MoTpeduUTeN el MW  OTBETCTBEHHOHM 3a
MOCTPErHCTPALMOHHOE HA0JI0AeHHe 32 0e30lACHOCTHI0 JIEKAPCTBEHHOI'0
CpeacTBa

TOO «Takena Kazaxcran»

050040, Anmartsl, ya. Hlamkuna 44

Tenedon: +77272444004

OnekrponHas noura: AE.AsiaCaucasus@takeda.com
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