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PerucrpauuoHHbii Homep: /IM-006377

Toprosoe HaumeHoBaHme: AMNOAUNUH PeHesan

TNekapcreeHHan ¢popma: Tabnetkn

Cocras

CocTaB Ha ofjHy TabneTky

Heticmeylowee sewecmso:

Al 6esunar 6ecunar) - 6,944 mr. -13,889 mr
(B nepecyeTe Ha - 5,000 mr -10,000 mr.
8¢ sewecmea: (o] Tannndeckas 102, kanbuua ruppodocdar,

KapBOKCUMETUNKpaxMan HaTpuA, MarHns cteapat

Onucanve

Ana do3uposku 5 me

Kpyrnble nnockounnmHapuyeckie tabnetku 6enoro unv noutn 6enoro useta ¢ Gpackoit.

Ana dozupoeku 10 m2

Kpyrnble nnockoumnmHapryeckie tabnetku 6enoro unm noutn 6enoro Luseta ¢ Gackoii 1 PUCKOIA.

p p nyeckan rpynna: p «ves KaHanos.
Kop ATX: CO8CAO01

Dapmakonoruyeckue ceoiicTsa

DapmakoauHammnka

Mpowu3ssoaHoe avrugponupuarHa — 6nokatop «MeAneHHbIX» Kanbunesblx kaHanos (BMKK), okasbisaeT
TUMOTEH3NBHOE 1 aHTUaHIMHaNbHOE fAelicTaue. b P > KaHarnbl, CHUXaet

TPaHCMeMBPaHHbI/ NEePEXos MOHOB KaslbLA B KNeTKy (B 60fbLuelt CTeneHu B raaKoMbILeYHbIe KNeTKi
COCY/10B, YeM B KapANOMUOLWTSI). AHTUAHTHAsIbHOE AeiiCTBIe 0GYCOBIEHO PacLIMPEHemM KOpoHap-
HbIX 1 Neprdepuyeckinx apTepuii n aprepuon:

Y noxunbix nauueHToB (cTapwe 65 neT) BbiBeAeHMEe amnounuHa 3ameaneHo (T2- 65 uyacos) no
CPaBHEHWIO C MONOABIMY MaLNEHTaMV, OfIHAKO 3Ta Pa3HMLA HE UMEET KINHNYECKOTO 3HaUEHMA.

c (i Hedoc| mblo
Yanuterue TY2 y NaLMEHTOB C NEYEHOUHOI HEJOCTATOUHOCTbIO MPEANONaraeT, YTo Mpu AINTENbHOM
NPYMEHEeHNM KyMYNALMA Npenapata B opraHusme 6yaeT sbiwwe (T 40 60 Yacos).

c (i Hedoc! meio
TMoyeyHas HEOCTATOUHOCT He OKa3bIBAET CYLLIECTBEHHOTO BANAHNA Ha KUHETUKY aMioavniHa. Mpenapat
NPOHMKaeT Yepe3 remaTosHuedannyeckni 6apbep. Mpu remoaunanuse He yaanaetca.
Tpumererue y nayueHmos demckozo 603pacma
Monynay oe ¢ nJecKoe 1ccneaoBaHne Gbio MPOBEAEHO C yyacTuem 74 MauneHTos
[IeTCKOTO BO3pacTa C rMnepTOHNYECKOI 6osIe3HbIo B Bo3pacTe oT 1 40 17 neT (34 nauvenTa 8 Bo3pacTe ot
6 10 12 neT 1 28 nauneHToB B BO3pacTe oT 13 Ao 17 neT), nonyyaslumMX amnoaunuH B Aose ot 1,25 4o 20 mr
ofvH UK ABa pasa B cyTKW. CpeaHwnii nepopanbHbin knuperc (CL/F) y peteir B Bo3pacte oT 6 Ao 12 net n
y NOAPOCTKOB OT 13 0 17 neT coctaBnAn 22,5 1 27,4 n/4ac COOTBETCTBEHHO Y ManbyuKoB 1 16,41 21,3 n/u
COOTBETCTBEHHO Y AeBOYEK. Habnioaanich Gombiune pasinima B SKCNO3NLNM CPEAN NaLMEHTOB. [laHHbie
0 fieTAX MnaaLe 6 fIET OrpaHNYeHbl.

MokasaHua K npuMeHeHnIo

« ApTepuasnbHas runepTeHsua (8 MOHOTEPANUN UM B KOMGUHALMM C APYFUMU FAMOTEH3MBHBIMU
CpeacTBamM: AVypETUKaMu, 6eTa-afpeHO6N0KaTOPaMI, NHINGUTOPaMI aHTVIOTEH3UHMPEBPaLLalo-
wero pepmeHTa);

« CTEHOKApAWA HanpsmXeHWA, Ba3ocnacTuyeckas C (c n -8
MOHOTEPANWI M B KOMBUHALIM C APYTAMM aHTUAHTHATIbHbIMY NIEKaPCTBEHHBIMU CPEACTBAMY;

« apTepuanbHan rnepTeHsua y AeTelt B Bospacte 6-17 net.

MpoTusonokasanusa

« ToBblWweHHas UYyBCTBATENbHOCT K aMAOAWMMHY M APYIUM MPOW3BOAHBIM AWMAPONMPUANHA,
MoBbILLIEHHaA YyBCTBITENIbHOCTb K IDYrMM KOMMOHEHTaM npenapara;

« TAXenas apTepuanbHan runoTeHsua (cuctonnyeckoe AZl meree 90 MM PT.CT.);

+ 06CTPYKLVA BbIHOCALLETO TPAKTa IeBOTO JKENY/0UKa, KNMHIYECKM 3HaUMMbIi CTEHO3 a0pTbI;

+ WOK (BK/IOYAA KapAYOreHHbIN WOK);

+ reMOANHAMNYECKI HeCTabUIbHAA CepAeYHaA HEJOCTaTOUHOCTb MOC/e MHaPKTa MOKap/aa;

+ 6epeMeHHOCTb 1 NEPVOf rPYAHOTO BCKapMAMBaHNA;

+ BO3pacT A0 18 neT (3¢:peKTNBHOCTL 1 6€30MaCHOCTb He yCTaHOBNEHDI).

+ AETCKMi BO3PAcT A0 6 neT (3pdeKTUBHOCTL 1 6e30MacHOCTb He YCTaHOBEHbI NPU apTepuanbHoi
rUNepTeH3ny), ANA OCTanbHbIX " npenapart npo y 0B Mnaauwe 18 net

« MpU CTeH; BbIP: Tb MWEMUM MUOKApAa, Paclmpas r yeckne

Coc 0

apTepuoribl, CHUXaeT obljee nepudpepnyeckoe CoCyancToe CONPOTUBEHIE, YMEHBLIAET MOCTHArPY3Ky
Ha CepfiLe, CHUXaeT NOTPEBHOCTL MMOKAP/Ia B KNC/IOPOAE;

+ pacwmpAA KOPOHapHble apTepui 1 apTepuonbl B ve HHBIX 30HaX
MUOKap/a, YBENMUINBAET NOCTYN/IEHIE KUCAOPO/a B MUOKAP/ (OCOBEHHO Npu Ba30CMaCTUUECKON CTeHO-
Kapauv), NPeoTBPaLLIaeT Ca3m KOPOHAPHbIX apTEPHiA (B TOM YMCAIE BbI3BAHHBIII KypeHuem).

Y NaumMeHToB CO CTabUbHOIN CTEHOKapaMeil pa3oBas CyTOUHas f403a yBENNYMBAET TONEPAaHTHOCTb K
bu3nyecKol Harpyske, 3aMeanAeT passuTUe NPUCTYNOB CTEHOKAPAMN 1 CALIGMUYECKOIN lenpeccuin
cermeHTa ST, CHKAeT YacToTy MPUCTYMOB CTEHOKAPAUN 1 NOTPEGNEHUA HUTPOTMLIEPUHA 1 APYIUX
HUTPaTOB.
O

A oe MO rnno’ oe fleficTeune. MMNoTeH3MBHOE feiicTBre 06yCnoB-
NIEHO MPAMbIM Ba30AUNATUPYIOLLVIM BAVAHMEM Ha MajiKne MbilliLibl COCya0B. Mpu apTepuanbHoil runep-
TEH3UM Pa30Ban [103a 06ECrIeUMBaET KNMHNYECKN 3HaUMMOE CHUXKEHNE apTepuanbHoro aasneHna (Afl)
Hanp 24 yacos (B naLmneHTa «iexar U «CToA»).

OpTocTaTuyeckas rUNOTEH3WA MPW MPUMEHEHWM aMONANMNHA BCTPEYAeTCA [OCTaTONHO PEfiKO.
A He C TONEPaHTHOCTU K pU3NYECKON Harpy3ke, ppakLmm BbIGPOCa NeBoro
KeNyaouKa. YMeHbLLIAET CTeneHb runepTpoduin M1oKap/ia NeBoro xXenyaouka. He okasbiBaeT BAVAHNA
Ha COKpaTMMOCTb 1 Mp ™ He PEedNEKTOPHOTO YBENYEHNA YNCTOTbI
ceppeuHbix cokpatyennin (4CC), Top arperauio CKOPOCTb KNYBOUKO-

« HapyweHnue dyHKUMM neyeHy;

+ CUHAPOM C1abOCTN CUHYCOBOTO Y3/1a (BbIP: )

+ XPOHNUeCKan cepAeyHan HeAOCTaTOYHOCTb Herwemnyeckol stTonorum (Ill-IV gyHKunoHanbHoro knacca
no knaccudukaumm NYHA);

« HecTabunbHas C (3a nct CTeH MpuHLy

« nerkan WM yMepeHHas CTeneHb apTepuanbHoN UNoTeH3NN, NPY OHOBPEMEHHOM NPUMEHEHNN C
WHrMbuTOpamu nu nHayKTopamu nsopepmenta CYP3A4;

+ aOpTasibHbIil CTEHO3, MUTPaSIbHbIN CTEHO3;

+ runepTpoduieckan 06CTPYKTUBHAA KapavoM1onaThs;

* OCTpbIit MHAPKT MIMOKapAa (M B TeueHMe 1 MecALa nocne Hero);

+ HapyuieHue GyHKLIM NoveK;

+ Y NaLVMEHTOB NOXWOrO BO3pacTa.

TMpumeHeHne Npn 6epPeMEHHOCTY 1 B NEPUOA FPYAHOTO BCKapMAINBaHUA

Be30nacHOCTb NPUMEHEHA aMIOANNMHA BO BpeMA GEPEMEHHOCT 1 B NEPUOA TPYAHOTO BCKapMAMBa-
HUA HE YCTaHOB/IEHa, NOSTOMY NPUMEHEHUe aMIOANMIHA BO BPEMA 6EPEMEHHOCTI 1 B EPUOA FPYAHOTO
BCKapMINBaHUA BO3MOXKHO TOLKO B Clyuae, KOrAa Nofib3a /iA MaTepi NpeBbllaeT PUCK ANA Naoaa
HOBOPOX/IEHHOTO.

BOI1 dunbTpaLmm, cnabbim YECKUM AeNCTBUEM. I'Ipvu Avabetnyeckoin Hepp

He YBENNUMBAET BbIPAKEHHOCTb p pun. He o KaKoro-n16o He6naronpuaTHOro
BAVAHUA Ha OGMEH BEWECTB U KOHLIEHTPALMIO MO8 MN1a3mbl KDOBM U MOXET MPUMEHATLCA Npn
Tepanuu nauneHTos ¢ 6POHXMaNbHON acTMOiA, CaxapHbiM AvabeTom 1 NOAarpoil. 3HaunMMoe CHUKeHNe
ALl HabniopaeTcA Yepe3 6-10 Yacos, ANNTENbHOCTL SddeKTa - 24 yaca.

Y NauueHToB ¢ 3a60/1eBaHNAMU CEPAEUHO-COCYANCTON CUCTEMbI (BKIOUAA KOPOHAPHBIN aTepoCKepo3
C nopaxeH1eM OHOrO COCY/ja U 10 CTeHo3a 3-X 1 Gonee apTepuii, aTepOCKIEPO3 COHHbIX apTepuii),
nepeHecx UHGApPKT MUOKAPAa, YPECKOXKHYIO TPaHCIOMUHAsbHYIO KOPOHAPHYIO aHronnacTuky
(4TKA) nm y naumeHToB co CTeHoKapavel NpYMeHeHne aMnoAUNuHa NpedynpexaaeT passuTiie yTon-
LiEHVIA KOMIIEKCA CHTUMA-MeAa» COHHbIX APTEPMii, CHINKAET NTANIbHOCT OT MHGAPKTa MIOKAPAR,

OnbIT uA Mo , UTO aMNOANMUH BLINENACTCA B XKEHCKOE rpyaHoe Monoko. CpeaHee
COOTHOWEHME MONIOKO/M11a3Ma ANIA KOHUEHTPALUY BMIOANMIHA COCTaBINO 0,85y 31 KOPMALIEI KEHLHBI,
KOTOpble CTPajany apTepuasnbHoi runepreHsueil, o6yc HOCTbIO, 11 oAy am-
NIOAVINVH B HAYanbHOM AO3MPOBKE 5 Mr B CyTKM. Jl031pOBKa npenapata npu HEOGXOAMMOCTU KOppekK-
TUpOBanach (CPeAHAA CyTOUHaA [103a aMIOANNMHA U [103a B 3aBUCMMOCTM OT BECa COCTaBUAM 6 M 1
98,7 MKI/Kr Macchl Tefla COOTBETCTBEHHO). Mpeanonaraemas CyTouHas [403a amlIOANNMHa, Noflyyaeman
MAazieHLEM Yepes rpy/IHOE MOJIOKO, COCTABNACT 4,17 MKI/KF MacChi Tena.

Cnoco6 npuMeHeHA 1 A03bI
BHyTpb, 3annBasn Y2 CTakaHa BOfbI.

nHcynbTa, YTKA, a0pTO-KOPOHAPHOTO WYHTUPOBAHNA, TKC 0 Yncna rocl no
MOBO/lY HECTaBUIbHOI CTEHOKaPANM 11 MPOTPECCPOBaHUA XPOHUYECKOI CEPEYHOI HEAOCTAaTOYHOCTI
(XCH), cHuxaeT yacToTy BMeLLaTeNbCTs, Ha BOCCTaH KOPOHapHOro KPOBOTOKa.

He nosbilaeT nokasatenb CMEPTHOCTU WIN Pa3BUTUA OCAIOKHEHMI W NETarbHbIX VCXOLOB Y MaLMEHToB

H 71033 1A NeYEHWA apTEPUAbHON MANEPTEH3NN 11 CTEHOKAPAUN COCTaBAAET 5 Mr 1 pas B
CcyTKu. Mpy HEOBXOAMMOCTY 1033 MOXET GbiTb yBENMUEHa 10 MaKCMabHOM — 10 M OAHOKPATHO B
CcyTku. Mpu CTEHOKapAWM HaNPAXEHIUA 1 Ba30CMaCTUUYECKOIN CTEHOKapANUM — 5-10 MF B CYTKU OHO-
KpaTHO. [1nA NpoGUAaKTIKM NPUCTYNOB CTeHoKapaum — 10 Mr B CyTKi.

¢ XCH (II-V dyHKunoHanbHbIi Knacc no knaccudukaumm NYHA) Ha doHe Tepanuu AMroKCUHOM, He TpebyeTca n3meHeHUA A03bl MPU OAH! HOM [ hil AnypeTuKamm,
AMYPeTUKaMU U UHINBUTOPamMm aHr P o ¢ep (AN®). ¥ naumentoB ¢ XCH 6eTa-apeHo6I0KaTOpPamMm 1 MHIMBUTOPaMU aHrMOTEH3MHNPeBpaLyaioLiero depmerTa (AMD).
(-1 dyHKy / Knacc no Knacc NYHA) KOI1 3TMONOTN NPU Np! Iy y CHap i ¢ (i noyek

aMIOAMNMHE CYLL|ECTBYET BEPOATHOCTL BO3HUKHOBEHMA OTEKa NIErKMX.
[pumeHeHue y nayueHmos demckozo 803pacma (8 803pacme om 6 iem)

B uccnepoBaHum ¢ yyactuem 268 feteil B Bo3pacTe oT 6 A0 17 NeT € NpenmMyLiecTBEHHO BTOPUYHOMN
runepTeHsuel, CpaBHeHIe 403 aMNoAUMMHA 2,5 Mr 1 5,0 M C Nn1aue6o NoKasano, YTo 06e 403bl CHIKANN

cucTonuyeckoe Hoe A B 0 6onbLUeil CTeneHu, yem nnate6o. PasHnua mexay
ABYM#A [103aMI He 6bila CTaTUCTIAYECKIA 3HAUUMOIA.
[onrocpouHble 3pbeKTbl amnoaunuHa Ha pocT, NONoBOE CO3peBaHie 1 oblee passuThe He U3y b.

He TpebyeTcA U3MeHEHUA [03bl y MALMEHTOB C MOYEUHON HEAOCTAaTOYHOCTbIO. PekomeHayeTcs
NPUMEHATL aMIOANNUH B OGbIYHBIX [103aX, O/IHAKO HEOBXOMMO YUNTbIBATb BO3MOXKHOE HE3Hau-
TenbHoe ygenuyeHue Th.

l/ y (i neyeHu

Hecmotps Ha To, uto T2 aMnonMana, Kak m Bcex BMKK, yennunsaeTca y naumeHToB ¢ HapylueHvem
byHKLMM Neyenm, Koppekumm 4o3bl 06bIYHO He TpebyeTca.

i

c i

[Tlonrocpoutas 3pGeKTUBHOCTL aMIOANNMHA ANA CHNKEHUA CePAEYHO-COCYANCTON 3a60NeBaeMocT B
[eTCTBE 11 CMEPTHOCTY BO B3POC/IOM BO3PACTe TaKKe He Bbia yCTaHoB/IEeHa.

DapMaKoKMHeTUKa

Bcacvigarue

Mocne nprema BHYTPb aMAOANNYUH XOPOLLO aGCOPOUPYETCA 13 XKeMyAOoUHO-KNWEYHOTO TpaKTa, CpeaHan
abconioTHan 61IOAOCTYNHOCTL COCTaBAAET 64-80 %, MakCMMaslbHasA KOHLIEHTPALINA B CbIBOPOTKE KPOBU
Habiiofaetca yepes 6-12 Yacos. PaBHOBECHaA KOHLIGHTPALNA JOCTUraeTCA nocne 7-8 fiHeil Tepanun.
OAHOBpPEMEHHbIV MpUeM MUK He BAUAET Ha abcopbLmio amnoannuHa.

Pacnpedenerue

CpenHuin 06bem pacnpeeneHna coctasaseT 21 fI/Kr Macchl Tefa, YTO yKa3blBaeT Ha To, 4To 6onbluas
YacTb npenapata HaXOAWTCA B TKaHAX, @ OTHOCUTENbHO MeHbLIAsA — B KPOBY. Borbluas YacTb npenapara,
HaxopALeroca B Kposw (97,5 %), cBA3bIBaETCA € 6eN1KaMn NNa3mbl KPOBU.

Mema6onusm

AMJIOAMNVH NOAIBEPTaeTCA ME/IEHHOMY, HO aKTMBHOMY METaboNn3My B NeUeHM npi OTCYTCTBIM 3Hau-
MOro 3pdeKTa «nepBUYHOTO NPOXOXKAEHUA» Yepe3 neyeHb. MeTabonnutbl He 06M1aAAIOT CYLIECTBEHHOMN
($apMaKonoryeckoi akTBHOCTbIO.

Beigederue

Mocne oHOKpPaTHOTO NpYema BHYTPb Nepuoa nonysbiBeaeHus (TV2) BapbupyeT o 35 4o 50 Yacos, npn
MOBTOPHOM Ha3HaueHun TY2 cocTaBnAeT NpubauauTenbHO 45 Yacos. Okono 60 % NPUHATON BHYTPb
7103l BLIBOAWTCA MOYKAMU NP TBEHHO B BUAe 708, 10 % - B oM Buge, a
20-25 % - 4epe3 KMIWEYHWK C xenublo. OBWWI KNMpeHC amnopunuHa coctasnaet 0,116 mn/c/kr
(7 mn/muH/Kr, 0,42 n/u/kr).

Ip y
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AMTIOMINUH PEKOMEHAYETCA MPUMEHATL B CPE/HENN TepaneBTUUecKoil 403e, KOPPEKLMN 403bl He
Tpebyetca.
TpumeneHue y nayueHmos demckozo 6o3pacma
ﬂemu unodpocmku om 6 do 17 iem ¢

aHTMrunep: an nepopanbHas [03a Y NaUNeHTOB [ETCKOro Bo3pacta OT
6 110 17 NET COCTaBAACT 2,5 M OANH Pa3 B CYTK B KauecTBe HauasbHOI 403bl C MNOBbIWEHMEM 40
5 Mr OfIH a3 B CYTKM, €CAW LieNieBOe apTepyanbHOe AaBeHue He JOCTUraeTCA Yepes 4 Hepenn.
MpumeHeHve y AeTel 103, NPEBBILIAIOWNX 5 MI B CYTKM, He U3y4anoch (cm. pasaensi «Dapmakoa-
HamuKa» 1 «DapMaKoKNHeTUKa»).
I demcko20 803pacma do 6 niem
[aHHble OTCYTCTBYIOT.
JinA obecneyeHns yKasaHHOTO Bbllle pexuma HIAA MPN H
amnoavnVHa B 403€ 2,5 Mr ClIeMlyeT Ha3HauaTb npenapatbl Ha ApyriX np
neKkapcTBEHHON popme «TabneTkn 2,5 Mr» Um «TabneTku 5 Mr» ¢ pasaenuTenbHOM PUCKOIA.

™ n|

Teneil B

MNo6ouHoe peictene

Huxe npuseseHbl HexenatenbHble ABneHnA (HA), KoTopble GbiNN BbIABNEHDI B XOAE KNMHUYECKMX nccre-
[I0BaHWIA, @ TaKKe NPV NPUMEHEHUN aMIOANMNHA B KIMHNYECKON NPaKTUKe.

Lina ouenkn yacTotbl HA Mcnonb3oBakbl Crepylowme Kputepum: «oueHb vacto» (> 1/10); «yacto»
(=1/100, < 1/10); «HeuacTo» (= 1/1000, < 1/100); «peako» (= 1/10000, < 1/1000); «oyeHb peako» (< 1/10000);
«4aCToTa Hen3BeCTHay. HAl CrpynnnpoBaHbi B COOTBETCTBIN C CUCTEMHO-OPTaHHBIM K/aCCOM MEAVLIMHCKOTO
CoBapA 1A HOPMaTUBHO-NPaBOBOI1 AeATenbHOCTU MedDRA, B npepenax Kaxaoro knacca HAl nepeuncnenbl B
nopszKe y6bIBaHA YaCTOTbl BCTPEUAEMOCTH, B Npeaenax Kax/aoi rpymibi, BbiieNIeHHO Mo YacToTe BCTpe-



YaemocTtu, HA pacnpejeneHbl B NopaKke yMeHbLUEHNA NX BaXKHOCTU.

Co cmopoHbI cepdeyHo-cocydUCMOL CUCMeMBbI: HaCTO — oLyl c ueckne oTekn
(noabIiKeK 1 CTOM), <NMPUAKBbI» KPOBHM K KOXE NNLA; HEYacTo — Ype3mepHoe cHukeHne Afl; oueHb peako —
06MOPOK, OAbILLIKa, BACKY/INT, OPTOCTATUYECKAA TUMNOTEH3USA, Pa3BUTIE UK yCyrybneHue TedeHna XCH, Hapy-
WeHVA pUTMa cepaua (BKouan bpamnkapavio, KenyouKOoBYIO TaxvuKapauio 1 GuepuanaLmIio Npescepauii),
WHOAPKT MroKapya, 6onb B rpyaHON KeTke.
Co cmopoHsI onop!

CN1He, apTPO3; PeaKO — MUACTeHNA.

HEYacTo — apTpanrus, Cyopori MbiluLy, Muanris, 6onb B

3KCNo3NLMN nnowanan noa KpUBOIA «KOHLEHTPaLNA-Bpems»
(AUC) Ha 22 %). HecmoTpAa Ha TO, YTO KnnkuecKoe 3HaueHne 3TUX 3GHEKTOB [0 KOHLA HE ACHO, OHU
MoryT 6bITb 6onee Apko Bblpa)KeHbI Y NOXWNAbIX NaL{NEHTOB.
M CYP3A4 (HanpumMep, KeMOKOHA30J1, UMPAKOHA30/1) MOTYT NPUBO-
[UTb K yBENNYEHNIO KOHLIEHTPaLMM aMNoAvnViHa B Nnia3me KPOBY B Goblei CTeneHy, Yem AunTuasem.
CnepyeT C 0OCTOPOXHOCTBIO MPUMEHATL AMAIOANIH 1 HTNGUTOPbI n3odepmenTa CYP3A4.
K) : MHrMbuTOp ¢ Ta CYP3A4. Y nauyveHTOB, NPUHMMAIOWMX OfHOBPEMEHHO
KNapuTPOMWLMH 1 aMNOAUMYH, MOBbIWEH PUCK CHUXEHWA apTepuanbHOro AasneHusa. MauveHTam,

Co CMOpOHbI HepeHOU cuCMembl: YacTo — FoNoBHble 6onu, re no an y To, T TaKylo M0, PEKOMEH/yeTCA HaXOfWTbCA MOA TuaTeNbHbIM MeNLIHCKAM
COHNMBOCTY; HEYACTO — acTeHus, oblee HeJOMOraHVie, rnecTesns, napectesns, nepudepnyeckas Hepo-  HabniogeHnem.

natus, Tpemop, 6eCCOHHMLA, NaBUABHOCTb HACTPOEHMS, HEOGbIYHbIE C nol B036y- CYP3A4: faHHbIX O BAMAHUM MHAYKTOPOB n3opepmenta CYP3A4 Ha papma-
[IMMOCTb, lenpeccus, TPEBOTa, 3BOH B ylliaX, U3BpalleHe BKYCa; OUeHb PEfIKO — MATPEHb, MOBbILIEHHOE  KOKWHETWKY amioaunuHa Het. Cneayet Tuy KOHT| Tb apT Hoe npu
noToOTAENEHMIE, aNaTVA, aXKMTaLVA, aTaKCWsA, aMHE3VA; YacToTa HeM3BeCTHa — KCTpar Hapy-  OfH: HOM Np 1 VHAYKTOPOB n3opepmeHTa CYP3A4.

weHns. Te yC: NPY OAH HHOM np c eCTb pucK y KOHL|eH-

Co CcMOopoHbI NULesapumesnbHol CUCMeMbl: YacTo — TOWHOTa, 60N B XKMBOTE; HEYACTO — PBOTA, 3aMnop
1N anapes, MeTeoprsm, AUCNencus, aHOPeKCna, CyxocTb CAN3UCTON 060NOUKM NONOCTN PTa, Xaxaa; peako
— runepnnasna AeceH, NoBbllIeHNe anneTuTa; O4YeHb PeAKO — NaHKPeaTUT, raCTpUT, XenTyxa (oéycnosnennble
XOﬂeCTa3OM), rMnepﬁMnmpyﬁwHeMMﬂ, NOBbIWEHNEe aKTUBHOCTU «MeYeHOYHbIX» TPAaHCaMWHa3, renaTut.

Co cMoporb! 0p2aHOs KPOBEMBOPeHUS:: OYeHb PeaKo — TPOMGOUMTONEHNYECKan NypPMypa, NeikoneHus,
TpombGouuToneHns.

Co CMOpPOHbI ObIXamesibHOU CUCMeMbl: HEYacTo — OfblLWKa, PUHUT, HOCOBOE KPOBOTEYEHME; OYeHb peaKko
— Kawenb.

Co CMOpOHbI 0p2aHo8 4yBCME: HeYacTo — AWMMIONWSA, HapyleHWe akKoModaLwu, KcepodTanbmus,
KOHBIOHKTUBUT, 60nb B rnasax, HapyweHue 3peHua.

Co CMOpoHbI MO4eN0/1080(i CUCMEMbI: HEUACTO — yJallleHHOe MoYenCnyCKaHue, Gofle3HeHHoe Moyencny-
CKaHWe, HUKTYPUA, HapyLeHNe SPeKTUbHON GYHKLMM; OYeHb PEAKO — A13yPUsA, NOAUYPNA.

Co CMOpOHbI KOXHbIX NOKPOBOB: PELIKO — lIePMATUT; OUeHb PeAKO — anonewLus, KCepoaePMUA, XONOAHbIR
NOT, HapyLWeHne NUrMeHTaLnmn Koxu.

Hapyuwerusi 06MeHa sewecme U NUMAHUS: O4eHb PEAKO — TANepr)
macchl Tena.

Annepeuweckue peakyuu: Heyacto - KOXHbIV 3yA, KOXHaA CbiNb (B TOM 4Yucne >3puTemaTtosHas,
MakynonarysnesHas Cbirb, KpanMBHVlLba)} ‘OYeHb peako — aHI'IAOHeBpOTI/NeCKM;i oTeK, MyﬂbTM¢0pMHaﬂ SpuTtema.
JlabopamopHbie nokasamesiu: O4eHb PeAKO — rUNepriauKemMns.

lpoyue: HeyacTo - 03HOG, TMHEKOMAcTUs, 6Ofib HEYTOUHEHHOIW JOKaNu3auuu; OUYeHb Peako —
napocmus.

; HEYaCTo - y

Mepepo3nposka

Cumnmombi: BblpakeHHoe CHI/I>K€HVI€ apTepuanbHOro AasBneHnA C BO3MOXHbIM pasButuem pE(vﬂEK’
TOpHOIA "y ¢ ueckon Basogunaraymn (pMCK passutua Bblpa)KeHHOI/I n
CTONKON apTepMaﬂbHOlh FUNOTEH3MK, B TOM YUCNE C Pa3BUTUEM LLIOKA U NeTasibHOro I/IC)(OHa).

Jleyerue: npol Kenynka, aKTl HOro yrnA (0COGEHHO B NepBbie 2 Yaca nocsie

TPaLuM TaKpONMMyCa B Mfiasme KpoBu. [ TOro, 4ToBbl M36exaTb TOKCUYHOCTI TAaKPONMMYCa NPW OfHO-
BPEMEHHOM MPUMEHEHNV C aMIIOAUNVIHOM, CIIEflyeT KOHTPONIMPOBATh KOHLIEHTPALMIO TaKponvmyca B
nnasme KPOBM NALNEHTOB 1 KOPPEKTUPOBATL 403y ca B clyyae ™.
WHeubumope! - MexaHucmuyeckoli  MuweHu 0718 panamuyuHa y msekonumaiowux (mrol WHrMGUTO-
pbi mTOR TaKMe KaK CUPONMMYC, TEMCUPONMMYC W 3BEPONMMYC MPEACTaBnaAloT coGoit Cy6CTparbi

ta CYP3A. Al H ABNAeTCA Cnabbim  MHrMGUTOopom wu3odepmenta CYP3A.
Mpn OfHOBPEMEHHOM MPUMEHeHUM C uHrMGuTopamMn MTOR amoOAUNUH MOXET MOBbIWATL UX
IKcnosuymio.

Ocobble yKazaHusa

Mpu npumeHeHnn amnoannuHa y naunentos ¢ XCH Il n IV pyHKUMOHanbHOTO Knacca no Knaccudukayum
NYHA BO3MOXHO pa3sutue oTteka nerkux. Mpu ocTpom nHdapkre H

nocne ¢ MauueHThl C NeYEHOUHOI HeJOCTaTOUYHOCTBIO NP
Heo6XoAMMOCTU Nprema amNoNNHa AOMKHbI HaX0AUTLCA Noj HablofeHrem Bpaya. Y nauneHToB
NOXWNOro BO3pacTa MOXET yBenuunBathca T2 1 CHXKATLCA KNMPEHC Npenapara. V3meHeHua 103 He
TpebyeTcs, HO H TujatenbHoe HUe 3a NaLMEeHTaMV JaHHOI KaTeropun.

MauyeHTam C Manoii Maccoii Tena Uy HEBLICOKOTO POCTa, MOXMIbIM NalieHTaM, NayeHTam C Hapylue-
HUem GyHKLM NeYeHM B KauecTBe MMMNOTEeH3MBHOTO CPE/ICTBA aMIIOAVNYH Ha3HaualoT B HauanbHO l03e
2,5 mr (cnepyeT NpUHUMaTL aMNOAVNMH B I03MPOBKE 2,5 M APYruX Npou3BoAuTenei), B KauecTse
aHTUaHTVHaNbHOTO CPeACTBa — 5 M.

B nepvos neueHns HeoGXOAMMO KOHTPONMPOBaTb Maccy Tena, NoTpebneHne HaTpua u Cobnio-
naTb COOTBETCTByloUlylo AveTy. Heobxogumo HabniopaTbca y cTomatonora (ans npefoTBpalieHns
60ne3HEHHOCTY, KPOBOTOUMBOCTM 1 TUNepnasiu leceH). AMIOAUNMH He BMAET Ha Mia3veHHble KOHLEeH-
Tpauun Kanus, rioKo3bl, O6LIero XxonectepuHa, IMNoNpPoTEMHOB HU3Kol nnotHocTk (JIMHM), moyeBon
KNCIOTbI, KpEaTUHIHa 1 a30Ta MOYEBUHbI.

Cnepyet n3beratb Pe3kom OTMeHbI n3-3a pucka TEYEHUA CTeH Tabnetkn
aMNoANNMHa He PeKOMEHAYIOTCA NPW MANEPTOHNYECKOM Kpise. MKeHIUVHbI JeTOPOfJHOTO BO3pacTa B

no i remo,

HEPSHO3V|POBKM), noaaepxaHve ¢yHKL[I/IV1 CQPHEQNO’COC)’HMCTOVI CNCTEMBI, KOHTPOJb nokasarenen nepuoa neyeHna AOKHbI NCNONb30BaTh MeToAbl KOH
YHKLMN cepALa U NIerkunx, BO3BbILLEHHOE NOSIOKEHNE KOHEUHOCTEN, KOHTPOSb 06beMa LNPKynpyloLen
KpOBU 1 Anypesa. [inA BOCCTaHOBNEHUA TOHYCa COCYA0B — NPUMEHEHNe COCYA0CyKMBaloWuX npenapa- Ha
TOB (ﬂpl/l OTCyTCTBUN ﬂpOTI/IBOﬂOKa3aHIAI7I K nx ﬂpI/IMeHeHVﬂO), ANA yCcTpaHeHua ﬂOCﬂS,ClCTBIAIh 6ﬂ0KaAbI B nepvoa neyeHua cnepyet COGI’HOABTI: oC T npu  ynp: TPaAHCNOPTHbIMA
KanbuyuesblX KaHanoB — BHyTpUBeHHoOe 2i{ Kanbuwua r) . T bd TUBEH. cpeacTtBamu M 3aHATUM  NOTEHUMANbHO ONAaCHbIMW - BUAAMU  [eATeNbHOCTU, TpeéleLLlIAMI/I
MOBBILEHHOW KOHUEeHTpaunn BHUMaHnA n 6bICTp0Tb\ NCUXOMOTOPHbIX peaKLlIAIh.
BUE C APYrUMU
AMHOAIAI'WIH MoxeT  6e3onacHo NPUMEHATbCA ana  Tepanun apTEpMaﬂbHOI?I runepTeHsnm OOPMZ BblnMycKka
BMecTe ¢ e i , 5 mr, 10 mr.
uHeubumopamu Al®. Y NaLuneHTOB CO CTabNNbHON CTEHOKapAVel aMIOANMIH MOXHO KOMOMHMPOBATL € Apy- o 14, 15 Tabnetok B KOHTYPHYIO AYEKOBYIO YMaKOBKY W3 MIEHKN MOAMBUHWAXIOPUAHON U GONbIv
MU aHmuaHeuHaIeHeIMu C[JeaCITIBGMU, Hanpumep, C unu 0i1 NeyaTHoON HOM (Flﬂﬂ AO3MPOBKN 5 MI’),

deticmaus, 6ema-adpeHobrokamopamu.

B omnune ot papyrux BMKK knuHuuecku 3Haummoro B3aumopeiictsua amnoaunuHa (Il noko-
nene BMKK) He 6bino OGHapy»KeHO MpK COBMECTHOM MPUMEHEHUU C HEeCmMepoudHbIMU Npomu-
sosocnanumesnvHuiMu npenapamamu  (HIBI1), B Tom uucne wm ¢ uHOOMeMAyuHoMm. BO3MOXHO

Mo 10, 15 TabneTok B KOHTYPHYIO AYEMKOBYIO YMaKOBKy M3 MNEHKU NONUBUHWNXNOPUAHON 1 Gonbrn
0l nevaTHoN Ho (Ans fo3nposKM 10 mr).
2, 4 KOHTYpHble AYENKOBbIE YNaKOBKM M0 14 TabneTok Unu 2, 4, 6 KOHTYPHBIX AYEIKOBbIX YNakoBOK Mo 15

TabneToK C NHCTPYKUMeN Mo T T T B NayKy U3 KapTOHa [NA NOTPeBUTENbCKON Tapbl

(pna 5mr).

YCUNEHNe aHTWaHIMHaIbHOTO W runoTeH3nBHoro Aeiictena BMKK npu cosmectHom r mn
3 u 3 ANO, 6 u
HUMPAMamu, a Takxke yCUneHne X rmnoTeH3NBHOTO 1EVCTBIA NPV COBMECTHOM NPUMeHeHUV C abhal-

XOTA NPy 13yyeHUM amMNoAMNIHa OTPULIATENBHOTO UHOTPOMHOTO [IEVCTBIAA OGbIYHO He HabMloaank, Tem He
MeHee, HekoTopble BMKK MoryT ycunngaTh BbipaxeHHOCTb OTPULIATENIbHOTO MHOTPONHOTO AeNCTBUA AHMU-
apummudeckux cpedcms, Bbi3biBalolnx yanvHeHne uHtepsana QT (HanpyMep, aMuOdapoH v XUHUGUH).

AMNOANNUH MOXET Takxe 6€30NacHO NPUMEHATLCA OfiH HHO C n
MuYeckumMu cpedcmeamu AinA Npuema BHyTPb.
OpHoKpaTHbIi nprem 100 Mr cusideHagua y NauneHToB ¢ 3ccel O runepT i He

BNUAHWA Ha NapameTpbl d)apMaKOKVINETMKM amnoaunuHa.

TMosTOpHOE MprMeHeHNe amnoavnuHa B fo3e 10 Mr 1 amopsacmamuka 8 fjo3e 80 M He CONPOBOX/AETCA
3HaUUTENbHBIMW U3MEHEHVAMI NoKasaTenen d)apMaKOKIAHSTI/IKVI aropsacTaTuHa.

Cumsacmamus: OAHOBPEMEHHOE MHOIOKpaTHOe NpUMeHeHne amnoannnHa B jose 10 Mr u cumBacTaTnHa

3, 6, 9 KOHTYPHbIX AYEIIKOBbIX YNAKOBOK M0 10 TaBNETOK 1K 2, 4, 6 KOHTYPHBIX AYEIKOBBIX YNAKOBOK MO
15 CVHCTpyKUMen no NoMeLLaloT B NauKy U3 KapToHa fiNA NOTPe6UTeNbCKoM Tapbl
(ana po3uposkm 10 mr).

Ycnoeua xpaHeHns
B opuruHanbHoil ynakoske (KOHTypHaa AueikoBas ynakoBKka B Nayke) npu Temnepatype He Bbiwe 30 °C.
XpaHnTb B HEAOCTYNHOM [N1A AeTell MecTe.

Cpok rogHocT!
3ropa.

He npumeHATb No ncTeyeHnn cpoka rofHoOCTY.

Ycnosus oTnycka

B fose 80 mr T K M 3K cumBacTaTuHa Ha 77 %. B Takux cnyuyasx cnegyetr  OTnyckaloT no peuenty.

OrpaHNyNTL 103y CUMBaCTaTVHa /10 20 Mr.

Smaron [« ): npun HOM 1 NOBTOPHOM Mp| B n

no3e 10 Mr He BNVAET Ha papMaKOKUHETVIKY TaHoNa. poussodumens

IMpomusosupyctbie cpedcmea n KoHUeHTpauun BMKK, B Tom AkumoHepHoe 06LecTBo «[Tpon3BOACTBEHHAN dapmaLieBTUYecKan KomnaHua OBHOBNEHE»
yMce U amMnoannmMHa. Adpec mecma npoussodcmea

Helip u . ycuneHue r 0 pencTena AVruaponvpuanHa. HoBocnbupckasn o6n., . HoBocnbupck, yn. CraHumoHHas, 4. 80;

[Tpenapamel kanbyus MoryT ymeHbLnTb 3dpdekt BMKK.

Mpwn coBMeCTHOM Mp| BMKK ¢ Aumus (AnNA aMnoauNMHa AaHHbIe OTCYTCTBYIOT)
BO3MOXHO YCW/IeHMe NPOABNEHNA NX HEPOTOKCUYHOCTY (TOWHOT, PBOTA, AMapes, aTakcus, TPEMOp, LyM
B ylwax).

ViccnepioBaHya 0HOBPEMEHHOTO NPUMEHeHNA aMNoANNUHA 1 YUK/IOCNOPUHA Y 3[,0POBbIX A06POBOSb-
LeB 11 BCeX rPyNN NaLWeHTOB, 3a NCKMIoUeHNEeM NaLNeHTOB Noc/e TPaHCNNaHTaLUi NOYKM, He MPOBOAN-
NCh. ncc MCTBMA aMNOAUNIMHA C LKIOCNIOPUHOM Y MaLNeHToB nocne
TpaHcn. LMK MOYKM Mol , uT0 N [naHHo LMK MOXET He MpUBOAUTL K
Kakomy-nM6o 3¢pdekTy, MBO MOBbIWATE MUHUMAIbHYIO KOHLEHTPALMIO LMKIOCMOPIHA B PasinyHON
cTeneHn 0 40 %. CneayeT NPUHIMaTb BO BHYMaHWe 3TV laHHbIE 1 KOHTPONIMPOBATL KOHLIEHTPALVIO LMKIO-
CMOpYHa Y 3TON rPyNMbl NaLMEHTOB NPY OiHOBPEMEHHOM NPUMEHEHIN LIKOCTOPYHa 11 amnoavnmHa, He
OKa3blBaeT BMAHME Ha KOHLIEHTPALIO B CbIBOPOTKE KPOBI QU2OKCUHA 11 €70 MOYEUHBIN KNVPEHC.

He oKa3biBaeT CyllleCTBEHHOTO BAMAHWA Ha AeiicTBUe 8aphapuHa (NPOTPOMBUHOBOE Bpems).
LumemuduH He BNNAET Ha papMaKOKUHETVKY aMNoAUnuHa.

B nccnepoBaHmAx in Vitro aMnoavnuH He BINAET Ha CBA3bIBaHWE C Gekamu Mnasmbl KPOBU OU2OKCUHG,
b

HoBocnbupckas o6n., . HoBocnbupck, yn. CraHumoHHas, 34. 80/3.

Dacoswuk, ynakosujuk

AKLMOHepHOe 061LecTBO «TPOU3BOACTBEHHAA papmaLieBTUYecKan KomnaHua OBHOBNEHNE»
HoBocnbupckasn o6n., . HoBocnbupck, yn. CraHumoHHas, 4. 80;

HoBocnbupckas o6n., . HoBocnbupck, yn. CraHumoHHas, 34. 80/3.

Boinyckatowuti KOHMpons Kayecmea

AKuMoHepHOe 061LecTBO «TPOU3BOACTBEHHAA GapmaLieBTUYeckan KomnaHua O6HOBNEHNE»
HoBocnbupckasa o6n., . HoBocnbupck, yn. CraHumoHHas, 4. 80.

perucr 0 yAOC
AKLMOHepHOe 061LecTBO «TPOU3BOACTBEHHAA papmaLieBTUYeckan KomnaHua O6HOBNEHNE»
tOpugnueckuin agpec: 633621, Hosocnbupckaa o6n., CysyHckuin paitoH, pn. Cy3yH, yn. Komuccapa
3AaTbkoBa, 1. 18.

Ten./dakc: 8 (800) 200-09-95

WntepHet: www.pfk-obnovlenie.ru

n
Ui (i COK: ORHOB! i OfHOKpaTHbIA Npuem 240 mr rpevlnd)pyrosoro coka n 10 mr [¢] P or n
amnoaunHa  BHYTPb  He  C A cywec HeTVKM  AKLY pHOe 061jecTBO «[pon3BoACTBeHHaA dapmalieBTIYecKas KoMnaHna OGHOBNEHMe»

amnoaunuHa. Tem He MeHee, He peKoMeHAayeTcs anMeHmb rpeingpyTOBbIi COK 1 aMNOAUMUH OAHO-

630096, 1. HOEOCIA6I/IDCK yn. CraHumoHHas, A. 80,

BPEMEHHO, TaK KaK Npu reHeTnyeckom n Ta CYP3A4 n
6mo;:locrynnocm aMNoAVNUHa 1, BCIEACTBIE 3TOTO, yCUNeHUe TMNOTeH3NBHOTO 3ddeKTa.

VW MazHUlic T UX  npuem He OKa3blBaeT CyljecT-
BEHHOTO BINAHNA Ha GapMaKOKMHETVKY aMNofunmHa.
WMHeubumopesi usopepmerma CYP3A4: npy 0JHOBPEMEHHOM NPpUMeEHeHUM dunmuaszema B fose 180 mMr n
amnoaunuHa B f103e 5 My NauMeHToB oT 69 /10 87 NeT C apTepuanbHOi rMnepTeHsueil, oTMeyaeTca
NOBbIlIEHNE CUCTEMHON 3KCMO3NLMM aMNoAUNUHa Ha 57 %. OfHOBPeMeHHOe MpUMeHeHne amnoan-
n1Ha N 3pUMPOMUYUHA Y 300POBbIX J06POBONbLER (OT 18 [0 43 NeT) He NPUBOANT K 3HAUNTENbHBIM

k-obnovlenie.ru
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RENEWAL



