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Po3zyBactatun PeneBan
Perucrpanuonnblii Homep: JII1-Ne(002357)-(PI'-RU)
Toprosoe HaumenoBanue: PozyBacratun PeneBan
MesknyHapoaHOe HENATEHTOBAHHOE HAUMEHOBAaHMe: PO3yBAaCTaTUH
JlekapcTBeHHasi popMa: TabICTKH, HOKPHITHIE INIEHOUHONW 000JI0UYKOM

Cocras Ha oaHY Ta0J1eTKY

Leiicmeyowee éewjecmeo. pozyBactatu Kainpiuss  — 5,2000 mr — 10,4000 mr — 20,8000 mr
(B mepecteTe Ha pO3yBaCTATHH) —5,0000 mr — 10,0000 mr — 20,0000 mMr
ecnomozamenibhble gewjecmea: JIAKTO3bl MOHOTHAPAT, LEUII0I03a MHUKPOKPHUCTAINYECKas,
Kainblug rtuapodocdara IUTHAPAT, KPOCHOBUAOH, MarHusl cCTeapar; cocmas O00O0JOUKU:

[runpomenosa, TalbK, TUTaHa AuoKcui, Makporos 4000, kpacuTenb kene3a OKCHJI KpacHbBIN

(E 172)]


https://www.renewal.ru/
https://www.renewal.ru/
https://www.renewal.ru/

« AKIIMOHEPHOE OBILIECTBO
— [IPOU3BOJICTBEHHA S ®APMALIEBTUYECKAS
RENEWAL KOMITAHHS OBHOBJIEHUE

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

Onucanue
Kpyribeie ABOSKOBBITYKIIbIE TAOJIETKH, MOKPHITHIE TUICHOYHOW 00OJI0OYKON OT CBETIIO-PO30BOTO
JI0 pO30BOTO IBeTa. JlomyckaeTcs 1mepoxoBaTocTh moBepxHocTH. Ha monepeunom paspese sapo

0€eJI0ro UM MoYTH OEJIoro OBCTA.

dapmakoTepaneBTHYeCKasi TPyNna: TUNOJUNMIEMUYECKHe cpeacTBa; UHruouropsl ['MI-

KoA-penykrassl.
Koa ATX: C10AAQ7

dapMaKoJIOrHyYecKue CBOMCTBA

Mexanu3zm Oelicmeusn

PosyBacTatuH sBiseTCs CENEKTUBHBIM, KOHKYpeHTHbIM uHruOutopom I'MI'-KoA-penykrassi,
(dbepMeHTa, MPEeBpAIAONIET0 3-THAPOKCH-3-METWITIYTapiil KOpEepMEeHT A B MEBaJOHOBYIO
KHUCJIOTY, NpPEAIIECTBEHHUK XoJiectepruHa. OCHOBHOW MHUIIEHBIO ACHCTBUS pO3yBacTaTHHA
SBJISIETCSL TI€YEHb, TJ/€ OCyHIecTBIsieTcs cuHTe3 xosectrepuHa (XC) wu  kaTabonausm
JUTIOTTPOTEUHOB HU3KOM tutoTHOCTH (JITTHIT).

Po3yBactatuH yBenmyuBaeT 4ucio «nedeHoYHbIx» peuentopon JITTHIT Ha moBepXHOCTH KIETOK,
noBeIas 3axBaT U katabomusm JIITHII, 4ro B cBOIO ouepens MPUBOJUT K MHTUOMPOBAHUIO
CHUHTE3a JIMTOTPOTENHOB O4YeHb HU3KoW rotHoctu (JITIOHII), ymensinas tem cambiM oOIee
kosmuecto JIITHIT u JITTOHIL.

Dapmakoounamuxa

PosyBacTatun cHikaeT mTOBbINIEHHbIE KOHIeHTpanuu xonectepuna JIITHIT (XC-JIITHIT),
obmero xojecrepuna, tTpuriauiepuaoB (TI), moBbIMIaeT KOHUEHTPAIUMIO XOJECTEpUHA
JUNONPOTeHHOB BbicOkoW mmmoTHocTH (XC-JIIIBII), a Takke CHWXAeT KOHIICHTPAIUH
anonunonporenHa B (AnoB), XC-ueJIIIBII, XC-JIIIOHII, TI-JIIIOHII u yBenuuuBaer
KOHIIeHTpauuto anoyunonporenHa A-l (AmoA-l) (cmotpu Tabmumsl 1 u  2), cHuXaer
cootHomenue XC-JITTHIT/XC-JITIBII, oommit XC/XC-JIIIBIT u XC-ueJITIBIT/XC-JIIIBII u
cooTHoIeHHe AnnoB/AnoA-I.

TepaneBtuueckuii 3dexkr pa3BuBaeTcss B TEUEHHWE OJHOM HEAENH TOCJIEe Hayala Tepamuu
po3yBacTaTUHOM, yepe3 2 Hedenu JedeHus: gocruraer 90 % oT MaKCUMalbHO BO3MOKHOTO
spdexra. MakcuManbHBIN TepaneBTHUECKU 3¢ ¢deKT 0O0BIYHO JocTUraercss K 4-oif Hezene

TCPpaIM U MMOAACPIKUBACTCS IIPU PETYIIAPHOM IMPUCME IIpLCIiapara.


https://www.renewal.ru/
https://www.renewal.ru/
https://www.renewal.ru/

( | AKIIMOHEPHOE OBILIECTBO
— [IPOU3BOJICTBEHHA S ®APMALIEBTUYECKAS
RENEWAL KOMITAHHS OBHOBJIEHUE

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

Tabumua 1. lo3o3aBucumblii 3¢ dekT y nanMeHTOB ¢ NEPBUYHON I'MIiepxoJiecTepuHeMHueil
(tum Ila u 11b no ®peapukcony) (cpeaHee CKOPPEKTHPOBAHHOE NPOIEHTHOE U3MEHEHHE 10

CPAaBHCHHUIO C UCXOAHBIM 3Haqe}meM)

KoaunuyecTBO XC- Oommii XC- XC- Ano
Jo3a T Ano B
NaluEeHTOB JIITHIT XC JIIIBII HeJIIIBII A-l
ITnanebo 13 -7 -5 3 -3 -7 -3 0
5 mr 17 -45 -33 13 -35 -44 -38 4
10 mr 17 -52 -36 14 -10 -48 -42 4
20 mr 17 -55 -40 8 -23 -51 -46 5
40 mr 18 -63 -46 10 -28 -60 -54 0

Tadonuua 2. Jlo3o3aBucumblii 3p(pexT y nanmueHToB ¢ runeprpuriannepuaemueii (tun 11b n

IV mo ®penpuxcony) (cpeaHee NPOLEHTHOEe H3MEHEHHE IO CPABHEHMI0 C HCXOJAHBIM

3HAYEHHEM)
Nosa KosmmmyectBo T XC- OO0uui XC- XC- XC- TI-
NMAlHEeHTOB JIITHIIT XC JHIBIT | meJIIIBIT | JIIOHII | JIHTOHII
[Tnamne6o 26 1 5 1 -3 2 2 6
5wmr 25 -21 -28 -24 3 -29 -25 -24
10 mMr 23 -37 -45 -40 8 -49 -48 -39
20 mMr 27 -37 -31 -34 22 -43 -49 -40
40 mMr 25 -43 -43 -40 17 -51 -56 -48

Knunuuecxas s¢pgpexmusnocmo

PosyBactatun s¢ddexkTuBeH y B3pOCHBIX MAlMEHTOB C THIEPXOJECTepUHEMHUE ¢ uiu 06e3
TUIIEPTPUTITULEPUIEMHUH, BHE 3aBUCUMOCTU OT pacOBOM NMPUHAIEKHOCTH, 110J1a UM BO3pacTa, B
TOM YHCJIe, y MAMEHTOB C CaXxapHbIM TUa0ETOM U CEMEIHON THIepX0IecTepUHEMHEH.

Y 80 % mnamuentoB ¢ runepxosiecrepuHemucii lla u Ilb Tuma mo ®peapuxcony
cpeanss ucxonHas konueHtpauus XC-JIITHIT okono 4,8 MMois/i1) Ha doHe npuemMa npenapara
B 03¢ 10 mr xonnentparus XC-JITTHII nocturaer 3HaueHuit MeHee 3 MMOJIB/J.

Y mauMeHToB ¢ TETEpPO3UIOTHOM  CEMEMHOM TMIEPXOJECTEPUHEMHUEH, IOIYYaOIIUX
po3yBactatuH B Jo03e 20— 80 Mr, oTMmeuaeTcs TOJOXKUTENbHAs AMHAMHUKA TOKa3aTenen
munuaHoro mpodwis (uccnenoBaHue ¢ ydactueMm 435 manumentoB). [locie TuTpoBaHUS 10
cyrouHoi 103el 40 mr (12 Hexenb Tepanuu), oTMeyaeTcs cHkeHne KoHuenTpanun XC-JITTHIT

Ha 53 %. ¥V 33 % nauuentoB pocturaercs konuentpamus XC-JIITHII menee 3 MMouib/1.



https://www.renewal.ru/
https://www.renewal.ru/
https://www.renewal.ru/

« AKIIMOHEPHOE OBILIECTBO
— [IPOU3BOJICTBEHHA S ®APMALIEBTUYECKAS
RENEWAL KOMITAHHS OBHOBJIEHUE

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

Y nmanMeHToB ¢ TOMO3UIOTHOM CEMEWHOMW THIIEPXOJIECTEPUHEMHUEH, NPUHUMAIOLIUX
posyBactatun B jgo3e 20mr u 40 mr, cpennHee cHwkeHue KoHueHTpauuu XC-JIITHIT
cocrasiser 22 %.

VY mnauMeHToB C TUNEPTPUTIULEpUIeMHEed ¢ HaudanbHOW KoHuUeHTpauuedt TI' ot 273 no
817 mr/mn, moyydaBImIUX PO3yBaCTaTHH B J03¢ OT 5 Mr a0 40 Mr oJMH pa3 B CyTKHA B TCUCHHUE
6-TH Hemeb, 3HAYUTEIBHO CHIDKANIACh KOHIIEHTpanus TI B m1a3mMe KpoBH (CMOTPH TaOIHILy 2).
AnnutuBHbBIN 3 deKT oTMeuaeTcss B KoMOMHauu ¢ hpeHopudparoM B OTHOLIEHUH COJIEPKaHUS
TPUTJIMIIEPUSIOB U C HHUKOTHHOBOW KHCIOTOW B JIMIUJICHUKAIOMIUX JI03aX B OTHOIIECHUU
conepxkanusa XC-JITIBII (cmotpu Takke pasaen «OcoOble yKa3aHus»).

B nccrnenosannun METEOR c yuactuem 984 manmeHToB B Bo3pacte 45-70 JIeT ¢ HU3KUM PUCKOM
pasButus nmemudeckoi 6oneznu cepaua (MUbC) (10-netuuii puck nmo dpaMuHreMcKo IIKaie
menee 10 %), cpemmeit koHmeHntpammu XC-JITTHIT 4,0 mmons/n (154,5 mr/mn)  w
CyOKJIMHUYECKUM  aTepOCKJIEpO30M  (KOTOpbI OLIEHHMBAJCS IO  TOJIIMHE KOMILIEKCa
«MHTHMa-Meaunay coHHbIX apTepuii — TKMM) u3ydanochk BAMsSHHUE PO3yBacTaTHHA HA TOJIIUHY
KOMILJIEKCA «MHTUMAa-MEeInay.

[TanmenTsl monyyanu po3yBacTaTUH B o3¢ 40 mr/cyrku ymbo ruraniebo B TedeHHE 2 JIeT.
Tepanmuss  po3yBacTaTMHOM  3HAYUTENBHO  3aMeUIsia  CKOPOCTh  MPOTPECCHPOBAHMS
MakcumaiabHoii TKMM mst 12 cerMeHTOB COHHOM apTepud IO CPaBHEHHUIO ¢ ILIanedo ¢
pasnmuuueM Ha -0,0145 mm/ron [95 % noBeputenbHblii wHTEpBan ot -0,0196 no -0,0093;
p < 0,001]. ITo cpaBHEHUIO ¢ HCXOAHBIMUA 3HAYCHUSMH B TPYIIIE PO3yBacTaTUHA OBIIIO OTMEUEHO
yMeHblleHne MakcumanbHoro 3nadeHuss TKUM wna 0,0014 mm/ron (0,12 %/ron (HegocTtoBepHOE
pasznuuue)) MO CpaBHEHHIO C yBeIWYeHueM J3toro mokaszarens Ha 0,0131 wmm/rox
(1,22 %/ron (p <0,001)) B rpymme miane6o. /o HACTOSIIETO BPEeMEHH MPAMON 3aBHCHMOCTH
Mexay ymenbiieHnemM TKMM u cHWKEHHMEM pHCKa CEpACYHO-COCYIUCTBIX COOBITUI
poJieMoHCTpupoBaHo He Obl1o0. MccnenoBanue METEOR mpoBoaunoch y naiieHToB ¢ HU3KUM
puckom HUBC, ans xotopeix mo3a posyBactatuHa 40 Mr He sBIsieTCS PEKOMEHIOBAHHOM.
Jloza 40 Mr nmoipKHa TPUMEHATHCA Y TAIMEHTOB C BBIPAKEHHOUN THUIEpXOJIeCTepHHEMHUEU U
BBICOKHM PUCKOM CEepeUYHO-COCYIUCTHIX 3a00ICBaHHIA.

Pesynbrater nposenennoro uccinenosanus JUPITER (O6ocHoBaHue pUMeHEHUsI CTATUHOB IS
MEePBUYHON TPO(DUIAKTUKU: WHTEPBEHIIMOHHOE HCCIIEOBAHUE TIO OIICHKE PO3YyBAaCTaTHHA) Y
17802 marnueHTOB TMOKa3aiW, YTO pO3YBAaCTaTUH CYIIECTBEHHO CHHXKAIl PHCK DPa3BUTHS

CepACYHO-COCYUCTHIX OCIOXHEHUU (252 B rpymme muianedo mo cpaBHeHHIO ¢ 142 B rpymme
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po3yBacratuHa) (P < 0,001) co cHMKEHHEM OTHOCHTENHHOTO pucKka Ha 44 %. DdPeKTUBHOCTH
Tepanmuy OblJIa OTMEYCHAa dYepe3 O TMEepBBIX MECSIEeB NpUMEHEHHs mpenapara. OTMedeHo
CTATUCTUYECKH 3HAYMMOE CHIDKeHHE Ha 48 % KOMOMHUPOBAHHOTO KPHUTEPHUs], BKIIOYABIIETO
CMEpPTh OT CEePACYHO-COCYIUCTHIX TPUYUH, WHCYIbT W HWHQPAPKT MHOKapAa (COOTHOIICHUE
puckos: 0,52, 95 %, moepurensHbiii nHTEepBaAT 0,40 — 0,68, p < 0,001), ymenwienue Ha 54 %
BO3HUKHOBEHHMsI (aTaibHOro Wi HedaraapHOro MH(papkTa MHUOKapaa (COOTHOIIEHHE PHUCKOB:
0,46, 95 %, nosepurenbubii uaTEpBat 0,30 — 0,70) U Ha 48 % — darampHOTO WK He(HATATHEHOTO
uHcynapTa. OOmas cMepTHOCTh cHU3MWiIach Ha 20 % B rpymme po3yBacTaThHa (COOTHOILIEHUE
puckos: 0,80, 95 %, noBepurenbublit naTepBan 0,67 — 0,97, p = 0,02). IIpoduias Ge30macHOCTH y
MAIIEHTOB, MPHUHUMABIIUX PO3YyBacTaTHH B J03¢ 20 MT, OBLI, B IIEJIOM, CXOX C MPOQHIeM
0€30MacHOCTH B TPYIINE 1mianedo.

Dapmakokunemuka

Abcopoyus u pacnpedenenue

MaxkcumanbHasi KOHLIEHTpallus po3yBacTaTHHA B IIa3Me€ KPOBU JIOCTUTAETCS MPHUOIU3UTENIbHO
yepe3 5 yacoB IMocJie MpuemMa BHYTPb. AOCONIOTHAs OMOJOCTYIMHOCTH COCTABIISIET MPUMEPHO
20 %.

PosyBactatun metabonu3upyeTcsi IPEUMYILECTBEHHO MEYEHBIO, KOTOpas SBJISETCS OCHOBHBIM
MECTOM CcHHTe3a XojecTtepuHa u Metabomuzma XC-JIITHII. O6wvem pacnpeneneHus
po3yBactatuHa cocrtaBisier npumepHo 134 . Ilpubmusurensno 90 % posyBacTaTuHa
CBSI3bIBAETCS C O€JIKaMU IUIa3Mbl KPOBH, B OCHOBHOM C allbOYMHHOM.

Memabonusm

[Mogeepraercss orpanuueHHOMY MeTtabonusmy (okoso 10 %). PosyBactaTuH — sBIsieTCS
HenpouIbHBIM cyOcTpaToM Aist MeTabonu3ma GpepMeHTaMu cucTeMbl iuroxpoma P450.
OcHOBHBIM HM30()EpPMEHTOM, YUYACTBYIOIIMM B MeTa0oNu3Me po3yBacTaTUHA, SBISETCS
modepmernt CYP2C9. Uzodepmenter CYP2C19, CYP3A4 u CYP2D6 BoBiIeuYeHBI B
MeTaboJIM3M B MEHbBIIIEH CTETICHH.

OCHOBHBIMU  BBISIBJICHHBIMH ~ METa0ONMUTaMH po3yBacTaTHHa sBisitoTcs  N-mecMetun u
nakToHOBbIe MeTabonmuThl. N-necmerun npumepHo Ha 50 % MeHee aKTHUBEH, YeM PO3yBacTaTHH,
JAKTOHOBBIE MeTabonuThl (papmakosornuecku He akTuBHBEL. bonee 90 % dapmakonoruueckoit
aKTUBHOCTH TO WHrHOWpoBaHuio mupkynupyomeir ['MI-KoA-penykra3zsl oOecrnieunBaercs
PO3yBacTaTHHOM, OCTAILHOE — €T0 META0OJIUTAMH.

Buigeoenue
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Okono 90 % 1o3bl po3yBacTaTWHA BBIBOJAUTCS B HEU3MEHEHHOM BHJIE 4Ye€pe3 KHILIEYHUK
(Bkmro4asi abcopOMpoOBaHHBIM W HeaOCOpOMPOBAaHHBIN po3yBacTaTuH). (OcTaBmiascs 4YacTb
BBIBOJIUTCSA TOYKamu. [lnmasMeHHwlid mepuoa monyBeiBencHus (T12) cocTaBisieT TPUMEPHO
19 gacos. Ileproj monyBBIBEICHUS HE U3MEHSCTCS MIPH YBEITUYCHUN 1036l Tipernapara. Cpeqauit
TeOMETPUYCCKHUN TUTA3MEHHBINH KIIMPEHC COCTaBIsieT mpuOmm3uTensHo S50 j/9ac (kodpdumeHT
Bapuauu 21,7 %). Kak u B cinydae apyrux mnHruoutopo ['MI'-KoA-peaykrassl, B mporiecc
«IIEYCHOYHOT0» 3axBaTa pPO3yBacTaTHMHA BOBJIEYCH MEMOpaHHBIM TEPEHOCUMK XOJECTepUHA,
BBITIOJTHSFONTUH BaXKHYIO POJIh B IICUEHOYHOW IMMHUHAIINN PO3yBaCcTaTHHA.

Jluneunocmo

CucreMHass  JKCHO3UWIIMS  pO3yBacTaTHHA  YBEJIMYHMBACTCS  MPOIMOPIIMOHAIBHO  JIO3e.
dapMaKOKHHETHYCCKUE TTapaMEeTPhl He H3MEHSIFOTCS IPH SKETHEBHOM IIPUEME.

Ocobvie nonynayuu nayuenmos

Bospacm u non

[lon m BO3pacT HE OKa3bIBAIOT KIMHUYECKH 3HAUMMOTO BIUSHUS Ha (PapMaKOKHMHETUKY
po3yBacTaTUHa.

Omuuueckue epynnoi

dapMaKOKHMHETUYECKHE MCCIEA0BAHUS TOKa3adl MNPUOIM3UTEIBHO JBYKPAaTHOE YBEIUYEHHE
Menuanbl AUC (mmomamu 1o KpUBOM «KOHIEHTpanus-Bpems») U Cmax (MaKCHMaIbHOU
KOHLIEHTPAlLMU B TUJIa3M€ KPOBU) PO3YBAaCTaTHHA Y MAlMEHTOB MOHIOJIOMIHOM packl (SIMOHIIEB,
KUTalleB, (QUIMNIUHICB, BbETHAMIICB M KOPCHIIEB) [0 CPaBHEHHIO C EBPOICOMIAMHU;
y MHAMKCKUX TalUeHTOB moka3zaHo yBenudenue wemuanbl AUC u Cmax B 1,3 paza.
dapMaKOKMHETUYECKUH  aHAJIW3 HE BBISIBMI  KIMHUYECKHM 3HAUMMBIX  pa3iuuuil B
(hapMaKOKUHETHKE CPEN €BPOIICOUIOB U MPEICTABUTENICH HEIrPOUIHOM pachl.

Hapywenue ¢pynxyuu nouex

VY nmaunueHToB ¢ HapylieHueM (YHKIHU MOYEeK JIETKOW U CPeJHEH CTEeNEHU THKECTH BEeIUYHHA
MJIa3MEHHOM KOHIIEHTpaIluu po3yBacTaTuHa uiau N-JecMeTusna CYIIECTBEHHO HE MEHSETCS.
VY manueHToB ¢ HapylieHHeM (DYHKIUU Touek Tsbkenmoi creneHu (kiupeHc kpeatuHuHa (KK)
MeHee 30 MJI/MUH) KOHIIEHTpallMsl po3yBacTaTMHA B IUIa3Me€ KpOBM B 3 pas3a BbIle, a
koHueHTpauus N-gecMmetuna B 9 pa3 BblllIe, YeM y 3I0POBBIX J00poBosblieB. KoHIeHTpamus
po3yBacTaTHHA B IIa3Me KPOBH y MAIIMEHTOB Ha TreMouanu3e Oblia mpuMepHo Ha 50 % BbIIe,
4eM Y 3J0POBBIX T0OPOBOJIBIIEB.

Hapywenue ¢pynxyuu nevenu
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VY mamueHToB ¢ HapylleHHeM (YHKIHMU TEYEHH PA3IMYHONW CTENEHH TSDKECTH HE BBISBICHO
YBEJIMUEHUE IEpHOJa MOJYBbIBEJCHUS PO3yBacTaTHMHA y MAIlMEHTOB C OauioM 7 W HUXKE IO
mkane Yaiia-ITero. ¥V 1Byx manueHToB ¢ 8-10 u 9-10 6ayutamu 1o mikasie Yaitna-I1sro otMeueHo
yYBEJIMUEHUE IepUoJa IMOJYBBIBEIACHMs, O KpaiiHe Mepe, B 2 pasza. OmnbIT IpUMEHEHUs
poO3yBacTaTHMHA y MAlMEHTOB ¢ 9-10 Oayutamu u BhiIe 1o mkaie Yaitna-I1eto oTcyTcTBYET.
I'enemuueckuii nonumopgusm

Wurunburoper ['MI'-KoA-penykra3pl, B TOM 4YHCIe, pO3yBACTaTUH, CBS3bIBAIOTCA C
tpancnoptHeiME  Oenkamu OATP1B1 (monmmenTux TpaHCIIOpTa OPraHUYECKUX aHHOHOB,
YYacTBYIOIIMK B 3axBare cratnHOB renatorutamu) u BCRP (addumrokcHblii TpancmopTep).
VY wocureneir renotunoB SLCO1B1 (OATP1B1) ¢.521CC u ABCG2 (BCRP) c.421AA
oTMeuasioch yBenmmueHue odkcnosuimu  (AUC) kx  posyBacratmay B 1,6 w 2,4 pasa,
COOTBETCTBEHHO, MO cpaBHeHHUIO ¢ Hocutenssmu TeHoTwrnoB SLCO1B1 ¢.521TT u ABCG2
c.421CC.

IToka3aHusi K NPUMEHEHUIO

Po3yBacratun PeHeBan nmokasaH K IPUMEHEHUIO Y B3POCIBIX B BO3pacTe OT 18 Jet:

. MpU TMEPBUYHON THUnepxosiectepuHeMun 1o Openpukcony (tum lla, Bkirovas cemeiiHyro
reTEPO3UTOTHYIO THIIEPXOJIECTEPHHEMHUIO) MIIM CMEIIAaHHON rumnepxosectepunemun (tum |1b) B
KayecTBe JOIMOJHEHUS K JHUeTe, KOTr/a IueTa U JApyrue HeMeIUKaMEHTO3HbIe METOMbI JIeUeHUs
(Hammpumep, puznueckue yrpaxHeHUs, CHI)KEHHE MacChl Tella) OKa3bIBAIOTCS HEJIOCTaTOUYHBIMH;
. IIPU CEeMEWHOI TOMO3UTOTHOM TUIIEPX0JIECTEPUHEMUHN B KayeCTBE JIOTIOJHEHUS K JUETE U
Opyroi nunuacHwkaromein tepanuu (Hanpumep, JIIIHII-adepes), wim B ciuyyasx, Korjaa
moo0Hast Tepanus HeJO0CTaTOuHO 3P PeKTUBHA;

. npu runeptpuriaunepuaemun (tun 1V no @peapukcony) B Ka4ecTBe JOMOIHEHUS K TUETE;
. JUIS 3aMeJJICHHs] MPOTPECCUPOBAHMS aTepOCKIepO3a B KauecTBE OIMOJIHEHUS K JHETe Y
MAlMeHTOB, KOTOPBHIM TMOKa3aHa Tepamnus s CHIKeHUs KoHueHtparuu odmero XC u XC-
JITTHIL.

* U IEPBUYHON MPO(UIAKTUKA OCHOBHBIX CEPJCYHO-COCYANUCTHIX OCIOKHEHUN (MHCYIbTA,
uH(papKTa, apTepHATbHON pEBACKYISApPU3ALMK) Yy B3POCIBIX TMAIlMEHTOB 0€3 KIMHUYEeCKUX
npu3HakoB  MBC, HO ¢ TOBBINIEHHBIM pPUCKOM €€ pa3BUTHS  (BO3pacT  crapiie
50 nmer anms MyX4uH © cTapmie 60 JeT s OJKEHIIWH, TIOBBIIICHHAs KOHIICHTPAIUsI

C-peaktuBHOrO Oenka (> 2 MI/l) MpU HATUYMU, KAK MHHHUMYM OJHOTO M3 JIOTIOJHUTEIBHBIX
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(baKTOpOB pHUCKA, TAKMX KaK apTepHajbHas TUIIEpTEH3Us, HU3Kas KoHueHTparus XC-JIIIBII,

KypeHue, ceMeiHblii aHamHe3 panHero Hadana MBC).

IIporuBonoka3zanus
Mna maonemox 5 me, 10 m2, 20 me
e [ 'UnepuyBCTBUTENIBHOCTh K PO3YBAaCTaTHHY WJHU K JIIOOOMY M3 BCIOMOTAaTEIbHBIX BEIIECTB,
MIEpPEYUCIIEHHBIX B pa3jene «CocTaB Ha OJIHY TabJIETKY»;
e 3a00JieBaHUsl IE€YEHU B AKTUBHOM (ha3ze, BKIIOYAs CTOMKOE IOBBIIIEHHE CHIBOPOTOYHOMN
aKTUBHOCTH TpaHCAaMHMHAa3 U J000€ MOBBILIICHNE aKTUBHOCTH TPAaHCAaMHHA3 B CHIBOPOTKE KPOBU
(6onee yem B 3 pasa 1o CpaBHEHUIO C BEpPXHEH rpaHuLiell HOPMBI);
e HapymeHus QyHkuu nouek Tsoxenon crenenu (KK menee 30 mn/mMun);
®  MHOIATHs;
®  OJIHOBPEMEHHBII NMPUEM IIMKIOCIIOPUHA;
® y XCHIUH: OEpPEeMEHHOCTb, IEPUOJ I'PYIHOTO BCKapMJIMBAHMSA, OTCYTCTBHE aJleKBAaTHBIX
METOJI0B KOHTpaLENLHH;
®  [AIMEHTaM, IPEIPACHOJIOKEHHBIM K Pa3BUTHIO MUOTOKCHYECKUX OCIIOKHEHUH;
®  HENEPEHOCHMOCTb JIAKTO3bl, AC(ULUT JaKTa3bl WIM CHHIPOM IIIOKO30-TaJaKTO3HOM
MaibabcopOuy (IpernapaT CoACPIKHT JIAKTO3bl MOHOTHJIPAT).
na pozysacmamuna 6 0o3ze 40 m2
e [UmepuyBCTBUTENBHOCTh K PO3YBACTATHHY MJIM K JHOOOMY M3 BCIOMOTraTENbHBIX BEILECTB,
NepeUYHCIICHHBIX B pazaene «CocTaB Ha OJJHY TaOJeTKy»;
®  OJHOBPEMEHHBIN NPUEM LIUKIOCIOPHHA;
® y XCHIIUH: OEpPEeMEHHOCTb, NEPUOJ I'PYIHOTO BCKAapMJIMBAHMSA, OTCYTCTBHE aJIleKBATHBIX
METOJIOB KOHTpaLEILHH;
e 3a0oJyieBaHMs IE€YEHU B AKTUBHOM (pa3e, BKIIOYAs CTOMKOE IMOBBIIIEHUE CHIBOPOTOYHON
aKTUBHOCTH TPaHCAMHHA3 U JII00O€ MOBBIIIEHUE aKTUBHOCTH TPAaHCAMHUHA3 B CHIBOPOTKE KPOBHU
(Oostee uem B 3 pa3a 1o CpaBHEHMIO C BEpXHEH T'paHULEl HOPMBI);
®  [aueHTam ¢ (pakTopaMu prUcKa pa3BUTH MUOIIATHH/pabJOMHOIIN3A, 3 UMEHHO:

- HapyueHue QyHKIMM novek cpenHeit crenenu tsokectu (KK menee 60 mi/mMuH),

- TUIIOTHPEO3,

-  JIMYHBIA WIK CEMEHHBIM aHaMHe3 MBIIIEYHBIX 3a00I€BaHUH,
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- MHOTOKCMYHOCTHb Ha (oHe mpuema aApyrux uHruoutopoB I'MI-KoA-pemykrassl wim
¢ubparoB B aHamHe3e,

- 4pe3MepHOe yrnoTpeOieHHe aIKoToIs,

- COCTOSIHUSl, KOTOpbIE MOTYT HPUBOJUTH K IOBBIIICHUIO IUIA3MEHHOM KOHIIEHTpalUH
pO3yBacTaTuHa,

- OJIHOBpPEMEHHBII npuem GpuodpaTos,

- IaIMEeHTaM MOHIOJIOUJHOU pachl;

®  HENEepeHOCHUMOCThb JIAKTO3bl, JAeDULUT JaKTa3bl WIM CHUHAPOM IJIFOKO30-TaJaKTO3HOU

MasibabcopOIuu (TpenapaT CoAePKUT JIAKTO3bI MOHOTHJIPAT).

C 0CcTOPOXKHOCTHIO

Jna mabnemox 5 me, 10 me, 20 mz

Hanuuue pucka pa3BuTHs MHONATUW/pabAoMuONIM3a — HapylleHue (QYHKIUM TOYek,
TUIOTHPEO3, JIMYHBIA WM CeMEWHBIM aHaMHe3 HAacJeICTBEHHBIX MBIIICYHBIX 3a00JeBaHUil U
MPENIIeCTBYIOIUNA aHAMHE3 MBIIIEYHOW TOKCHYHOCTH TPU  HCIOJIb30BAHUU  JPYTUX
narnoutopoB I'MI-KoA-penykraszel unu pubpaToB; upe3MepHOe yHoTpeOJIeHUE aaKoroJis;
BO3pacT crapiie 65 JeT; COCTOSIHUA, MNpPH KOTOPHIX OTMEYEHO TMOBBIINIEHUE IUIa3MEHHOMN
KOHLIEHTpAllMd  pO3yBacTaTWHA;  pacoBas  MPUHAAICKHOCT,  (MOHTOJIOMAHAs  paca);
OJIHOBpPEMEHHOE Ha3HaueHue ¢ pubparamu (cMoTpH paznen «DapmMakoOKUHETHKAY); 3a00JIeBaHUS
MEeYeHH B AaHAMHe3e; CeICUC; apTepuaibHas TUIOTEH3UsS; OOLIMPHBbIE XUPYPTrUUYECKHE
BMEIIIATENIbCTBA, TPaBMbl, TsDKEIblE META0OJUYECKHUe, SHIOKPUHHBIE WU AJIEKTPOJUTHBIC
HapYIICHUS UM HEKOHTPOJIUPYEMbIE CYI0POKHBIC TTPUIIAIKH.

/Jlna pozysacmamuna 6 0o3e 40 m2

Hapymenne ¢pynkuuu nouek nerkoit crenenu tsokectu (KK 6onee 60 Ma/Mun); Bo3pact crapiie
65 net; 3a0oyieBaHMs TI€UEHUW B aHAMHeE3€; CEICHC, apTepHalibHas TUIOTEH3US; OOIIMpHBIC
XUPYprudecKkue BMeENIaTeNbCTBA, TPaBMbI, TsDKENbIE METa0ONUYecKHe, HSHAOKPUHHBIC WU
ANIEKTPOJIUTHBIE HAPYIICHUS UITU HEKOHTPOJIUPYEMBIE CyIOPOKHBIE TPUTTATKH.

Ipumenenue 6 neouampuueckou npaxmuxe

D¢ddexTrBHOCT, M 0€30MACHOCTH IPUMEHEHUS Tpenapara y aereid 10 18 ner He ycTaHOBIEHa.
OnelT TpHUMEHEHHUs Tpenapara B TEAUATPUUECKON TMPAKTUKE OrpaHHuYeH HEOOJBITUM
KOJIMYECTBOM JieTell (0T 8 JeT u cTapiiie) ¢ CeMEHHONM FOMO3UTOTHOM TMIEPX0JIECTEPUHEMUEH.

B nacrosee BpEMA HC pCKOMCHAYCTCS ITIPUMCHSATH PO3YBACTATHUH Y JIeTel 1o 18 ner.
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Iayuenmoi ¢ Hapyuienuem QYHKYuu neveHu
JlaHHBIE WM OMBIT NMPUMEHEHUS Iperapara y MalueHToB ¢ OaioM 9 W BhIIIE 1O IIKaje

Yaiing-IIero oTcyrcTBYET (CMOTpH pazaensl «PapmakoauHaMukay U «OcoOble yKazaHUs»).

IIpumenenne npu GepeMeHHOCTH M B IIePHO/I TPYIHOI0 BCKAPMJIMBAHHA

PozyBacTaTuH npoTrHBONOKa3aH npu OEPEMEHHOCTH U B IEPUO/]T JAKTAI[UH.

JKeHIMHBI  penpoayKTMBHOIO  BO3pacTa  JOJDKHBI  IPUMEHATH  AIE€KBAaTHBIE  METOMbI
KOHTpALCIIINH.

[TockonbKy XOnecTepuH U JIpyrue MpOIyKThl OMOCHMHTE3a XOJECTepUHA BaXKHbI JJISI Pa3BUTHS
10/1a, MOTeHIMaIbHBIA puck uHruoupoanus ['MI-KoA-penykrassl mpeBbIIIaeT MOJIB3Y OT
MIpUMEHEHHUsI IpernapaTa y OepeMeHHBbIX.

B ciyuae BO3HMKHOBEHHS OEpEeMEHHOCTH M B MPOLIECCE TEpaluy MPUEM Ipenapara J0DKEH
OBITh IPEKpaIeH HEMEIEHHO.

JlaHHbBIE B OTHOILICHUY BBIJCICHUS PO3yBacTaTHHA C TPYAHBIM MOJIOKOM OTCYTCTBYIOT, TIO9TOMY
B IEpUOJl TPYAHOTO BCKapMJIMBAHHUS IIpUEM IIpernapara HEOOXOJUMO MPEKpPaTUTh (CMOTPHU

paznen «IIpoTuBOMOKa3aHUS).

Cnoco0 npuMeHeHHs U 103bI

BHyTpb, He pa3KeBbIBATh U HE U3MENbYaTh TA0JIETKY, IPOTIAaThIBATh LIEIMKOM, 3aITUBasi BOJIOM.
[IpenapaT MokeT Ha3HAYaTHCS B JII000E BPEeMsI CyTOK HE3aBHCUMO OT IIpUeMa MUILIH.

Jlo Hauama Tepamuu pPO3YBACTATMHOM MAllMEHT JOJDKEH HadaTh COONI0JaTh CTaHAAPTHYIO
TUIOXOJECTEPUHEMHYECKYI0 TUETY W NpPOJ0JDKaTh coOIofaTh ee BO Bpems JyeudeHus. Jlosza
mpemnapaTa JOJDKHA MOJOMPAThCS HWHAMBHAYAIbHO B 3aBHCHUMOCTH OT IeJied Tepanud u
TEparneBTHYECKOro OTBETa HA JICUCHHE, MPUHKUMAsi BO BHUMaHUE TEKYLIUE PEKOMEHIAIHUU IO
1[eJIeBOY KOHIIEHTPAIIUH JIUTTHUIOB.

Pexomennyemas HauanbHasi 103a JUIsl MAIMEHTOB, HAYMHAIOIINX MPUHUMATh Mpenapar, Win IJis
MAlMEeHTOB, MEepeBeCHHBIX ¢ mpueMa apyrux uHruoutopo [I'MI-KoA-pemykrasbl, AomkHA
coctaBnaTh 5 win 10 Mr posyBactatuHa 1 pa3 B cytku. [Ipu BeiOOpe Ha4uambHOU J03bI CIEAYET
PYKOBOJCTBOBATHCS MHIMBHUAYAIbHBIM COJIEPKAHUEM XOJIECTEpPUHA U MPUHUMATh BO BHUMAHUE
BO3MOXHBIH PHUCK CEpIACUYHO-COCYTUCTHIX OCIOXHEHUH, a TakkKe HEeoOXOJUMO OIIEHHWBATh
MOTEHIIMATBHBIA PUCK Pa3BUTHS MOOOYHBIX d(PdekxToB. B ciyuae HEOOXOIMMOCTH, 1032 MOKET

ObITh yBeNMueHa J10 OoJiblelt uepes 4 Henenu (cMoTpu pazzen «DapMakoIMHAMUKAY).
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B cBsi3u C BO3MOXKHBIM pa3BUTHEM IMOOOYHBIX 3PQekToB mnpu mnpueme a036l 40 mr, 10
CpaBHEHMIO C OoJjiee HM3KMMHU J03amu mpenapara (cmotpu pasnen «lloGouHoe neicTBue»),
yBenuueHue 1036l 10 40 Mr, 1mocie AONOJHUTENBHOIO MpUEMa J03bl BBILLE PEKOMEHIYEMOM
HA4yaJIbHOM /J03bl B T€UEHUE 4-X HEJENIb TepPaluH, MOXKET IPOBOJUTHCS TOJIKO y MALIUEHTOB C
TSKEJION CTENEHbIO TUIIEPXOJIECTEPUHEMHUHM U C BBICOKUM PHCKOM CEPAEYHO-COCYIAMCTBIX
OCJIO’KHEHUH (0COOEHHO y MAllMEHTOB C CEMEIHON runepxojiecCTepuHeMuei), y KOTOPBIX HE ObLI
JOCTUTHYT J>K€lTaeMbl pe3yibTaT Tepanuu npu mnpueme 103bl 20 Mr, U KOTOphle OyayT
HaxOJUTbCS TMOJ HabmomeHueM crnenuanucta (cMoTpu pasfen «OcoOble  yKazaHUS»).
PekoMenyeTcss 0cOOEHHO THIATENbHOE HAOMIOCHUE 3a MallMeHTaMH, NOJy4YarollUMHK MpenapaT
B 03¢ 40 Mmr.

He pexomennyercs Ha3HaueHue 103bl 40 Mr marueHTaM, paHee He OOpallaBIIMMCA K Bpauy.
[locne 2 —4-x Henenp Tepanuyd WM TpPHU TMOBBIIEHUH [03bl pO3yBacTaTHHA HEOOXOAUM

KOHTPOJIb TOKa3aTeseH JIMMUIHOTO 0OMeHa (Mpr HEOOX0IUMOCTH TPEOYETCS KOPPEKITUS TO03bI).

IIpumeHeHnune y 0coOBIX Py NANUEHTOB

Toowcunvie nayuenmoi

He tpebyeTcst KoppekIuu 10361.

llayuenmol ¢ HapyweHuem QyHKYyUYU nouex

Y nanueHToB ¢ HapylieHHMeM (QYHKUMW [OYeK JIETKOM WM CpelHEed CTEeNeHU TAKECTH
KOPPEKILHs 1036l He TpeOyeTcs. Y MalueHTOB ¢ HapylmieHueM (YHKIIMH MOYEK TAKEJION CTerneHH
(KK wmenee 30 mu/MuH) TpUMEHEHHE pO3yBacTaTHHA MPOTHUBOIOKa3aHO. IIpoTuBoIOKazaHO
MpUMeHeHHne mpernapara B 03¢ 40 M y MalMeHTOB ¢ HapylleHueM (YHKIHH MOYEK CpeaHen
crenenn Tsokectd (KK 30-60 mu/mun)  (cmotpu  pasmensl  «OcoOble  yKazaHUS» U
«DapmakoanHaMuKay). [lanuentam ¢ HapyiieHueM QYHKIMH TTOYEK CPEIHEH CTEIEeHH TSDKECTH
pEeKOMEHIyeTC sl HadallbHas J103a penapara 5 Mr.

Ilayuenmol ¢ HapywieHuem QyHKyuy nevenu

PosyBacTatuH nmpoTHBOIMOKAa3aH MaleHTaM ¢ 3a00JIeBaHUSMHU MEYEHH B aKTUBHOU (aze (cMOTpu
paznen «lIpoTUBOMOKa3aHUS).

Omuuyeckue epynnoi

I[Ipn w3yyeHnn  (PapMaKOKHHETUYECKUX IMapaMeTpoOB  pO3yBaCTaTMHA Yy TMAIMEHTOB,
MPUHAUISKANIUX K pa3HbIM OSTHUYECKUM TpylnaM, OTMEYEHO YBEIHMYEHHUE CHCTEMHOM

KOHICHTpalU pO3yBaCTATHHA Yy AINOHIICB U KUTaNIIEB (CMOTpI/I pa3aci «Oco0bIe y’KaSaHI/ISI»).
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Crnenyer yuMTHIBaTH JaHHBIA (DakT TNPH HA3HAUYECHUHM pO3yBAacTaTMHA [aHHBIM TpYIIam
nanueHToB. [Ipu HasHaueHuu 103 10 u 20 Mr pekomenayemasi HayanbHasl J103a JJIs NAL[UEHTOB
MOHTOJIOUJTHOHM packl coctaBisieT S Mr. [IpoTnBomokazano HazHaueHWe mpemnapara B jo3e 40 mMr
MaIreHTaM MOHTOJIOUTHOHM packl (cMOTpH paszen «IIpoTuBonokasanus»).

I'enemuueckuti nonumopgpusm

VY wocurenerr renotunoB SLCO1B1 (OATP1B1) c¢.521CC u ABCG2 (BCRP) c.421AA
otMeuanock yBenuueHue skcro3unuu (AUC) posyBacTaTHHa 10 CPaBHEHUIO C HOCHTEIISIMH
redotunio SLCO1B1 ¢.521TT u ABCG2 ¢.421CC. [y manueHTOB-HOCUTENICH TEHOTHIIOB
€.521CC nnm C.421AA pexomeHIyeMas MaKCUMallbHasl 71032 po3yBacTaTHHA cocTaBisier 20 mr
omuH pa3 B cyrku (cmoTpm pasgensl «DapMmakokuHeTHKa», «OcoOble yKazaHHs» U
«B3anmoielicTBHE C IPYrUMU JIEKAPCTBEHHBIMU CPEJICTBAMMY).

Iayuenmul, npedpacnonodxcenHvle K MUONAMUU

[TpoTuBOMOKa3aHO Ha3HavyeHWe mpemnapara B no3e 40 Mr mamueHTam ¢ (akropamu, KOTOpPBIE
MOTYT yKa3bIBaTh Ha MPEeIPacIoIOKEHHOCTD K Pa3BUTHIO MUOTIATUH
(cmotpu  pasmen  «lIpotuBomokazanus»). Ilpu  Hazwadwenuum 103 10 wumw 20 wmr
pexomMeHayemas HauyalbHas Jl03a s JaHHOW TPYNIbl IalMEHTOB COCTAaBISIET S5 MT
(cmotpu paznen «I[IpoTuBOTIOKA3aAHUN).

Jemu

bezonacHocTs u 3¢h(pekTUBHOCTH MpUMEHEHUsI po3yBacTaTHUHA y JieTel B Bo3pacTte 0 18 et He
ycTaHoBJIeHbI. JIOCTaTOYHOE KOJIMYECTBO JAHHBIX OTBETCTBYET.

Conymcmeyrowana mepanus

PosyBacTaTuH cBSI3bIBacTCSI C pa3IMYHBIMH TPAHCIOPTHBIMU OelkaMu (B YacCTHOCTH, C
OATP1B1 u BCRP). Ilpu cOBMECTHOM MpPUMEHEHHH pO3yBacTaTHHA C JIEKAPCTBEHHBIMHU
npernapaTamM (TaKUMHU Kak IUKIOCIIOPUH, HEKOTOPble MHTUOUTOPHI mpoTeassl BUY, Bkitouas
KOMOHMHAIIMIO pPUTOHABHpPAa C  aTa3aHaBUpPOM, JIOMMHABUPOM W/WIM  TUIPAHABUPOM),
MOBBIIAIONIMMH  KOHIIEHTPAIMI0 pO3yBacTaTMHA B IUIa3ME€ 3a CUeT B3aUMOJEHCTBUSA C
TPAHCHOPTHBIMU OEJIKaMH, MOXKET MOBBIIIATECS PUCK MHOMATHH (BKIOYas pabaoMHUOIN3)
(cmoTpu pazgensl «OcoOble ykazaHus» U «B3auMopelcTBHe ¢ JAPYrHMH JIeKapCTBEHHBIMHU
cpeactBammu»). CienyeT 03HAKOMHMTBCS C HMHCTPYKLMEH MO MPUMEHEHHIO 3TUX IpernapaTroB
nepes X Ha3Haue€HHEM COBMECTHO C PO3yBAacTaTHHOM. B Takux ciydasx cienyeT OLEHHUTb
BO3MOJKHOCTh Ha3HAYCHMs albTEPHATUBHON Tepanuy WIM BPEMEHHOTO MpEeKpalleHHUs Mpuema

poO3yBaCTaTUHA. Ecou xe NMPUMCHCHUC YKAa3aHHBIX BBIIIC IPCIIAapaTOB HCO6XO,[[I/IMO, CIICayeT
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OLICHUTb COOTHOLICHUE II0JIb3bl M PHUCKA COIYTCTBYIOLIECH Tepaluu pO3yBaCTaTUHOM U
paccMOTpeTh BOZMOXKHOCTh CHUYKEHHS €ro J03bl (CMOTpH pazjen «B3aumonelicTBue ¢ qpyrumu

JIEKapCTBEHHBIMU CPEJCTBAMM»).

IoG6o4Hoe aelicTBHE

[To6ounble >QdexTsl, HaOIIOAAEMbIE NpPU MpPUEME PO3YBACTATHHA, OOBIYHO BBIPAYKEHBI
HE3HAYUTEIIEHO W TPOXOJAT CaMOCTOSITeNbHO. Kak W mpHu MpUMEHEHHH JAPYTUX WHTHOUTOPOB
I'MI'-KoA-penykra3pl, yacToTa BO3HUKHOBEHHUS MOOOUYHBIX 3(P(PEKTOB HOCUT, B OCHOBHOM,
JI0303aBUCUMBIN XapakTep. YacToTa BOSHHKHOBEHHS HEXeNaTeNbHBIX 3()(PEKTOB mpencraBieHa
creayromuM obpaszom: «dacto» (> 1/100, < 1/10); «meuacto» (> 1/1000, < 1/100); «pemxox»
(> 1/10000, < 1/1000); «ouens peaxo» (< 1/10000), «HeyTrouHeHHAss 4acTOTa» (HE MOKET OBITH
MOJICYMTAHA [0 UMEIOIIMMCS TAHHBIM).

Hapywenus co cmoponvl kpoeu u numgamuueckou cucmemvl: HEYTOUHEHHAs YacToTa —
TPOMOOIIMUTOTICHHUSL.

Hapywenus co cmoponbr ummyHHOU cucmemsi: PEIKO — PpPeaKUMH MOBBIIICHHON
YyBCTBUTEIHLHOCTH, BKJIIOYAsi aHTHOHEBPOTHUECKUHN OTEK.

DHOOKpUHHBIE HAPYUleHUsA. 9aCTO — CaXapHBIA TUadeT 2-To THUIIA.

Hapywenusa co cmoponvl HepsHotl cucmemyl: 4acTO — rojJoBHasi 00JIb, FOJOBOKPYKEHUE; OUYEHb
peaKo — TOoTeps WM CHWKEHHE MaMsITH, HEYTOYHEHHas uvacToTta — mnepudepuueckas
Helponarusi.

Hapywenus co cmoponvl OvixamenbHOU cucmemvl, 0peaHo8 2pyOHOU KIemKU U CPeOOCMEeHUsL:
HEYTOYHEHHAs YacTOTa — Kalllelb, OJIbIIIKA.

JKenyoouno-kuwieunvie HapyuieHus: YacTo — 3amop, TOUIHOTA, OOJb B JKUBOTE, PEOKO —
MAHKPEATUT, TOBBIIICHUE aKTUBHOCTH «II€YCHOUYHBIX» TPAHCAMHHA3; OYEHb PEAKO — JKENTyXa,
renaTuT; HEeyTOYHEHHAsl YacToTa — Auapesl.

Hapywenus co cmopoHuvl neuenu u sncenyesvi800auux nymeiti

[Ipy mpuMeHeHMM po3yBacTaTHHa HAOJIOJAEeTCs JJ0303aBUCHUMOE IOBBIIICHWE AKTUBHOCTH
«TI€YEHOYHBIX» TPaHCAMHMHA3 y HE3HAYMTEIbHOTO YMCIIA MALUMEHTOB. B OOJBIIMHCTBE ciydyaeB
OHO HE3HAYMTEJIbHO, OECCUMITOMHO U BPEMEHHO.

Hapywenus co cmopomnsl Kodcu u NOOKONMCHBIX MKAHell: HEYaCTO — KOXKHBIHN 3y/], KOXKHasl ChIIb,

KpallMBHUILIA; HCYTOYHCHHAA 9aCTOTA — CI/IHI[pOM CTHBCHC&-I[)KOHCOH&.
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Teua./dakc: 8 (800) 200-09-95

Hapywenus co cmoponvl mbiuieynotl, ckeniemuoi u coeOunumenbHol mKanu: 4acTo — MUAITUS;
peaxko — MuonaTHs (BKJIHO4as MHO3UT), paOJOMHUOIIN3; OYEHb PEJIKO — apTPaAIrus; HEYTOUHEHHAs
9acTOTa — UMMYHOOTIOCPEIOBAHHAS HEKPOTU3UPYIOIIAs MUOTIATHSI.

[Tpu mpumMeHeHuN po3yBacTaTHHA BO BCEX J103aX M, B OCOOCHHOCTH MPHU MPHEME JI03 Tpernapara,
npepimaronmx 20 wMr, coobmanock o craenyrmux 3(dexrtax B OTHONICHWH OTOPHO-
JIBUTATENILHOTO arlapara: MHAITH, MHOTAThs (BKIIOYAas MHO3UT), B DPEIOKUX CIydasx —
pabIOMHOIU3 ¢ OCTPO TOYEUHOM HETOCTATOYHOCTHIO HIIU O€3 Hee.

Jl0303aBUCHMMOE  TIOBBIIIEHHE  AKTUBHOCTH  KpeaTHH(GOCPOKHHa3pl  HAOMIOJAIOCh Y
HE3HAYUTEIIFHOTO YHWCIIa MAIMEeHTOB, MPUHUMABIIUX PO3yBacTaTHH. B OONBIIMHCTBE CiTydacs
OHO OBUIO HE3HAYHTENbHBIM, OECCHMIITOMHBIM ¥ BpPEMEHHBIM. B ciydae TOBBIIICHHS
aktuBHOCTH K®K (6onee yem B 5 pa3 mo CpaBHEHHUIO C BEpXHEW I'paHULIE HOPMBI) TEparus
J0JDKHA OBITH PUOCTaHOBJCHA (CM. paznen 4.4.).

Hapywenusa co cmoponuvl nouex u Mo4esvle00suux nymeii: 0O4€Hb PEIKO — reMaTypus.

Y namueHToB, MOJIy4aBIIUX pO3YyBACTaTUH, MOXKET BBISBIATHCS NpoTeHHypus. M3meHeHus
KOJIM4ecTBa Oeyka B MO4Ye (OT OTCYTCTBHSI WJIM CJICIOBBIX KOJIMYECTB 10 ++ WM OOJbIIe)
Habmomatorcss 'y MeHee 1 % manuenTtoB, mnomydatomux 10-20 Mr mnpenapara, Uy
npuban3uTenbHO 3 % nmanueHToB, nonydaromux 40 Mr npenapara. HesHauntenbHoe U3MEHEHHE
KoJudecTBa Oelka B Moue OTMedYajaoch npu mpueme 1036l 20 Mr. B OGonblIMHCTBE ciydaes
MIPOTEUHYPHSI YMEHBIIACTCS WM MCUYe3aeT B Mpoliecce Tepaluu U He 03HAYaeT BO3ZHUKHOBEHUS
OCTPOTO MJIM MPOTPECCUPOBAHMUS CYILIECTBYIOIIETO 3a00IeBaHUs TOYECK.

Hapywenus co cmoponvl penpodykmueHoti cucmemvl U MOJIOYHBIX OJicele3: HE YTOUYHEHHas
4acTOTa — TMHEKOMACTHSI.

Obwue HapyweHus u peakyuu 6 Mecme 66edeHus: 4YacTO — AaCTEHUYECKHH CHHIPOM;
HEYTOYHEHHAs 4acToTa — NepuQeprudeckiue OTeKH.

Jlabopamopuvie u uncmpymeHmanbHvle OaHHblE

[Ipu npuMeHeHHH po3yBacTaTHHA TaKKe HAOIIOJAINCH CIEAYIOINEe U3MEHEHUs 1ab0paTOPHBIX
MoKa3aTeNeil: TMOBBIICHUE KOHLEHTpPAalUU TIIOKO3bl, OWIMpyOMHa, AaKTUBHOCTH Tramma-
[IIyTaMHJITPAaHCIENITUAA3bI, eN04HON (hocdaTazbl, HapymeHUs (YHKINUN IIUTOBHUIHOMN JKEJIe3bl.
[Ipu npuMeHEeHNN HEKOTOPBIX CTATUHOB COOOIIATIOCH O CIEAYIOIUX HeXeNaTeIbHbIX SIBICHUSX:
JieTipeccusi, HapyIIeHUs] CHa, BKIII0Yasi OECCOHHUILY U «KOIIMApHbBIE» CHOBUCHUS, CEKCyallbHas

,Z[I/IC(I)yHKI_[I/Iﬂ, THICPIrIIMKCMUS, NMOBBIMICHUC KOHLCHTPAIUU TJIUMKCIUPOBAHHOI'O T'EMOT JI00MHA.
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AKIIMOHEPHOE OBILIECTBO

— [IPOU3BOJICTBEHHA S ®APMALIEBTUYECKAS
RENEWAL KOMITAHHS OBHOBJIEHUE
Teua./dakc: 8 (800) 200-09-95

COO6H_IaJIOCB 0 CAMHHUYHBIX ClIyd4asaX MHTCPCTUIHUAIIBHOIO 3a00J1eBaHUS JCTKHX, 0COOEHHO npu

JUTUTEIIbHOM NPUMEHEHUH TpenapaToB (cM. pazaen 4.4.).

Ilepeno3upoBka

[Ipy ogHOBpEMEHHOM IpHUEME HECKOJIbKMX CYTOYHBIX J103 (hapMaKOKMHETHYECKHUE IapaMeTpbl
pO3yBacTaTUHA HE U3MECHSIOTCS.

Crenn¢uyeckoro JjeueHuss MpU IEpPeo3UpPOBKE pO3yBacTaTUHOM He cyuecTByer. llpu
NIEPEAO3UPOBKE PEKOMEHIYETCS IPOBOJUTH CHUMIITOMAaTUYECKOE JIEYEHHE W MEPONPHUATHS,
HaIpaBJICHHbIE HA MOJJEepXKaHNue (QYHKUNN KU3HEHHO Ba)KHBIX OpraHoB U cucteMm. Heobxonum
KOHTpoJb ¢yHkuuu nedyeHn U ypoBHS KOK. ManosepositHo, 4TO Temoauanu3 Oyxaer

3¢ deKTHUBEH.

B3aumopneiicTBue ¢ APYrUMU JIeKAPCTBEHHBIMH CPeACTBAMM

Bnuanue npumenenus opyzux npenapamoeé na po3yeacmamun

Hneubumopvl mpancnopmuuix 6e1kos

Po3yBacTatuH CBSI3bIBaeTCSI C HEKOTOPHIMH TPAaHCHOPTHBIMU OelKamMH, B YaCTHOCTH, C
OATP1B1 wu BCRP. ComyrcTByromee mnpuUMEHEHHE TMPENaparoB, KOTOPHIC SIBJISIFOTCS
MHTUOUTOpPAMU  3TUX TPAHCHOPTHBIX OENKOB, MOXET COMNPOBOXKAATHCA  YBEIMUYECHUEM
KOHLIEHTpAllMM pO3yBacTaTWHA B IIJJa3M€ M TMOBBIIIEHHBIM PHUCKOM Ppa3BUTHUS MHUOIMATUU
(cmoTtpu Tabmuiy 3 u paszaensl «Crocod npuMeHeHHs U 103bD» U «Oco0bIe yKa3zaHUs ).
Luxnocnopun

[Ipu oHOBpeMEHHOM IpUMEHEHUHU po3yBacTaThHa U 1ukiocnopuna AUC posyBactaTuHa Oblia
B cpelHeM B 7 pa3 BbIIIE 3HAYEHHUS, KOTOPOE OTMEUAlIOCh Yy 3J0pPOBBIX J0OPOBOJIBIEB
(cmoTpu Tabnuiy 3). He BnusieT Ha 1mi1a3MeHHYIO0 KOHLIEHTPALIMIO LUKIOCTIOPHUHA.

Hneubumopul npomea3swl eupyca ummynooeguyuma denrogexa (BUY)
CoBMeCTHOE TIPUMEHEHUE PO3yBaCTaTHHA C OIpPEICICHHBIMU HMHTHOMTOpamMu mpoTeassl BUY

WM ¢ KoMOMHaIueil HHruouTopoB mnpoteassl BUY moxer yBennumBath skcnosurmioo (AUC)
po3yBactatuHa 10 7 pa3 (cmorpu Tabmuuy 3). Koppekuus n03bl po3yBacTaTHHa TpeOyeTcs B
3aBHUCUMOCTH OT OXMJA€MOM CTENEHM YBEIMUYEHHs €ro OHKCIO3ULUU (CMOTPHU pa3ienbl
«[IporuBonokazanus» u «Cocod MPUMEHEHUS U J03BI»).

Temghubposun u opyeue eunorunudemuyeckue cpedcmaa

CoBMecTHOE NMPUMEHEHHE po3yBacTaTHHA U reM(uOpo3uia MPUBOJUT K YBEIMUYEHHUIO B 2 pasa

MaKCUMaJlbHOW KOHIEHTpalMu po3yBacTaTMHa B Iuiasme kpoBu u AUC posyBacraTnHa
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RENEWAL KOMITAHHS OBHOBJIEHUE

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

(cmotpu pazgen «OcoObie ykazaHUsi»). OCHOBBIBAasSCh Ha JaHHBIX [0 CHEUPUICCKOMY
B3aMMOJICHCTBHIO, HE OXHIAeTcsd (PapMaKOKMHETHYECKH 3HAUYMMOTO B3aWMOJICHCTBHSA C
benopubpaToM, BO3MOKHO (papMaKkoIMHAMHIESCKOE B3aUMOICHCTBHE.

Femdudposun, denopudpar, apyrue GuOpaTbl W JTUNHACHUKAIONINE 036l HHUKOTHHOBOWM
KHCJIOTHI YBEIMYMBAIN PUCK BO3HHUKHOBEHHWS MHOINATHHA NPU OJHOBPEMEHHOM IPUMEHEHUU C
unruouropamu I'MI'-KoA-penykrassl, BO3MOKHO B CBS3M C TE€M, YTO OHU MOTYT BBI3BIBATH
MHUOTIATHIO TMpPU NPHUMEHEHUU B MOHOTepanuu (cmoTpu pasgen «OcoOble ykazanus»). [lpu
OJIHOBPEMEHHOM TIpHeMe Tpernapata ¢ rempuodposmioM, pudparaMu, HHKOTUHOBON KHCIIOTOW B
JUNUACHIKAIONINX 103ax (6ojee 1 r/cyT) HauanbHas /1032 HE JOJDKHA MPEBBILIATh S MI, IPUEM
B 703¢ 40 Mr mpoTUBONOKAa3aH MPH COBMECTHOM Ha3HaueHUU c ¢ubpaTtaMu (CMOTpPHU pazIeibl
«[IporuBomnokazanus», «Criocod npuMeHeHUs U A03bI», «OcoOble YKa3aHUs»).

Dzemumubd

OnHoBpeMEHHOE TPUMEHEHHE po3yBacTaThHa B no3e 10 Mr m a3etumuba B g03e 10 mr
conpoBoxaanock yenmuuennem AUC posyBactatuHa B 1,2 paza y TAlUEHTOB C
runepxoiectepunemMueii (cmorpu  Tabmuiy 3). Henb3s HCKIIOYUTH YBEIMYECHHE pHUCKA
BO3HUKHOBEHHsI MOOOYHBIX A((HEKTOB M3-3a (PapMaKoMHAMHUYECKOTO B3aUMOJICHCTBUSI MEKY
PO3yBaCTaTUHOM U 33€TUMHOOM.

Anmayuovl

OpHoBpeMeHHOE MPUMEHEHUE Po3yBacTaTHHA U CYCHEH3UM aHTaIMI0B, COACpKAIIUX MarHus U
QTIOMUHHS TUIPOKCUJ, MPUBOAUT K CHIDKEHHUIO IUIa3MEHHOM KOHIIEHTpPAllMKd PO3yBacTaTHHA
npumepHo Ha 50 %. Jlanubil 3QdeKT BripaxkeH cialee, €ClIM aHTALUAbl MPUMEHSIOTCA Yepes
2 4aca mocie npuema po3yBacratuHa. KimHuueckoe 3HaueHHe MOJI0OHOTO B3aMMOJCHCTBUS HE
M3y4aJoch.

Spumpomuyun

OpHoBpeMeHHOE NMPUMEHEHHE PO3yBacTaTHHA M SPUTPOMHUIIMHA PUBOAUT K yMeHbleHuo AUC
po3yBactatuHa Ha 20 % u Cmax po3yBactatuHa Ha 30 %. [lomoOHOe B3aMMOJEHCTBUE MOXKET
BO3HHMKATh B pe3ylbTaTe YCWICHHS MOTOPUKH KHIIEYHUKA, BBI3BIBAEMOTO MPUEMOM
SPUTPOMHUIIMHA.

Hszopepmenmor yumoxpoma P450

PesynbraThl ucciemnoBanuit in VIVO u in VItro moka3sanu, 9T0 pO3yBacTaTHH HE SIBIISCTCS HU
MHTUOUTOPOM, HU MHAYKTOpOM H30¢epMeHTOB 1uroxpoma P450. Kpome Toro, posyBacratun

SBISETCS  CIA0BIM Cy6CTpaTOM A OTUX I/I30(bepMeHTOB. HOBTOMy HE OXHNAACTCA
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RENEWAL KOMITAHHS OBHOBJIEHUE
Teua./dakc: 8 (800) 200-09-95

B3aUMOJICHICTBUSL pO3yBacTaTMHA C JPYIMMM JIEKAPDCTBEHHBIMU CpPEJICTBAMU HAa YpPOBHE
Merabonm3Ma ¢ ydactueM wu3odepMeHToB IuToxpoma P450. He oTMe4YeHO KIMHUYECKU
3HAYUMOTO B3aUMOJICHCTBHUS pO3yBacTaThHA C (PIyKOHA30JI0OM (MHTHOMTOPOM H30(epMEHTOB
CYP2C9 u CYP3A4) u xerokona3osom (naruduropom uzodepmenros CYP2A6 u CYP3A4).
Dy3udosas kucioma

HccnenoBanuii mo M3y4eHHIO B3aMMOJEHCTBHS pO3yBacTaTWHAa U (PY3UJOBOM KHUCIOTHI HE
npoBoamiIoch. Kak u mpu mpueMe JApYyrux CTaTHHOB, OBUIM TOJYYEHBI MOCTMAapKETHHIOBEHIE
COOOIIIeHUs O ciaydasiX pabaoMuoJiM3a IPU COBMECTHOM IpHEME po3yBacTaTMHA U (y3HI0BOI
kucioThl. HeoOxomuMo mpuctanpbHO HaOmMogaTh 3a mnanueHtamu. [lpm HeoOxoaumocTu,
BO3MOYHO BpEMEHHOE MpeKpalleHne prueMa po3yBacTaTuHa.

Bzaumooeiicmeue c¢ nexapcmeennvimMu cpeocmeamu, Komopoe mpedyem KoppeKuuu 003l
po3ysacmamuna (cmompu maoauyy 3)

Jlo3y po3yBacTaTMHa cCjeIyeT KOPPEKTUpPOBaTh IMpH HEOOXOJUMOCTH €ro COBMECTHOIO
MPUMEHEHHUSI C JIEKaPCTBEHHBIMHU CPEACTBAMH, YBEIMUMBAIOIIMMHU HKCIO3UIMIO PO3yBacTaTHHA.
Cnenyer O3HaKOMHUTbCA C MHCTPYKIHMEW [0 TNPUMEHEHHUIO JTHUX MpenaparoB Mepes HX
Ha3HaYeHUEM COBMECTHO C po3yBacTaTMHOM. Eciu okujaercs yBenuueHue 3KCIO3HUINY B 2 pasza
u OoJiee, HauaJbHAas J03a po3yBacTaTHHA HE JIOJDKHA MPEBBIIIATh S MI OJIUH pa3 B CyTKH. Takxke
clieyeT KOPPEeKTUpPOBaTh MAaKCUMAJbHYIO CYTOYHYIO J03y pO3yBacTaTWHa TakK, YTOOBI
OXXpJaemasl OKCIO3UIMS pPO3yBacTaTMHA HE TMpeBbllIaja TakoByl s 103bl 40 mr,
MIPUHUMAaeMOM 0e3 OJIHOBPEMEHHOTO Ha3HAYCHUS JIEKapCTBEHHBIX CpPEICTB,
B3aMMOJICHCTBYIOIIUX C po3yBacTaTUHOM. Hampumep, MakcumanbHas CyTOYHas J03a
po3yBacTaTMHA IMPU OJHOBPEMEHHOM MPUMEHEHUU C LUKIOCTIOPUHOM COCTABISIET 5 MT
(yBenmuenue skcno3unuu B 7,1 pasa), ¢ puroHaBupom/arazanaBupoMm — 10 mr (yBenuueHue
skcrio3unuu B 3,1 paza), c rempudposunom — 20 mr (yBenuueHue 3Kcno3uimu B 1,9 paza).
Koppekuusi HauanpbHON 103l pO3yBacCTaTMHA HE TpeOyeTcs, €clIM OXKUIAeTCS YBEIHueHUE
HKCMO3UIIMU MEHEe UYeM B 2 pasa, 0JIHaKO, IIPU YBEJIMYEHUH po3yBacTaTuHa BhIlie 20 Mr cienyer
co0JII0JaTh OCTOPOKHOCTb.

Tabimna 3. Buamsinme comyTcTBylOmeil TepamuM Ha JKCHO3HIMIO PO3yBacTaTHHA
(AUC, nanHble mpuBeIeHbI B MOPsIIKE YObIBAHUS BEJIHYUHBI IKCMO3UIIUH) — Pe3yJIbTaThI

Ol'lyﬁ.]II/IKOBaHHbIX KJIHHHYECKHX UCCIAeT0BaAHUMI
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h——
RENEWAL

VYBe/lueHHe IKCIO3HIIMU PO3yBacTATHHA B 2 U 6oJiee paza

Pe:xxum conyTcTBYHOLICH Tepanuu

Pe:xum npuema

po3yBacTaTHHA

Hsmenenune AUC
po3yBacTaTHHA M0
CPaBHEHHIO C

MOHOTepanuen !

CodocOysup/BenmaTacBup/BOKCUIIATIPEBHP
(400 mr — 100 mr — 100 mr) +
Bokcunanpeup 100 mr 1 pa3 B cyTkH,

15 nueit

10 Mr oTHOKpaTHO

VYBenuuenne B 7,39 paza

Huknocnopun 75-200 mr 2 pa3a B CyTKH,

6 Mecs1eB

10 mr 1 pa3 B cytku, 10

JTHEH

VYeenuuenwne B 7,1 paza

Hapomyramug 600 mr 2 pasa B CyTKH,

5 nHeH.

S MTI' OJTHOKpPaTHO

VYBenuuenwne B 5,2 paza

Peropadenn6 160mr 1 pa3 B cyTku,

14 nueit

S MTI' OJTHOKpPaTHO

Veenuuenwe B 3,8 paza

Artazanasup 300 mr/puronasup 100 mr

1 pa3 B cyTku, 8 gHel

10 Mr OTHOKpaTHO

Veenuuenne B 3,1 paza

Cumenpesup 150 mr 1 pa3 B cyTku, 7 nHEH

10 Mr OTHOKpaTHO

VBenuuenwne B 2,8 paza

Benmatacsup 100 mr 1 pa3 B cyTku

10 Mr OTHOKPaTHO

VYeenmuuenwe B 2,69 paza

OmMOuTacBup 25 Mr/mmapuTanpeBup
150 mr/puronasup 100 mr/nacabyBup
400 mr 2 pa3a B CyTKH

S MTI' OJTHOKpPaTHO

VYeenmuuenwne B 2,59 paza

I'pazonpesup 200 mr/ambacBup 50 mr

1 pa3 B cyTkun

10 Mr oTHOKpaTHO

VYBenuuenue B 2,26 paza

I'mexampeBup 400 Mr/muOpeHTaCBUP

120 mr 1 pa3 B cyTku, 7 nHel

5 MI OTHOKpaTHO

VBenuuenue B 2,2 pasza

Jlommuasup 400 mr/ putonasup 100 mr

2 pasza B CyTkH, 17 nHeit

20 mr 1 pa3 B cyTku, 7 nHel

VBenuuenue B 2,1 paza

Knommumorpen 300 mr (Harpy3ouHas jo3a),

3aTeM 75 mr yepes 24 yaca

20 Mr OTHOKPATHO

VBenuuenue B 2 pasa

I'empudpozmn 600 mr 2 pa3a B CyTKH,

7 nHen

80 Mr OJJTHOKpaTHO

VYBenuuenue B 1,9 paza

YBeanueHue IKCNO3HINM PO3YBACTATHHA MeHee YeM B 2 pa3a
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Pe:xxum conyTcTBYHOLICH Tepanuu

Pe:xum npuema

po3yBacTaTHHA

HUsmenenne AUC
po3yBacTaTHHA MO
CPaBHEHHIO C

MOHOTepanuen !

Onrpombonar 75 mr 1 pa3 B CyTKH, 5 qHEH

10 Mr oTHOKpaTHO

VBenuuenune B 1,6 paza

Hapynasup 600 mr/ putonasup 100 mr

2 pa3a B CyTKH, 7 qHEH

10 mr 1 pa3 B cyTku, 7 AHE#H

VYBenuuenne B 1,5 paza

Tunpanasup 500 mr/ putonasup 200 mr

2 pasza B cyTkd, 11 nueit

10 Mr oTHOKpaTHO

Veenuuenne B 1,4 paza

Hponenapon 400 mr 2 pa3a B CyTKH

Her nanHbBIX

VYeenuuenne B 1,4 paza

Urpaxonazon 200 mr 1 pa3 B cyTkH,

5 nueit

10 mr i 80 Mr

OJTHOKPaTHO

VYeenuuenne B 1,4 paza

3zerumu6b 10 mr 1 pa3 B cyTku, 14 gHei

10 mr 1 pa3 B cyTku, 14

JTHEH

VYeenuuenne B 1,2 paza

CHUKeHH e YKCIIO3UIIHT po3yBacTaTuHa

Pexxum conyTcTBYIOLIEH Tepanuu

Pexum npuema

po3yBacTaTuHa

H3menenne AUC
po3yBacTaTHHA IO
CPaBHEHHUIO C

MOHOTepamueii -

Oputpomuniva 500 Mr 4 pasa B CyTKH,

7 nHen

80 MT OJTHOKPATHO

Cumxenne Ha 20 %

Baiikammu 50 mr 3 pasa B cytku, 14 gaeit

20 M OTHOKPATHO

Camxenue Ha 47 %

! I[aHHLIC, NpEACTaBJICHHBIE B BHUIAC KPAaTHOI'O M3MCHCHHUA AUC, ABJIAOTCA OTHOIICHHUEM 3HAYCHHUA 3TOIO

nokaszartelsi Ha ()OHE CONMYTCTBYIONICH Tepanuy K 3HAYCHHIO IOKa3aTels NP MOHOTEpAIMH PO3YBACTATHHOM.

JlaHHBIE, TIpenCTaBICHHBIE B BHAE %, ABISIOTCS pasHuied B % wmexny mnokazatenem AUC Ha Qone

COITyTCTBYIOILIEH TEPAIIMX M 3HAYEHUEM ITOKA3aTellsl IIPH MOHOTEPANUH PO3yBACTATHHOM.

Crnenyrouiye JeKapCTBEHHbIE Ipenaparhl W HMX KOMOMHALMM HE OKAa3bIBAIOT KIMHUYECKU
3HaYMMOTO 3(p(exTa Ha HKCMO3ULHUIO pO3yBaCTaTMHA INPH HMX COBMECTHOM HPHUMEHEHHUU:
anernutazap 0,3 mr, 7 anelt; peHodubpat 67 mr 3 pasa B cyrku 7 aHei; ¢urykonazon 200 mr
1 pa3 B cyrku, 11 nueit; dpocammpenBup 700 mr/putonasup 100 Mr 2 pasza B CyTkH, 8 IHEH;
keTtokoHazos 200 Mr 2 pasza B cyTkd, 7 nHed; pudamnuiud 450 mr 1 pa3 B cyTku, 7 JHEH;
cuuinMapuH 140 mr 3 pasa B cyTku, 5 1HEN.

Bnusanue npumenenun pozyeacmamuna na opycue npenapanbvl

Anmazonucmor sumamuna K
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Havano Tepanuu po3yBacTaTUHOM WJIM YBEIMYEHHME JO03bl Ipenapara y M[alUeHTOB,
MOJIYYAIOUIMX OJHOBPEMEHHO AaHTaroHucTel BuTamuHa K (Hampumep, BapdapuH), MOXKET
IIPUBOJUTH K yBenuueHuto MexayHnapoaHoro HopmanuzoBannoro Otnomenus (MHO). Otmena
po3yBacTaTMHa WM CHIDKEHHE O3Bl Iperapara MOXET NPUBOAWTH K yMmeHbmiennto MHO.
B takux cinyuasx pekoMmenayercst KoHTposis MHO.

IlepopanvHvle KOHMpPayenmuesl/20pMOHO3AMECMUMENbHASL MepPanus

OnHOBpEeMEHHOE TPUMEHEHHE PO3yBaCTaTHHA M TEPOPATBHBIX KOHTPALECNTHBOB YBEIHMYNBACT
AUC »stuammcrpamuona u AUC Hoprectpena Ha 26 % um 34 %, cooTBeTcTBeHHO. Takoe
YBEJIMYEHUE IJJa3MEHHOM KOHLEHTpAllMu JIOJUKHO YYMTHIBAThCA MpU  MOA00pE 103l
MEePOPaTbHBIX KOHTPAaEeNTHBOB. (DapMakOKWHETHYECKHWE JAHHBIE 110 OJHOBPEMEHHOMY
MPUMEHEHUIO  pO3yBacTaTHUHA M TOPMOHO3aMECTUTEIbHOW  TEpalud  OTCYTCTBYIOT,
CIIEIOBATENIbHO, HENb3d HCKIIOYUTH aHAJOTUYHOro 3¢p¢dekra U Mpu NPUMEHEHUH JIaHHOTO
couetanus. OnHaKo Moj0OHas KOMOWHAIUS IIMPOKO MPHUMEHsUIach BO BpeMs IPOBEICHUS

KIMHUYCCKUX I/ICCJ'IC,I[OBaHI/Iﬁ M XOpOoHIO MEPEHOCUIIACH MMTAlTUCHTAMM.

Oco0ble ykazaHust

IHoueunwvie I¢hhexmut

VY nanMeHTOB, MOJYYaBIIMX BBICOKHME JJ03bl po3yBacTaTHHA (B ocHOBHOM 40 mr), Habmroaanach
KaHaJplLleBasi MPOTEUHYpHs, KOTOpass B OOJBIIMHCTBE CIy4aeB Obula TpaH3UTOpHOW. Takas
IIPOTEHHYPHsI HE CBUJAETENILCTBOBAJA 00 OCTPOM 3a00J€BaHMU MOYEK WM MPOTrPECcCUPOBAHUU
3a0o0JeBaHMs MOYeK. Y MalMEeHTOB, NPUHUMANOLIUX Ipenapar B ao3e 40 Mr, pekoMeHayercs
KOHTPOJIUPOBATh MOKa3aTeau (PyHKIHUU MOYEK BO BpeMs JICUCHHUS.

Co cmoponbst onopHo-oguzamensnoz2o annapama

[Ipu npumeHeHUH po3yBacTaTHHA BO BCEX J103aX U, B OCOOCHHOCTHU IIPU MpHEME JI03 Mpenapara,
npesblnaonmx 20 Mr, coodLanoch 0 CIEAYIOUIMX BO3JCUCTBUSAX Ha OMOPHO-ABUIraTEIbHBIH
anmapar: MUAJITHsl, MUOTIATHsL, B PEAKHUX CIydasiX padoMHOIN3.

Onpeodenenue akmugnHocmu Kpeamungpocpoxunasol

Omnpenenenne aktuBHoctTh K®OK He criegyer mpoBOOUTH MOC/E WHTEHCHUBHBIX (DHU3MYECKHX
Harpy30K WM IpU HAJIMYUM JAPYIMX BO3MOKHBIX MPUYMH yBenuueHus aktuBHocTu KPK, uto
MOKET MPHUBECTH K HEBEPHOW MHTEpHpEeTallMM IOJIyYeHHBIX pe3ylbTaToB. B cmydae, eciu
ucxonHas akTuBHOCTh KPK cymiecTBeHHO MOBBIIIEHA (B 5 pa3 BbIIIE, YeM BEpXHss I'paHHLA

HOPMBI), 4yepe3 5-7 MHEH cleayeT MpOBECTH MOBTOPHOE H3MepeHue. He cremyeT HauMHATh
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TEpanuIo, €CIIM MOBTOPHBINA TECT MOATBEPKIAET HCXOHYI0 akTuBHOCTh KDK (BhImIe Oosee uem
B 5 pa3 110 CpaBHEHUIO C BEPXHEN rpaHu1Ield HOPMBI).

/o nauana mepanuu

[Ipn Ha3zHaueHMM pO3yBacTaTHHA, TAKXKE€ KaK W MNP HA3HAYEHUM JPYIMX HHTCUOUTOPOB
I'MI'-KoA-peaykraspl, cCilemayeT MpOSBIATH OCTOPOKHOCTh ITAIMEHTaM C HMEIOIIUMUCS
(dakropamu pucka wmuonaruu/pabmomuonusza (cmorpu  pasznen  «C  OCTOPOKHOCTBHIOY),
HEO0OXO0JIMMO PacCMOTPETh COOTHOILIEHHE PUCKA U BO3MOXKHOM IMOJIb3bl TEPAUU U IPOBOAUTH
KIIMHUYECKOE Ha0JII0/IeHUE.

Bo eépema mepanuu

Crnenyer mpouH(OPMHUPOBATH MAIIMEHTA O HEOOXOIUMOCTH HEMEUICHHOTO COOOIIEHUS Bpavyy O
CllydasiX HEOKHJIaHHOTO TOSBJICHHS MBIIIEYHBIX OOJeil, MBIIIEYHON CIab0CTH WM Cla3Max,
OCOOCHHO B COYETAaHMM C HEJIOMOTAaHHUEM M JUXOPAaAKOH. Y TaKuX TMalUEeHTOB CIEAYyeT
onpenenats aktuBHOCTh KDK. Tepanus nomkna ObITh IpekpalieHa, eciu akTuBHOCTh KOK
3HAYMUTEJILHO TIOBBINMICHA (0oJiee YeM B 5 pa3 1Mo CPaBHEHHUIO C BEPXHEH T'PAHMIICH HOPMBI) WU
€CJIM CUMIITOMBI CO CTOPOHBI MBIILII] PE3KO BBIPAXKEHBI U BBI3BIBAIOT €XKEIHEBHBIN IUCKOMMOPT
(maxxe ecnu aktuBHOCTh KDK yBenmnuena He Oosiee yeM B 5 pa3 Mo CpaBHEHHUIO C BEpxXHEH
rparuIeii HopMbl). Ecim cumnrombl ucde3aror, 1 akTuBHOCTE KDK Bo3Bpamiaercs k HopMme,
ClleqyeT pPacCMOTPETh BOMPOC O TMOBTOPHOM HA3HAUEHHUM pPO3YBaCTaTHMHA WM JPYTHX
uaruoutopoB I'MI'-KoA-peaykra3ssl B MEHBIIMX J03aX NpPH TIIATEILHOM HAOJIOJACHUH 32
MaUEHTOM.

Pyrunnbiit kouTposs aktuBHOCTH KOK 1pu OTCYTCTBUM CUMITTOMOB HElEIeCco00pa3eH.
OTMeueHbl OYEeHb pPENKHE Cllydal WMMYHOOIOCPEJOBAHHOM HEKPOTU3UPYIOLIEW MHOIATUU C
KIIMHUYECKUMH TPOSIBJICHUSIMA B BHUAE CTOMKOM cHabOCTHM NPOKCUMAIBHBIX MBI U
noBeieHUsT akTuBHOCTH K®K B CHIBOPOTKE KPOBU BO BpeMs JICUCHHS WM MPU MPEKpalieHun
mpuemMa CTaTHHOB, B TOM 4HCIE po3yBacTaThuHa. MoxeT mnoTpeboBaThCcs MPOBEICHUE
JOTIOJIHUTEIBHBIX ~ UCCJIEIOBAHUM  MBIIIEUHOM M  HEPBHOM CHUCTEMBI, CEpPOJIOTMYECKUX
HCCIeA0BaHUH, a TAKXKE Tepanusi IMMYHOOTIOCPEIOBAHHBIMU CPEICTBaAMMU.

He oTmedeHO mpH3HAKOB yBEIMYEHHMsI BO3JEHCTBUSA HAa CKEIETHYIO MYCKYJIaTypy NpU MpUEMe
po3yBacTaTMHa M COIYTCTBYIoUIeH Ttepanuu. OpHako cooOmanock 00 yBETMUYEHUHM YHCIIA
ClIydaeB MHUO3WTa M MHOIATUU Y MAallMEHTOB, MPUHUMABIIUX Apyrue MHruoutopsl I'MI'-KoA-
pEeAyKTa3bl B COYETAHUU C TMPOU3BOJHBIMH (UOPUHOBOM KHUCIOTHI, BKIIOYash reMpuOpO3u,

IUKJIOCTIOpPHUH, HUKOTHHOBYIO KUCJIOTY B JIMIIUMACHWKAIOIUX O03aX (60.]166 1 I‘/CyT), Aa30JIbHBIC
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MPOTHBOIPUOKOBBIE CpENCTBA, MHIHOMTOPHI mporeazsl BMY u makponuaHble aHTHOMOTHKH.
I'empuOpo3mI yBeNMUUMBaET PUCK BO3HUKHOBEHUS] MHUOIATHU MPH COBMECTHOM NMPUMEHEHUH C
HekoTopbiMu uHTHOUTOpamu I'MI-KoA-penykrasel. Takum o0pa3oM, HE pPEKOMEHIYeTCs
OJTHOBPEMEHHOE MpPHUMEHEHHE po3yBacTaTHHa MU TeMpuOpo3mna. JIomkHO OBITH THIATETHHO
B3BELICHHO COOTHOIIEHME pPHUCKA U BO3MOXKHOW IIOJIb3bl IIPU COBMECTHOM IPUMEHEHUU
po3yBactaTuHa W (UOpPAaTOB WJIM JIMIHUJCHIKAIOIMIUX /03 HUKOTMHOBOM  KHUCJIOTHI.
[IpoTuBonoka3zan mnpueM po3yBacTathHa B jg03e 40 mMr coBmecTHO ¢ (QuOparamu
(cMoTpm  paspmensl  «BzaumMoneiicTBME ¢ OPYrMMH  JIEKAPCTBEHHBIMH  CPEACTBAMM»,
«[IpoTuBOMIOKa3aHUAN).

UYepez 2-4 Henmenu mocjie Hayada JICYEHHUS W/WIM TPU TOBBILIEHUM J103bI PO3yBacTaTHHA
HEOOXOIMM KOHTPOJIb TIOKa3aTele JUNHIHOTO oOMeHa (Tpu HEOOXOIUMOCTH TpeOyeTcs
KOPPEKIIHS T0361).

Dyukyusa neuenu

PexomeHtyeTcst MpoBOANTH ONpeaeseHre oKa3aTenell GyHKIUHN NIeYeHN 10 Havaja Teparuy U
yepe3 3 Mecsma nocie Hadana Tepanuu. IIpuem posyBacTaTuHa clleAyeT NpPEKpaTUTh WM
YMEHBUINTh /103y IpenapaTa, €cild aKTUBHOCTb «II€YEHOYHBIX» TpPaHCaMUHAa3 B CBIBOPOTKE
KpoBH B 3 1 6o0Jiee pa3za NPEeBbIIACT BEPXHIOK IPAHUILY HOPMBI.

VY nauMeHTOB € THIEPXOJIECTEPUHEMHUEH BCIIEACTBUE THUIIOTUPEO3a WIM HEYPOTUYECKOTO
CHUHJpOMa Tepamusi OCHOBHBIX 3a00JE€BaHMN [OJDKHA INPOBOAMTHCSA JIO Hayajla JICUEHUs
PO3YBaCTaTHHOM.

Ocoovle nonyaayuu. Imuuueckue cpynnot

B xonme ¢apMakOKMHETHYECKUX MCCIEIOBAaHUNH Cpeau KUTAWCKUX M SIMOHCKUX MallMeHTOB
OTMEYEHO YBEJIMYCHME CHCTEMHONM KOHUEHTpAalMW po3yBacTaTMHA IO CpPaBHEHHUIO C
[I0Ka3aTeNsIMH, IOJydeHHBIMH CpeAU MalMeHTOB-eBPONeonIoB (cMoTpu pasaensl «Crocobd
HOPUMEHCHUS U 103bD», «DapMaKOKHHETHKAY).

Hnzuoumoper npomeazor BUY

He pexomMmeHayercss cCOBMECTHOE MpPHUMEHEHME Ipernapara ¢ HHruouropamu mnpoteassl BUY
(cMoTpu paznen «B3anMoaelcTBHE ¢ IpYTMMHU JI€KAPCTBEHHBIMU CPEACTBAMUY).
Humepcmuyuanvnoe 3ab01e6anue 1e2Kux

[Ipy mpUMEHEHMH HEKOTOPBIX CTATHHOB, OCOOCHHO B TEYEHUE JIMTEIBHOTO BpPEMEHH,
co00IaNIOCh O €AMHUYHBIX CIydasX MHTEPCTUIHATIBHOTO 3a00sieBaHus Jerkux. [IposBieHusmu

3a00JIeBaHUS MOTYT ABJIATBCA OJbIIIKA, HerO,Z[YKTI/IBHHﬁ Kalmejib 1 YXYIAUICHUC O6IJ.[€FO
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caMO4yBCTBHs (CaboOCTh, CHIDKEHME MacChl Tela M Juxopaaka). I[lpu momospenun Ha
MHTEPCTHIHATBHOE 3a00JICBaHNE JIETKHX CIIEIYeT IPEKPATUTh TEPAIHIO CTATHHAMH.

Caxapnulit ouabem 2-20 muna

VY mamueHToB ¢ KOHIGHTPAUHUEH TIOKO3bI OT 5,6 10 6,9 MMOIB/I Tepamus po3yBacCTaTHHOM
aCCOIMHMPOBAJIACH C TIOBBIIICHHBIM PUCKOM Pa3BHTHS caxapHOTO auadera 2-ro THIIa.
Bcnomozamenvnuie eeujecmea

[Ipemapar PosyBacratia PeHeBam coiepXWMT JakTo3bl MOHOTWApar. llammeHTam c penko
BCTPEYAIONIUMHUCS  HACJIEACTBCHHBIMUA 3a00JICBAHUSMH, TAKHMH KaK HEIEPEeHOCHMOCTh
rajlakTo3bl, HEMEPEHOCHMOCTh JIAKTO3Bl BCIIEACTBHE JAe(UIMTA JIaKTa3bl WIH CHHAPOM
[IIOKO30-TaJIakTO3HON ManbaOcopOIK, He cieayeT NPUHUMATh JaHHBIM JeKapCTBEHHBIH

npemnapar.

Bausinue Ha cOCOOHOCTH YNIPABJISITh TPAHCIIOPTHBIMHU CPeICTBAMM, MEXaHU3MaMHU

He mnpoBonunoce uccrnenoBaHuid MO HM3YYEHHUIO BIMSIHUS pO3yBacTaTUHA Ha CIOCOOHOCTH
YIOPaBIATh TPAHCHOPTHBIM CPEICTBOM W HCHOJb30BaTh MeXaHU3Mbl. OJHAKO OCHOBHIBAsACH Ha
(hapMaKoIMHAMUYECKUX CBOMCTBAX, PO3YBaCTaTHH HE JOJDKEH OKa3bIBAaTh TAKOTO BO3JIEHCTBUS.
Cnenyer coOnoAaTh OCTOPOKHOCTh NIPU YIPABJIEHHWU aBTOTPAHCIIOPTOM WM padoTe,
TpeOylomieil MOBBIIIEHHOW KOHIIEHTPAllMM BHUMAHUSL M OBICTPOTHI ICUXOMOTOPHBIX peaKluid

(BO BpeMsi TEpanuu MOKET BO3HUKATh TOJIOBOKPYKEHUE).

®opma BBIILYCKA

TabneTku, MOKPHITHIC TNICHOYHOU 00071049KOM, 5 Mr, 10 mr, 20 mr.

[To 10 TabmeTok B KOHTYPHYIO SYEHKOBYIO YMAKOBKY U3 IUICHKU MOJUBUHUIXJIOPUIHOU U
($hobIH ATFOMUHUEBOM TICYaTHOM JTAKHPOBAHHOM.

3, 6, 9 KOHTYPHBIX SYEUKOBBIX YMaKOBOK 1Mo 10 TabIeTok ¢ MHCTPYKIMEH MO MPUMEHEHHUIO

MMOMCIHIAIOT B IMAYKY U3 KapTOHA IJI1 HOTpC6I/ITeJ'IBCKOI71 TapB.l.

YciaoBus XxpaHeHust
B opuruHanbHO# ymakoBke (KOHTypHas siUeKoBas ylMakoBKa B Iayke) NpU TeMIlepaType He
Boie 30 °C.

XpaHUTb B HEIOCTYIIHOM Ul IETEH MECTE.

Cpok rogHoctu

3 roja.
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He MNPHUMCHSATD 110 UCTCUYCHUHU CPpOKa rOAHOCTH.

YcaoBus ornycka

OTIycKaroT 1o perenty.

Buiagenen perucTpanoHHOro0 yA0CTOBepPeHHs

AxuunonepHoe o6mectBo «IIpousBoacTBenHas ¢papmaineBTuueckas komnanuss OOHOBIEHHUE»
KOpuanueckuit azapec: 633621, HoBocubupckast 0011., Cy3yHckuii paiioH,
pn. Cy3yH, yi. Komuccapa 3sTpkoBa, 1. 18.

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

Wurepuer: www.renewal.ru

IIpounssoauTens/Oprann3anus, NPUHAMAKOLIAS IPETEH3UM OT MOTpPeduTeNei
Ilpouzsooumenw

AxuunonepHoe o6mectBo «IIpousBoacTBennas dpapmaneBTuueckas komnanuss OOHOBICHHE»
Aodpec mecma npouzeoocmaea:

HoBocubupckas 06i1., . HoBocuoupck, yn. Cranmmonsas, 1. 80.

Opeanuzayus, npuHUMAaOwas npemensuu om nompeoumerei.

Axuunonepnoe o6miectBo «IIpousBoacTBenHas apmaneBTruueckas kommnanus OOHOBICHHE»
630096, r. HoBocubupck, yi. Cranmuonsasi, a. 80,

e-mail: pretenzii@pfk-obnovlenie.ru
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