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; 'el'chpérneuuoro npenapara

| (Baanesbua) per
“[-ynocrosepenus.

: Anpec Meﬂomomelgu- AepKATEIR

: __p'menuom npenapara

UHOHHOTO

'f-z‘;m

Jlata rocyaupcTaennoii peructpauii
_JieKapcTBEHHOr 0 npenapara

‘| Cpok feifcTBHA perucTpaiuioHHOro

31.12.2025

| (naTa 3aMenbl perneTPaLHONOrD
| yaoctosepenns nekapersennoro npenapara)

| YAaocToBepeHus JIeKapeTBEHHOTO npenapara
| Mara Buecenns wsmenennii s perucrpaunoHHoe :
YAOCTOBEpCHHE JIEKAPCTBEHHOTO Npenapara 24.08 2023

Hudopmauis 0 3aperHcTpHpOBAHHOM JIeKapCTBEHHOM TIpenapare:

- | Toprosoe nanmenosanue Iiasa'runuﬁ

X MeAIyHAPOAHOE HENATEHTOBAHHOE, WM

| FPYNOHPOBOYHOE, HAH XHMIYECKOE JHaszatunnG

| nanmenosanne :
| JAexapcrsennan Gpopma TabNeTKH, NOKPbITHIE TUIEHOMHOM 06onouKol 3
| Aosuposka 100 Mr '

= KauecTBeHHbII COCTAB 1 KOIHYECTBENNbIH COCTAR neilcTByOmnX se
COCTAB BCTNIOMOTATE/ILHLIX BELLECTB %

HecTB H KA4eCcTBCHHBIH

"f.':,’ pasatuanbé  100.0
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JUI-00/093-121121

MHWHHUCTEPCTBO 3JIPABOOXPAHEHMS POCCUHUCKOM GOEJIEPALIMH

MHCTPYKIM S
MO MEHLMHCKOMY MPHMEHEHHIO JIEKapCTBEHHOTO Npenapata

Jazarunnd
TabJICTKH, NOKPBITBIE MJIEHOUHOI 060104K0i, 100 M
000 «AMEJIAPT». Poccus

M3meHenune No |

I[aTa BHECCHHA U3MEHCHHSA «

Crapasi pearakuns

Ipouseoanrens
(Bee emaouu npouseoocmea)

®I'BY  «HMHUI

baoxuna» Munsapasa Poccun

OHKOJIONHH H.H.

HM.

115478, r. Mocksa, Kawmpekoe wocce. a. 24.

ctp. 2. ¢uaman  «Haykonpogu» ®I'BY
«HMUILL oukonorun um. H.H. Broxuna»
Munsapasa Poccun
I'enepanbubiii qupextop
000 «<AMEJIAPT»
M3 PO
=
. JKCMEPTHBIN OTUET =
2 | giic TBHTENEH U AAHHOR| &
e BEPCHW JIOKYMEHTA 5
000000000S5

» 121121 20 r.

Hoasi peaakuus
Hpoussoaurenn
DI'bY  «HMHIL] oukonorun wum. H.H.

baoxuna» Munsapasa Poccnn
115478, r. Mocksa. Kaumpckoe wocce, 1. 24,
OI'by

biaoxuna»

ctp. 2, ¢uaman  «Haykonpodm»

«HMHIL oukonorum H.H.

HM.
Munsapasa Poccun

WM

000 «AMEJIAPT». Poccus

109316, r. Mocksa, Bosrorpaackui NpOCIeKT,

A.A. Konokonblios
®OHO

140742
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MHEH3IPABPOCCHH '

JI-007093-000621

i

E
COTJACOBAHO !
i o i

MHHHCTEPCTBO 3)IPABOOXPAHEHHS POCCHHCKOR DOEJIEPAIIMH

HHCTPYKIMS
HO MEAMHMHCKOMY HPUMEHEHHIO JEKAPCTBEHHOL'O HIPEITAPATA

JASATHHHUEB

Pernerpaunonnii nomep:

Toprosoe nanmenosanne: Jlasarnnus

MewayHAPOANOE HENATEHTOBANNOC HANMEHOBANNE: 1433 THHNG

Jexapersennan popmaz 1abiaeTKH, HOKPBITHIE NACHOMHOI 060104KOI]

Cocras na oany rabaerky

I Tabnerka, nokpeitas naenounoii 0601040, COJEPKHT:

eticmeviowee semecmeo:

Aasatuuud - 100.0 mr;

Benoxwocame mnvie sewecmea:

Jlakto3b1 Monornapar — 1350 mr, ueamonosa MHKpoKpHCTaiiyueckas 102 — 1350 wmr,
Kpockapmeauiosa Hatpus — 16,0 Mr, runponosa (ruapokeunponuiuennonosa) — 12.0 Mr, Mariuns
creapar — 2.0 mr.

Henovwnas o6or0uka. Onaapait® AMB 11 Genbiit 88A 180040 — 11.00 mr.

Cocmae Onaopas® AMB 11 6e1020 884 180040:

Hoameununoswii conpt (E1203) — 37,00 %. tansk — (E553b) — 31,00 %. tvTana amokcun
(E171) = 25.00 %, rauuepuna Monokanpuiaokanpat (tun 1) — 4.00 %, watpus naypun cyabdar —
3,00 % - 11.0 mr.

Ouncanne

Kpyrabie 1Boskopunykisie tabaeTki, HOKPLITBIC IIEHOUHOI 000JI0MKOIH OEN0r0 WK 10YTH
Genoro npera.

DapmakorepanesTnUecKas Fpynia: NPOTHBOOMY XOJIEBOE CpeACTRO -
NPOTCHHTHPOIHHKMHASLE HHEWOHTOP.

Koa ATX: LOIXE06

Papmakoaornueckoe 1eiic remne

Dapyaroounamura

131979



MHH3APAB POCCH K
A-907093-09069 |

COTJACOBANO

T e e,

Jasannnd wmdnpyer mposunknnasy BCR-ABI . THPOSHHKHHA%LL cemeictea SRC, a
TAKARC MHOTHC APYTHE OHKOTCHNBIC Kinasbl, BKoYas ¢-KIT. knnasy s¢punororo (EPH) peuentopa
n PDGEB-pencniop. Jlasatuinnd cesasbipactcn ¢ akTnBioil 1 neak THBHOH Ppopmamu gepmenra BCR-
ABL, 1 B cyGuanomossipupix konuentpaumsx (0.6-0.8 nvoan/sn) mi nonpyer ce.

Mexamis v oeticmeus

B yeaoBusx in vitro 1a3atunnG nposeaseT akTHBHOCTE HA KACTOUHBIX MOAE/ISX NEHKO3a, Kak
B OTHOUICHH!  MYBCTRUTC/ILHBIX. TAK W PEIUCTCHTHBIN K MMaTHHMOY  KIeToK. JlasatnHnG
NPEOOJICBACT  PEIUCTCHTHOCTL K UMAaTHHUOY, CBA3aHHYIO ¢ runepakenpecceii BCR-ABL,
MyTaudsmu - gomeda  BCR-ABL kunaswl,  akrusaumeii AILTEPHATHBHBIX  MCXAHH3IMOB,
HHAYUHpYIOWMX  Kubasel cemeicrea SRC (LYH. HCK). a takke ¢ IHIEPIKCHPEccHel rena
MHOKCCTBEHHON ICKapCTREHNOI pesnctenTiocTn. [pu neeneorannn myTaumit qomena BCR-ABI.
BOXOAC KIHHUYCCKHX  MCCICI0BAHMIT Y HAUMCHTOR ¢ BIEPBLIC BbISBICHHBIM XPOHHYECKHM
MHCIOICHKO30M B XPOHHHECKOI (hase, IPEKpaTHRLINX HPUEM 1a3aTHHHOA, OLUIH BLISBIICHB! MY TallMH
T3I5L F317/L w V2991, Ha ochoranuu IKCHNEPUMEHTOR i1 Vilro aa3atuind, 1no-BHAMMOMY, He
NPOABJAAECT AKTHBHOCTH B OTHOWIEHHH My Taumn 1315].

Dapmakokunenmura

Beacmeanue

AGcopOums Onictpas. Makcumalibhas KOHLCHTpaumns Jasatniuda 110ci1e npuemMa BHYTph
nadmoactes vepes 0.5-3 vaca Y B3pOCBIX M tepes (L5 - 6 wacos y aeTeit Beex BO3PpacTHBIX rpyin.
[homans noa kpusoii “KoHueHTpauua-spens» (AUC) 1 BbIBEACHHE ARARIOTCH J10303aBHCHMBIMH B
Ananasone 103 o1 25 po 120 mr 2 pasa B jens. Cpeannii o6umii repMHHaIbHBI HepHO
NOJYBLIBCACHHA 1a3aTHHNHOA Y B3POC/IBIX NALHCHTOR COCTABIACT 5-6 4acos. v aereii 2-5 vacos.

Hpu npueme oanokpatnoi 10361 100 Mr 1asarunuGa Y B3pocibIX Yepes 30 MHHYT nocae
NPHEMA TIHILH € BLICOKHM CO/ICPKAHHEM KHPA OTMEHACTCH YBEIHYEHHE cpeaneit AUC na 14 %;
TOCIC TIpHEMA TIHILK ¢ HU3KHM COiepARaHneM &upa - na 21 %. Hpuem nuwm ne oxaseisaer
CYIECTREHHOTO BIMAHNA Ha Beactisanue. pu npumenennn naromak BapHAOEIbHOCTE CHCTEMHOIO
BO3CHCTBUA AasatiinGa (kosdpuument sapuanmn 47 %) okasanachk Buie. dewm HpH npueMe ¢
HEAUPHON (KodpuumenT Bapunann 39 %) u kupnoii (Koo dpuument Bapuaunu 32 %) nuweii.

Hexos 3 pesyanTtatos nonynsuuonHoro (hapmakoKuHeTHYECKOrO anannsa BaphabenbHOCT
CHCTEMHOPO  BO3ACHCTBHA  JasaTHHHGA B OCHOBHOM  0BYCI10BACHA BHYTPHHHAHBHLY J1LHOMN
BapHAOEILHOCTLIO  OHOA0CTY HOCTH (kooddmument Bapuaunn 44 %) u B menbweil crenenn
MEAHHIMBHAY AILHOH BapHAOEILHOCTLIO OHOAOCTYIIHOCTH ¢ Kianpenca (kospguument sapuaumnm
32% u 30 %, COOTBETCTBEHHNO). Cayuaiinas  BHYTPHHHAMBHIY AJILHAA BapuadeILHOCTh

-
-
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MHH3APAR POCCH K !
J-007093-09069 |
COrqacoBANO

HPENONOAHTCILHO  HE BAMYCT Ha CMVMMAPHOC CHCTCMHOC BOYIEHCTRHC M itI)(|m}\‘|]m|m(||. HTH
Oesonacnoc,

Pacupeoeicnne

Kakyumiics obues pacnpeseachus asatninnba Yy HauneHTor cocragaser 2505 1. yro
CBMACTCARCTBYCT O 3HAUHTCIALHOM  PaCHPE/ICICHHN  BO  BHECOCYIMCTOM  nipoctpancise.  |lpn
HCHOJIE3YEMBIN B KJIMHHYCCKOH TIPAKTHKC KOHUEHTPAINAX, CBA3BLIBAHME J1a3aTHHHOA ¢ Oe/ikaMu
Nasmbl cocrapiset Y6%.

Memado e

Hioepment CYP3A4 spasetes 0CHOBHLIM (DEPMEHTOM. OTBETCTECHHBIM 33 MCTaGOMHIM
Aasatnnnda. Hocene npuema suyrpe 100 mr ["Cl-asatuunGa 3A0POBLIMK 100poBoibiamMu, 29 %
PUMOAKTHBHOCTH B T1/1A3MC IPUXOIMAIOCH HA 10110 HensMeneHHoro azatuunGa. Cyvas no
RONUCHTPALNN B NAA3MC 1 AKTHBHOCTH 171 Vilro MOKHO NPENOIOAKHTE, 4T0 METaGoANTLI He HIPAIOT
Bosiboi poan B apMakoIOrHYECKOM JICHCTRII 1a3aTHHNGA,

Briseoenue

JasaTuunlG  BRIBOAKTCH. TIaBHBIM  OGPas’oOM. KHIICUHHKOM, NPEHMYLLECTBCHHO B BHJIE
merabosmtor. Hocae oanokpatnoro npuema sy ps | “Cl-nasatuinéa 4 % u 85 % PAIHOAKTHBHOCTH
BBLIBOAMTCA TIOYKAMH M KMIICUHHKOM, COOTBETCTBEHHO, B Tevenne 10 cytok. HewsmeHeHHbIH
Aasatiund coctarnsiet 0.1 % u 19 % 10361, BHIBOIMMOI HOYKAMH 1 KHINCYHHKOM, COOTBETCTBCHHO,
OCTaIbHAA MacTh J103bl Ipe/AcTaBiieHa MeTaboaHTamu,

DapMakoKHHETHKY Jasatiinba Wiyuann v 8 naumeHtos ¢ VMEPECHHBIMH  HAPYLICHHAMH
(byskuMmM nevenn nocie oaHokpaTHoro NpHEMa npenapata B j1ose 50 MMy 5 NAUKEHTOR C TAKEIbIM
HApYWICHHEM (DYHKLIMK NEUeHH 110CIe 0IHOKPATHOIO fIipuema npenapara B 103¢ 20 Mr B cpasHeHnn
¢ PapMaKOKHHETHKOI ¥ 310POBBIX JI0OPOBOJILUEE HOC/E fnpuema npenapatra g 103¢ 70 mr. 3navenns
Comax 1 AUC s nasatunnba Gpian nnae na 47 % u 8§ %, COOTBETCTBCHHO, NIPH YMEPECHHOM
NOBPEAICHHN NCHCHH, 110 CPABHEHIO CO 3HAUCHUAMMU ¥ 310POBBIX A00poBOILIER. YV NAUNMEHTOB ¢
THAKCALIM HapylienHem GYHKUHK TIeYeHUU Chitkenne shavennii Cos 0 AUC uin Jasatunnba
noctHrano 43 % u 28 %, coorsercTBEHNO.

Y HAUHEHTOB ¢ HapyweHHAMH  (YVHKUMM  10oveK (apyakokuneTuka  aasatinnbGa e
H3IMCHACTCH.

B Xoae wucenenosanms apmakokunetnkn ¢ YHACTHEM  NALMEHTOB  ICTCKOr0  BO3pacTa
PErYANpyEMoc 103HpoBKoit 1eicTBre 1a3aTHHNGA (Cavg, Cuin 1 Cray) GBI CXOKHM 1S NALHEHTOR
€ Xponmucckum  muenoneiikosom  (XMJI) B xponnveckoii daze m naumentor ¢ ocTprim

MMGOBIACTHBIM AEHKO30M € NOM0KNTEBHOI (pnnanennduiickoin xpomocomoii (OJIJI Ph').

131979



MHH3IPAB POCCHH
JI-007093-090621
COraacomApo

CNIECTBEHHBIN pasaninil B GapyMakOKHHC THEC v eTeii i HOAPOCTKOR e HadOA0CL.
Hokasanus k npusienemiio
Aeuenue onko1o2 e ckux sadoeaaninin v 6 SPOCABIN

*  Bueprbic BEISBICHHBIT XPOHHYCCKHIL MUCIO0ACHKO © HOTO0KNTENLHO Punasiensuiickoi

Xpomocomoit (XMJ1 Ph+) B xponnveckoii dase.

*  XMJI & xpounueckoii dase.
Hewenue onkoroeuneckux sadoresanuit v demein viaccoit mera > 43 ke

*  XMJI Ph+ B xpounucckoii dase

*  Bneperie peisipiennnit OJ1J1 Ph+ B komGunaimm ¢ XHMHOTEpATHei.
Hporusonokasannn

. Ilum.uucunan YYBCTBHTEIBHOCTHL K ,‘lil'{illlillliﬁ}’ HJIH K JIPYIHM KOMIIOHEHTAM npenapara:

* bepemennoctn u nepuos rpyanoro BCKapMIIMBAHUA

e Jlern ¢ maccoii Tena Menee 45 kr.

C ocropoknocruio

Heuwenounan neaoctatounocts; QIHOBPEMCHIBIH TIPHEM aHTHKOAI'Y IAIHTOB W 1IpENapaioe,
BAHAIOLIMX Ha Y HKUMIO TPOMOOLMTOR: Y IHHEHHE Hutepsaia Q-1 WK pUCK ¢ro vumnenns (Takke
MIPH OHOBPCMCHHOM  1PHEME  NPENapator, yUIMHAIOWKX  uuTepsan  Q-T): Hac/e/ ICTBeHHAs
HENEPEHOCHMOCTE JIAKTO3bI, HEOCTATOMHOCTL JIAKTA3hl WM HAPYLIEHHE BCACHIBAHMS FIIOKO3LI H
FJIAKTO3bl  (Npenapat  coaepkuT naktosy 135 mr g CYTOUHOR J03e aasatunmuda 100 mr),
QAHOBPEMCHHOC IpUMEneHne ¢ cyOcTpatami usodepmenta CYP3A4, OIHOBPEMEHHOE IIPUMEHEHHE
C MHPHOMTOPaMM MK KLY KTOpaMi wiogepmenta CYP3A4 ¢ yakum TCPANEBTHYCCKHM JIHAIIa30HOM,

Hpumenenne npn Gepemennocin u B HEPHOT FPYIROTO BCKAPMUINBANNS

Mawmenram Bo Bpema ievenns u kak MHHHMYM B TeucHHe 3 MECALCB N0C1e HEOOX0AUMO
HCHOJIBL30BATE HAJICAKHBIC METOBI KOHTpateniu. Ecan GepemMeHHOCTh HacTynia Bo BPCMA JICYCHNS
AQ3ATHHHOOM. 2 TaKKe, €CIM CTAN0 M3BCCTHO. YTo fIpenapatT  MCnoab3oBaics Bo  Bpems
OEPEMEHHOCTH, ClIEYeT HEMELICHHO NPOHHPOPMUPOBATE NAUMEHTKY O RO3MOKHOM pHCKEe 114
mioaa. o pesyapraram  nocrperncrpatnonmmix HCCIICOBAHMIT  OTMEHEHO, NTO NpUMeHeHHe
Ja3aTHHHOA BO Bpems GEPeMEHHOCTH MOKET HPUBOIHTE K COMONPOM3BOJILHOMY abopTY. a Takke
BBISBIBATL QHOMAIHK PA3BHTHS 11J10/1a M HOBOPOKICHIBIX,

Hensgectno. nponnkaer i gazarnnnG p rpyanoe mosoko. Ha Bpems neyenus nasatunnbom
KOPMJICHHE IPYILBIO CIIC/IVET IPEKPATHTS.

Cnocob upamenenus u 10311

1319783




MHH3ZIPAB POCCH K
d-007093-090621

COFJACORAND

Fadactkn Caeayer npuimnvath BHYTPE HEAMKOM: HCIABHCHMO 01 npuema nun. Heass
SAIHBATL 38 THHNG COROM 1 peiindpyTa WK O IHORPEMEHHO YIOTPeGasTL, | peingpyr.

Hpn neodxoamMocTn npumencHna Jasatmimnda B 103ax oTanaubix o1 100 mr. PEKOMCHIVETCS
MPHMCHATE HIPENapaTLl 1asaTHinGa Apy rHX HPOM3BOMTENRH B COOTRCTCTRY IOUIMX 103HPOBKAX.

Perovenoyennte navaivnvie 00t dazamunuia ) G3pocaviN:

o 100 M1 oann pas B 1eHB (YTPOM WIH BEYEPOM) B XPOHHYCCKOI daze XMJI;

Pexosenoyesvie nauanvnvie 0036 oasamunuia Y oemen no noxasanusy XM Ph' ¢
Aponuveckou haze wiu enepevte anineaennnit OJ11 Ph':

Hasuavuenne 10361 npenapara ocymecTBAACTCH HA OCHOBANNKI MaCCh! Tea pedenka, oM pas
B AcHb (YTpoM nan sedepom). [lepepacuer 103b1 101KeH NPOBOAMTLCS Kak/bie 3 MeCsLa. 1npu
HEOOXO0IMMOCTH — vanle.

* 100 M1 npu Bece o1 Munnumyma 45 Kr.

Aaumernnocme aevenun:

B kannmndecknx uceneiopanmuax nevenue B3pocasIX naunentor ¢ XMJI Ph'. XMJI B dase
akceacpaumnn, muenobaactioro ambo ammpobaactioro kpusa (nosauss ¢aza 3abonesanns) wim
OJUI Ph" v neamarpuueckux naumentor ¢ XMJT Ph' aasatuunGow HPOAOJIKANOCH 10
NPOrpeccHpoBatis 3a001CBANNS WIH HENEPEHOCHMOCTH IEKAPCTBEHHOTO npenapara. lHocaeacrsus
OTMCHBI TCPallNi € TOYKH 3PCHUS I0JTOCPOMHOTO NPOrHo3a 3aboleranng 1ocie A0CTHAKeHHS
HHTOTEHCTHUCCKOTO I MOJIEKYJISIPHOTO OTBETA (B TOM 4HCIE NOJHONO UNTOICHETHYECKOO OTBeTa
(IMLO). Goabmoro moneky nsphoro oteera (EMO)) ne HIVHAINCE.

B kannnuecknx uccaeaopanuax v neanaTpuicckux naumentos ¢ OJUJI Ph' nasarunnG
HA3HAYANN B TIOCTOAHHOM  peKMME B JA00ABICHHH K 10CICAOBATENALHLIM LHKIAM  OCHOBHOI
XUMHOTEpalinl Ha npoTsskennn ne Gonee 2 siet. B ciyvae nocaeayioneil nepecaakn creononbix
KJCTOK 1a3aTHHUO MOKHO TIPUMEHATS elle B Tedenne | roaa nocie TPAHCTIAHTALMK,

VBEAHUCHHE WM YMEHBLICHHE 1031 MOKET ObITh PEKOMEHI0BAHO ¢ VHETOM KJIMHMYECKOrO
OTBCTa W NIEPEHOCHMOCTH TIpeniapaTa naleHToM.

Hoewiuenue 0031 y aipocinix:

B ciywae  OTCYTCTBHS  1eMaTONOIMYECKOTO  WAM  UMTOIEHETHYECKOTO OTBETa npu

PEKOMEH/1YEMOIT HAUAILHOI 103¢ BOIMOKHO YBEIMUCHHE 10361 1a3aTHHIOA 10"

. 140 M1 oamn pas B jieub npu xponnueckoit gaze XMJIL:

180 M1 ozmn pas B iews npn no3annx gasax XMJ| ((asa akcenepaunu nian Gractioro

KpH3a).

M31Q749



MHH3IPAB POCCH K
JIN-007093-09062 1
COTJACORAHC

e

Hosviwenue oosn y oemei:

B cayuae oTteyIcrBis rematon0 HUCCKOIo. IHTOreHETHYCCKOTO 111 MOJICKYIAPHOTO OTBCTA
PR PCKOMEHAYEMOR Havaibioit ao3e v naunentos ¢ XMJI Pht s xponnueckoii (hase npu

HEPCHOCHMOCTH TEPartiM BO3IMOKHO VBCIIHYUCHHC 10361 Jasatunnba 00

» 120 M1 1ipn Bece o1 MuHUMYMa 45 K.

He pekomeniyercs nossienue 103 naenTam aerckoro Bospacra ¢ OJUT Ph+, 1ak kak
J3ATHHAG NPHMCHACTCH COBMECTHO ¢ Ky PCaMH XHMHOTCPAITHI.

Koppexuun ooser ecaeocmeue nodounuix pipexmos:

Mueaocvnpeccus e3pocime/oemi

Hpn MHe0cynpeceun cielyer yMEeHbIHTL J103Y. NpepBaTh TEPANNIo WIH OTMEHNTL ¢e. B
clyHae HEOOXOAMMOCTH CleAyeT NPORECTH TPaHChY3HIO TPOMGOLIMTApHO WK IPHTPOLMTAPHOM
maceol. Tlpu yCTORUMBOI MHENOCYTIPECCHH BO3MOKHO IPUMEHEHHE TEMONOITHYECKHX (pakTOopOR
pocra.

Koppexuns 10361 npu neiirponenun u rpombonnronennn ¥ B3pPOCbIX

Xpounueckas daza XMJI (nauaasbas 103a 100 mr O/IHH pas B JACHL)

Hpn abcomorrnom uncne neiitpodmior <0.5 x 10%/1 wam yncie Tpomboumntos < 50 x 107/n:

I. Caenave nepephie B JICHCHHH JQ3aTHHHGOM 10 JIOCTHAKCHHS abCOMOTHORO YHCIA
Heirrpodmaor = 1.0 x 107/ u ynena tpomborros > 50 x 10/,

2. BosoGnosuts Tepannio B npexneii 1o,

3. Ilpn konnuectse TpomGoToR Menee 25 x 10%/1 win abeomornom HHCae HelTpogmaoe
menee 0.5 x 10%n, wabmoparommnxes Gonee 7 aMeit - crenats NEPEPLIB B JICUCHHUH W noce
AOCTHIKCHNS HCXO/IHBIX NOKA3aTe/IeH., Tepanuio Bo300HOBHTL B CHIAKEHHOI 103¢ 80 Mr | pa3 B ieHb
(BT0poii snm301). Jlaa nauMentoB ¢ BHOBL  BHIABICHHBIM XPOHHYECKHM  MHEIOIEHKO30M B
XPOHHYECKOI (ase Npu HACTVIVICHHH TPETLEIO MINM301a TPOMOOUMTO/HEHTPONEHHNH CHIKAOT 103y
10 50 mr | pas B aeus. Hpu nactvisiennn TPETLETO HMH30/1a TPOMOOUHTO/HEHTPONICHHH Y NALHEHTOR
C ApYruMu PasaMu MHENOICHKO3a  HATTMYMM VCTOIMMBOCTH K NPEULECTBYIOWICH TEPanum APYIHMH
fipenapataMi (BKIIOYaA MMATHHNO) MK €€ HENEPEHOCHMOCTH NPEKPALLAIOT JICUCHHE Na3aTHHHGOM.

Koppexkuns 10361 npu neiirponennn u Tpombountonenun y aereii upu XMJI Ph+ g

xXponnueckoii aze

1. Ecam unronenus coxpansiercs donee 3 Heaenn ClICVET YCTAHOBHTL, 00YCI0BICHA NN

HHTONCHUS JICHKO30M (acnupatis iwin GHONCHS KOCTHOIO MO31a).

6
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2. Caenarn, HEPCPLIE B JICHCHin JA3aTHHHOOM JIO JTOCTHZKEHHA  a0CO/OTHOTO e

nenrpodgior = 1.0 x 1070 1 uncaa tpomdountor > 75 x 1071, BosoOHosm TCPAHIO B IIPCAHECH

HIH CHHAKCHHOH 03¢,

3 B caynae peunjmea untonennn caeayer chosa YOEAMTLCS B NPHPOAE IHTONECHHH
(ACTUPAUMA WM GHOTICHA KOCTHOO MO31a) M BOZ0GHOBHTE TCPANNIO B CHIKEHHOM J103¢.
PekomentoBannas cxeMa CHIACHHS MAKCHMAIBHON CYTOMHOI 103 npu XMJI Ph+ g

XPOHHYCCKOR ase v jeTei:

B Plcxn:ﬁ&ﬁu’u[pdnk? ----- B ]]CpBH‘HI(-)C‘7CIH1'/KVL‘_IIM_;.: llou'iupﬂda:'l;u;ﬁclme
J03HPOBKH
40 mr 20 mr -
60 M1 40 mr 20 mr
70 mr 60 mr 50 mr
100 mr 80 mr 70 mr

B caywae noseiaenns meiitponenun Tpetheii crenend M Bbime (mm e NOBTOPHOTO
BOSHUKHOBCHUA)  JICYCHHE  1a3aTHHUOOM  JIOJKHO  ObITL  NPHOCTAHOBACHO W MOKET ObiTh
BIOCJIC/ICTBMH BO30OHOBIICHO TIPH CHHAKCHHOIT J103¢.

Bpemennoe  ymenbuienne 10361 08 NPOMEKYTOUHBIX  CTENEHCH  LHTONCHIH MOKeT
HCTIOJIB30BATLCA JUIA YMCHBLICHHS CUMITTOMOB HJIH VAYYIIEHHS COCTOANMA,

Koppexuusi 1031 npn neiirponennn u rpombownronennn v aereii ¢ OJLT Ph*

Ipi BOSHUKHOBEHUN TeMaTONOIHUECKHX MOGOMHBIX ABACHHIT -4 kiacca Y HauHenTor
Aerckoro sospacta ¢ OJIJ1 Ph' koppekins 10361 e pekomeryeres. B cayuae. ecan neiitponenns
WM WHTONEHUA NIPHBOIAT K 3a/ICPKKE CICAVIONIETO 60K Tepanun Oosiee vem na 14 e,
JICHCHIC 1a3aTHHHOOM ClICAYET 1IPEPBATH W BO3OOHOBHTE CO CACLYIOWEro 610Ka TEPANUH B TOI Ke
aose. Ecan weiitponenus W/wim TpoMGOLHTOCHMS COXPAHAIOTCH, a CAeaAVIOUMIH GJIOK J1leueHus
SUICPAHBACTCA clie Ha 7 AHEH. HEOONOMMO MIPOBECTH ONEHKY COCTOSAHHS KOCTHOIO MO3ra s
OUEHKH HATIOJIHCHHA KJICTKAMH M IPOLCHTHOTO Cojlepkanns GiacTbx Kietok. Ecam CojlepKaAHHE
KJIeToK Menee 10 %, caenyeT npuocTanoBnTL Jeuenne 1a3aTuHHGOM 10 Tex nop. noka abconornoe
HHCII0 HERTPODHIOB HE J0CTHIHET 3HaueHus™ S00/MKI, nocie dero TCPAIHIO BO3OOHOBISIOT B
CTAHAAPTHON 03¢, Ecan cojepkanne kaetok Gonee 10 %. MoAHO PaccMOTPETh BO3IMOKHOCTE
NPOIAOIAKCHUSA JICHCHHS.

Heremaroaornueckne nodounsie IpPerTi
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HIpH passninm 1KRCABX HETEMATONOTHYCCKHN HOOOMHBIX peakumii (2 crenenn) JacueHue

NPHOCTAHABINEAIOT JI0 TEX 110P, HOKd PCAKIMA HE PaspedinTes win HEe BCPHETCH K HCXOIHOMY
YPORIIO. JleucHne Bo3OOHORIAIOT B NPEANCH [103¢. ecam 910 Neprblil cayuaii nodounoi peakimm,
NOC/E MOBTOPHLIX CAYHACE PCKOMEIIY ETCH CHIACHHE 1031 1a3aTHinda.

Hpn pasBuinn THACALIN HETeMaToA0rHYecknx noGounix sdextos (3 wam 4 crenenn)
ACHCHHC  TIPHOCTAHABIMBAIOT /10 HCHC3HOBCHUA  CUMITOMATHKH nodounoro sddexta uam jo
YAYHIICHHA COCTOAHNA TatHenTa. JIeueHne MOKHO BO300HOBHTE B CHHACHHOI J103¢.

Y B3pocabx naunentos ¢ XMJI po3y pekomenayeres cunsute co 100 Mr 1 pas B cyTkH 10
BOME | pas B CVTKN. @ 1IPH HEOOXOMMOCTH JIONOAHHTEILHO ¢ 80 Mr | pas B cYTKH 10 50 M1 | pas B
CYTKH. ¥V BIpOCABIN NALMEHTOR ¢ NO3aHUMK dazamu XMJI, noiyuaownx 140 mr 1 pas B cytim,
PEKOMEHYETCH CHUACHHE 10301 10 100 Mi 1 pas B cyTku u j1anee, ecamn notpedyercs — co 100 mr |
pa3 B cyTku 10 50 Mr | pas B cyTku.

Y naumentos setckoro sospacta ¢ XMJI Ph+ g xponnueckoii aze ¢ HEreMaToNOrHYEeCKHMH
NOOOYHBIMU - PEAKIMAMM  CHIAKCHHE /1031 I0JAHO [IPOBOAMTLCH AHAIOIHYHO PEKOMEHIaLMAM,
NPHBCICHHBIM BBILIC JUIA CHUAKEHHS J103b1 TIPH TEMATON0THYECKHX HOBOUHBIX peaKLHsX

Hpy nosiBaennn HereMaToNornueckux noGoyHmIx peakumit v jgereit ¢ OJUI Ph' cneaver
CHWAKATE JI03Y HA OJIMH YPOBCHBL B COOTBCTCTRHM € PEKOMEHAALMAMH 110 CHIKEHHIO 03I JUIS
FEMATONIOIMYECKHX NOOOUHBIX peaKinii (ONUCaHEI Bhile). 3a HCKIIOYEHHEM HAPY LWEHHIT by KUK
MIEHCHA B C/IVHAC HETEMATONOIHYECKHX HEOIArONPHATHBIX PeaKinii > 3 cTeneHn TAKeCTH v eTeii ¢
OJUTPh™ neuenne 1004HO GBITH NPHOCTAHOBICHO, H MOKET GbITh BOZOGHOBICHO B CHHAKCHHOM J103¢
NOCIC YMCHBIICHUA TAACCTH HeOAArONPHATHBEIX peakumit 10 < | crenenn. LEean KOHLCHTpaLus
NpAMOro GuanpyOuna Gosice wem i 5 pas BLILIC BepxHeii rpanuie nopmet (BI'H). Tepanmio omvensior
A0 TCX NOp. NOKa 5TOT NOKasaTelb HE BEPHETCHA K HMCXOAHOMY VPOBHIO WM  THKECTh
HEOJIArONPUATHOI  peakunn He yMeHbwnTes 10 < | crenenu. | Ipy NOBBILIEHHH aKTHBHOCTH
ACT/AJIT Gonee BI'H B 15 pas takke HeoOxoauma NPHOCTAHOBKA TCPAlIHKM /IO BO3IBPALICHHA K
HEXOAHBIM SHAUCHUAM WM CHUAKCHHA TAKCCTH HeONAronpuaTHON peakun 10 <1 crencHu. Ipn
peunanBe nobOUHBIX HapYIneHHiT GVHKUHK NeueHn nociae BO3oOHOBICHNS Tepanun aazatHHRdOM
2103V npenapata ciaeyeT CHHIHT.

ILiespaabupii BLnoT

B cayuae anarnocTukm miespaibHoro BeInoTa JeUeHHe 1a3aTHHIGOM CHICAYET npepsarh 10
00CICI0BAHNS IALHEHTA W HCUE3HOBEHNS CHMIITOMOR W BO3BPAULCHHA CTENCHH HX BBIPAKEHHOCTH
K HEXOHOMY YPOBHIO. ECAN YIH30/1 HE KYIHPYETCs B TEHEHHE IPUMEPHO O/IHOI HEAEH, TO caenyer
PACCMOTPETE PHMCHCHNE 1Y PETHROB WM KOPTHKOCTEPOMIOB, MIAN 00enx Ipy npenapaTos

8

131973



e

—
|

MHH3P2BPOCCHH %

AN -007093-090621
i COTJACORAKO ___j
oanospesenno. Hocae  paspemienis  HEpBOIO. MUBOMA  CACAYET  PACCMOTPETL  BOHPOC O
BOSOOHORICHIN  1epanimin JasatuindoM 1 paniee  npuvenseiiciics 1ose. Tocae paspemenms
NOCACAYIOUMN - MINB0/I0B,  J3aTHHRG  CACJNET  NPUNMCHNTL B YMenbinennbix  Jjosax.  ocae
PA3PCLICHHA  TRCHOro (CTenenn 3 uan 4) mimsola. upH HeoOXOAMMOCTH  JICHEHHE  MOKHO
BOSOOHOBHTE B YMEHLUWICHHOI 103¢ B 3aBHCHMOCTH OT HAYAILHON THACCTH HEACIATELHOI PeaKinm.
Koppexunst 10351 1pn cony e TBYIOHEM HCHoIL30BanI HHEHOHTOPOR wsoepmenta CYP3IA4
Creayer wsberath COBMECTHOTO NPUMEHEHIA CHALHBIX HHTMGHTOpOR wiodepmenta CYP3A4
 COKa rpedndpyra ¢ 1a3aTHHIGOM. N0 BOIMOKHOCTH BLIOHPATL aJALTCPHATHBHYIO TEPANHIO C
MHHHMQIBHBIM - CHHAKCHHEM  akTuBHOCTH  m3odepmenta  CYP3A4.  Eceam  neodxoammo
CONYTCTBYIOUIEC HCHOTL30BANNC Aa3aTHHNOA 1 HHIHOHTOPOR, CACAYET PACCMOTPETh YMEHbIICHHE
J103bI:

* 40 mr npu cytounoi joze 140 mr:

e 20 Mr npu cyTounoii nose 100 mr:

e 20 Mr npu cyTounoit po3e 70 mr.

Hpwn nenonbzopanmn 103 60 M wan 40 mr, caenyer PACCMOTPETh BOIMOKHOCTEL NPHOCTAHOBICHMS
CHEHHA 1a3aTHHHOOM /10 1IPEKpatlicHns TCPANHK ¢ HCTIOB30BAHHEN HHIHOHTOPOB n3odepmenTa
CYP3A4.

BosoOnoriacHue  tepanun Bo3sMokHO  uepes  Hedeno  nocie NPCKPAILCHAA  HCHONB30BAHUSA
HHIHOMTOPOR.

Hpeanonaraeres. 410 cuiKenne 10361 GyaeT JOBOANTEL NIOWAAL KPHEOIT «KOHLICHTpPAaUMA-
BpeMs» (AUC) 10 3uavennii, nabmogaempix Ges nurnonropor CYP3A4. oanako kinmnnyeckue
AGHHBIC € 110100HOH KOppeKUMEi 10301 0TeyTCTRYI0T. B Cayuae HETNEPCHOCHMOCTH CHUAEHHOH J103b1,
Cleayer npekpatiTes npumenenne uuruduTopos CYP3A4 wau npHoCcTaHOBHTE MCHOAbL30BaHMe
AasatHuba 10 NPeKpaleHus npuMeHeHns HHrHOnTOpoR. Bo3oGHosnenne npuema nazarunnba
BOIMOZKHO HEPes HE/ICN10 n0c/ie NPEeKpalieHns npuemMa HHFHOHTOPOR.

Hpusvenenne npn napywennn Gyukmmm novex

Houeunwiii knupene aazatunmnba u ero meraboanTor cocrasiser <4%. [O0YTOMY KOPPEKUMH
J03b1 IPH HAPYWICHHON (DY HKLMH NOYCK He TpeOyeTes.

Hpusenenne upn napymenun Gyukunn nevenn

JasatunnG meraGoamsnpyerca rnasueivm oGpazom nevuenbio, M0TOMY npenapar caeayer

HENOJIL30BATE C OCTOPOKHOCTLIO Y TALMEHTOB ¢ HapylIeHHEM (IYHKIHH [ICYEHH yMEPEHHOi |

TAKCION CTENEHH.

4319789
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Hpusvienenne y maunentos nomnioro BOZPACIaA

l\.'HIIHI'lCL'i\H IHAMHMbBIX pil'i.'lli'llll“l B (])ilpMilKUl(lHlL‘llll\'k,‘ N HOAHILIX HAHHCHTOB HE BLIABJICHO,
MOYTOMY }\'OPPL‘KHH}I JO3LI HE IPCG} CTCH.

Hobounoe peiicrene

Y GoAbmmMHCTRA BIPOCABIN NALMEHTOR HOOOUHBIC ABACHHS ObLIN NPECXOAALHMH, JICHEHHE
A@3aTHHIOOM  OBUIO HIpEKpallielo H3-3a 110604 HBIX peakunit v 12 % nauMentoB ¢ Blepebie
BREIBJICHHOR Xponnteckoii dasoit XMJI Ph', a takxke y 15 % naunentos e XpoHuueckoi daze XMJI
€ PESHCTCHTHOCTLIO K MMATHHHOY WM €10 HenepeHocHMoctiio. v 16 % - p (ase akcenepaunn XMJI,
y 15 % - B haze muenonanoro Gractioro kpuza XMJI. a takke y 8 % naunenrtor ¢ OJIJI Ph .

Cpenn eteii ¢ xponmnueckoii dasoit XMJIPh g BHILY CEPLE3HBIX NODOUHBIX PEaKIIMi TCpanus
nasatiiuGom Obina npekpatuena v 1.5% naunenton.

Hpogmie Gezonacnoctn npumenenms 1asatunuta v aereit ¢ XMJTPh s xponmnueckoii daze
B LCJTOM COOTBCTCTBOBAN JIAHHBIM HA B3POC/BIX NAUMEHTAX, 33 HCKIIOMEHHEM OTCYTCTBHS ciyvaee
JICFOYHON THIIEPTEH3HH. NEPHKAPHATILHOTO BBINOTA, TICBPAILHOTO BLIIOTA, OTEKA 1IKHX.

Hactora osHukHoBEHHS noGounbIX YderTon [IPHBE/ICHA B COOTBCTCTRBHH CO LUKAJIOH: ONEHb
Hacto (21/10). wacto (= 1/100. <1/10). newacto (>1/1000. < 1/100). peako (=1/10000, <1/1000).

Hudpexuuonnuie u napazumapnwie savoaesanusn:

Ouenb wacmo: wndiekunn (B Tom ynciae Gakrepuansheic, BHPYCHBIE, I'PHOKOBLIC).

Yacmo.: nnesmonus (B 1om uncse Oaktepunanshan, BUpycHas w rpuOKoBan ), HHpeKIMK
BEPXHHX JILIXATCALHBIX NYTCH, TepneTHICCKHe MHDCKUMN, MTEPOKOINT, Celichue (B TOM YHcie
HEYACTO - ¢ JIeTAILHBIM HCXO0M).

Hapywenus co cmoponv kposu u aumpamuvecroi cucmemm:

Ouens wacmo: Muenocynpeccus (BKIIOMAs aHeMHIO. HEHTPONENHIO, TPOMOOLHTONCHHIO).

Yacmo: pebpnibhas neiirponenns.

Heuacmo: nnmdanenonatus, anmdonenus.

Peoko: sputpobiactonenns.

Hapywenus co cmoponwr ussynnoit cucmesur:

Hewacmo. peakinn runepuy BCTBHTENBHOCTH (B TOM YHCe Y3J10BaTas HypuTeMa).

Pedrko. anadmuaktnuecknii wok.

Hapywenun co cmopons ymookpunnoit cucmesm:

Hevacmo: runorupeos.

Peoro: runeprupeos. tupeonant.

Hapywenun co cmoponst oomena eewiecme u numanus:

10
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Yacmo. HAPYINCHNS  anneinia  (BKIovyay CIHARCHIE AHIHCTHTA, paAHHCC  HACBHHCHHE.

HOBBULEHHE AIHICTHTA). | HIEPY PUKEMIA.

Hevwacmo: FHIOAIBOYMHUHEMAA.  CHHAPOM  JIH3NCA ONYNOIM,  00C3BOKHBANNE,
FHICPXOJACCTCPHHCMMS,

Peoro: caxaphbiit anader.

Hapywenus co cmoponv nepenoin cucmesnr:

Ouens yacmo: ronoeHas 6o,

Yacmo: Gecconnmua, acnpecens. neiiponatus (BKIovas nepUPepHIeCKYIo HEHpoOnaTHio),
FOJIOBOKPYKCHNE, H3RPALICHHE BKYCA, COHHBOCT,

Heyacmo:  GecnokoicTBO, IMOUHOHANLHAA  Ha0WILHOCTL, 1ICHXO03. CHUKCHHE IMOHI0.
KPOBOWIIMANNSA  (TAKMC KAk BHYTPUMO3IOBAs TeMaToMa, BHYTPHMO3IOBOE  KPOBOW3IHSHHE.
JIWAYPATIBHAA — TEMATOMA,  BHYTPHYCPCIHOC  KPOBOMIIMAHUE,  TCMOPPArHYECKHIT  MHCYJIBT,
cybdapaxnHouaibHoe KpoBoW3AMsHKE, cyOAYpaibHas remMatoma, cyOypaibHoe KPOBOM3IIUAHKE),
TPEMOP, 0OOMOPOK, aMHE3HSI, HapylIeHHE PABHOBCCHS.

Peoko: cy0poru. napymeHue MO3OROTO  KPOBOOGPALLCHNS (MHCYJILT),  TpaH3MTOpHas
HINEMHUYCCKAs aTaka, BOCHAJICHHE 3pUTEIbHOTO nepea. napaany VI napel 4epenno-mMo3roBwix
HCPBOB (IHLEBOIO HEPBA), ATAKCHS, JICMEHIIHA.

Hapywenus co cmoponwt opeana spenun:

Hacmo: 3pUTEILHBIC PACCTPOICTBA (HEUETKOCTL, PACILIBIBYATOCT, CHIKEHNE OCTPOTHI
3PEHHA). CYNOCTE IJ1as. KPOBOWSIMAHNS B CKIICPY 1/1a%0, KOWBIOHKTHBA/IbHBIC KPOBOM3AMAHMS.

Heuacmo: KOWBIONKTHBUT, HAPY LIEHHS 3PEHUA, CBETODOAIHD, Cle30TedCHHe.

Hapywenus co cmoponu opeana cayxa u rabupunmmnvie Hapyrenus:

Yacmo: wym B vuax.

Hewacmo: septuro, noreps ciyxa.

Hapywenus co cmoponw cepona:

Hacmo: nepukapaAnanbibiil BHINOT, ApUTMUS (BKIIOYas TAXMKAP/AMIO). HAPYIIEHUA (PVHKIIMK
Cepana  (BKIOuAs KENVIOUKORYIO JAHCHYHKIMIO. CePACUNYIO  HEA0CTATOMHOCTS. 3aCTOlHYI0
CepACUHYIO

HEAOCTATOMHOCTL, - KAPAMOMHONATHIO.  3aCTORHYIO  KapAHOMHONATHIO,  IHACTOIHYECKYIO
JMChYHKUMIO, yMeHblieHne (pakunn BeiGpoca, ACNYI0UKOBYIO HEAOCTATOMHOCT), V4allEHHOE
CCPALEOMCHHE, TOBLILICHHE AKTHBHOCTH MO3IFOROrO HATPHIAY PETHYECKOTO NenTHAA, AHChYHKLMSA

NpaBoro ACIIY104Ka, ACHYI0UKOBAA THIIOKHHC3HA.
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Hevwacmo: s jummenne nureprana Q-1 wa DKL L”I'..‘H-Ul\'ilp_'lllﬂ. KaP/IHOMCTa/Insl, NEPHKAPILIMT,
ACAYAOUKOBAR APHTMHA (BKIOUAA ACINIOUROBVIO TAXHKAP,INIO). uHdapki MHOKap/1a (B TOM Yneae
CACTANLHBIM HEXOIOM). IBMEHCHNS 3Y01a T, HOBBIICHIE AKTHRHOCTH TPOHOHHHA.

Pedko: MuoKapant.  octpuii - Koponapibii CHHAPOM.  OCTAHOBRKA  Cep/ila,  VauHenue
nirepeasia P-R. memiieckas Gonesun cepia. IJICBPOTNICPUKAP/INT.

Hapyuwenus co cmoponst cocyooe:

(Quens acmo: KpoBOTEHCHHS (TAKHE KAK HOCORBIE KPOBOTCHCHUA, KPOROTOMHBOCTE JICCEN,
TEMATOMBL. TICTEXHH, NYPIYPa). KPOME HKCIYAOUHO-KHIICUHBIX KPOBOTEYEHHI W KPOBOWIMAHMI B
HEHTPAINBLHON HEPRHON CHCTEME,

Hacmo: «npuanBey. HOBBLILICHUE aPTEPHAILHOTO JABICHHS,

Hewacmo: cnnxenne aprepuaibioro aapicHus, Tpombodaednt. tpombos.

Peako. «ierounoe cepauer. ocTplii KOPOHAPHBIH CHHIPOM. «MPaMOPHOCTE KOKH», TPOMGO3
FiyBOKMX Ben, »MOG0ans.

Pedko: «MpaMopHOCTE Koy, Tpombo3 rayOOKHX BEH. IMO0Ius.

Hapyuwenusn co  cmoponust  osixamensnoi  cucmesr, OPeanes  PyYOnon  Kiemeku u
cpedocmenin:

Ouens uacmo: NAEBPaIbHBIA BLITOT, O/IbIIIKA.

Hacmao: nerounsie MHGUILTPATEL, OTEK JICIKHX. THEBMOHNT. 1Er0YHas IHIEPTEH3HA, KALIC b,

Hewacmo:  Gponxmanenaa actma, GponxocnasM. sierovnas aprepHalibias  rUInepIeHsmns,
AUCOHMS,

Peoxo: octpeiii pecnupatophiii JANUCTPECC-CHHAPOM, JIerotHas MO0IH.

Hapywenus co cmoponwt yceayoouno-sueunoso mpakma:

Quens wacmo: 1napes, TOWHOTa, pBoTa, G0N B KHBOTE.

HYacmo: Bocnanenne camammcibix 0Gonouek (BKAIOYas MYKO3HT/CTOMATHT), KEAVI04HO-
KHINCHHBIC KPOBOTCHEHHA. AMCHCICHS. BILYTHE KHUBOTA. 3a1l0phl, FACTPHT, HOpaKeHns MATKHX
TKaHeH NoJIOCTH pTa (BKJIIOUAs CYXOCTL BO PTY., XCIHJNT. NY3BIPLKOBBIC BHICKINAHUA Ha ry0ax, cvxocTs
V0. a3Bb1 Ha ry5ax, 5po3um cAMIHCTOI 0B0I0UKN H010CTH pTa). KOauT (BKIOYas HEHTPONCHHYECKHIi
KOJIUT).

Hewacmo:  nncdarns,  acumt,  anaibhbie IPCULIHHBL,  M3LASBICHUA  BEPXHUX  OTIENOR
KENYA0UHO-KHIIEUHOTO  TPaKTa, NaHKpeaTHT. 3odarut, racrpossodareanbinan - peduokcHas
Gonesns,

Peoko. Keny10MHO-KHIICHHAA YHTEPONaTHS ¢ notepeii Oesika. KMIeyHas HeNnpoXOANMOCTD,

OCTPLIH NMAHKPEATHT, aHAILHBIA CRULIL
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Hapyuenus co cmoponst neweni u Jce.14esmeo0 gy nymei:

Hevacmo: Xonectas, XoACHHCTHT, ICHaTHT.

Hapyuwienus co cmoponst Koycu u noOKoscnnix meanei:

Ouenn wacmo: KOARAA CRINL (BKAIOYAS ICKAPCTBCHIYIO CBIlL, SPHTEMY. MYALTHHOPMHYIO
OPHICMY. OPHTPO3.  HAUMIVIC3HYIO  Chillb.  HSTHHCTO-NANYICIHYIO  Chillb.  HVCTVIACSHYIO  Chillb,
HEIYICHHE  KOAH, BC3HKVIAPHYIO ChIlTb. MAKYJIONYCTYIE3HVIO Chillh, YKCPOIMATHBHYIO Chillb,
FCHEPAJIM3OBAHANIO IPHTEMY. TCHHTAABHYIO ChIlL. TEILIOBYIO  Chillb, OC/ible  VIPH, 1I0THHILY,
MYCTYJACIHBIL HCOPHAs. ChilTL, IPUTEMATOZHYIO Chillb, (OIMKYIPHYIO CLITTL, T€HEPATHIOBAHNY IO
Chillb. MAKYJIAPHYIO Chilb, 3YJISULVIO ChilTh. PA3IPAKCHHE KOAKN. TOKCHUCCKY IO KOKHVIO Chillb,
BCIHKYJIC3HYIO YPTHKAPHY IO ChllTL, BACKYJIHTHYIO ChITT).

Hacmo: 3y 1, yrpesas Chiflb. a101CUHA, CYXOCTL KOKH, FHIICPIHAPO3. KPalMBHULA, JAEpMaTHT
(BKJIOYas HK3eMy ).

Hewacmo: koxubie 3Bl GYUIC3HBIT JICPMATOS. HAPYIICHHA NHIMCHTALIHM, NopaKeHHs
HOTTEH, (POTOCCHCHOMMNIALINA, NAHNUKYIMT, CHIAPOM JaJI0HHO-N0AOWBEHHOI IPHTPON3ECTEIHM,
HIMEHCHHA BOJIOCSHOTO NOKPORA, HElTpOoHILHLI JepmaTos.

Peoko: NEHKOUMTOKIACTHYECKHIT BACKYIMT, PUOPO3 KOAKH.

Hapyuwenus co cmopons ckeaemmo-sutuiesnoi u coeounumennoi meanu:

Ouens wacnmo: KOCTHO-MbIIIEYHas OOk,

Hacmo: apripaniud. Meineunas  c1abocTb, MHANIHA, KOCTHO-MblUICHHAS CKOBAHHOCTD,
MBILICYHBIC CIIA3MBI,

Hevacmo. padbaoMuoans, MHOIHT, TEHIMHIT, OCTCOHEKPO3. ApTPHT.

Peoko: sameanennas MHBOMOUNA MMQH3A. 3aj1epKKa POCTa (YACTOTA JaHHBIX HOGOMHBIX
HPPeKTOR B HCCICN0BAHNAX V 1eTeil OTMENEHA KaK «Yac ron).

Hapywenun co cmoponst nouex u Mouesweoonuqux nymei:

Hewacmo:  noveunas  HEAOCTATOMHOCTL,  VUAIEHHOE MOYCHCHYCKAUHE,  HPOTCHHYPHA,
reMaTypHs.

Peoro: Hapyuenne GvHKINN nouex.

Bawanue na mevenue Gepesennocmu, nociepooossie u HEPUNATIATOHBIC COCIOANUA:

Peoko: camonponsosibhblii abopr.

Hapywienun co cmoponst noaossix opeanoe u voounod yceaes;

Hewacmo: runekoMac i, HapyLICHUS MEHCTPYAILHOTO LHK/A, BAFMHAIbHbIE KPOBOTCHCHM,
MaTOMHBIC KPOBOTCYCHHA.

Hpouue:
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Ouens vachio: NCpRGCPHYCCKNC OTCKH (BKIOMAN  JIOKLIH30BAHILIC OTCKH  NOAKOAKHORN
KACTHATRH PasIMHON JOKAINaUNK, TPABHTAIMOHHLIC OTCKH). O1eK JAHIa (BEIOYAs OTCK 43bIKA.
OTEK TYO. 01CK 00JacTh pra. 0TCK KOWBIOHKTHELL, OTCK B 0014CTH 11a3a W BCK. OTEK OpPOMTaNbHOI
KACTHATKH.  NCPHOPOHTAILHBIC OTCKM. MAKYSPHLIC OTCKH, OTEMHOCTH JIHIA). NOBLILICHHAS
VYTOMJIACMOCTh, NOBBIICHHE TEMIEPATYPbl T/,

Yacmo: FCHCPAIH3OBANHBIC OTCKH  (BKIIOYAA 3a/ICPARKY  AMIKOCTH, OTCK KeJYI0MHO-
KHIICHHOTO TPAKTa, FEHEPaIH30BaAHHbBIH OTCK, NEepUPEPHUICCKIIT OTCK, OTEK, OTCK, 00YCIIORICHHBIF
CEPACHHON HEOCTATONHOCTLIO, NapanepaibHLI BBIIOT. HOCTIPOLEAYPHBIT OTEK, BHCUEPAIbHbIi
OTEK), actenns, 60/b. 001k B Ipy/n. 03100, CHUACHHE HIN YBEIHYECHHE MACChl TEa, CNYTaHHOCTD
CO3HAHMS.

Hewacmo:  nejomoranme, NoBBIICHUE  aKTHEHOCTH  KPeaTHHPOCPOKHHAIL.  1OBBLILLICHHE
AKTHBHOCTH TAMMA-T/IIOTAMHIITPAHCHENTH/IASEL, HPOHMHE HOBCPXHOCTHBIC OTCKH (BKJIIOYAR OTCHHOCTE
NOJOBLIX OPIaHOBR, OTCK B MECTE paspeia KOKH, OTEK HOMOBBIX OPTAHOR, OTCHHOCTE NOJOBOTO Y/ieHa,
OTCK TI0JI0BOTO Y/ICHA. OTCK MOWIOHKH, OTCHHOCTh KOKH, OTEHHOCTH SHYCK. BY/IbBOBAIHHAJILHYIO
OTCHHOCTR).

Peoro: napymenne noxojikm.

Kpome toro. npu npusenennn npenapara nojayuena mHgopMaling o caeayiommnx seiaeHnsx.
HACTOTA KOTOPBIX HE YCTAHOBJICHA, H/H/IN CBA3L UX C IIPUMEHEHNEM TIperaparta He JoKasana;

Hudpekuuonnvie u napasumapnsie saboeeanun: peakusaius supyca renatura B.

Hapywenun co cmoponst cepoua: pudpunnsguns npeacepanii/tpencranme npeacepamii.

Hapywenun  co cmoponst  osixameiasnoi  cucmemu, opzanos pyonei Kiemku i
Cpedocmenun: MHTEPCTHLIHAIBHBIC 3a00J1CBAHNS ICTKHX. TTHEBMONNS.

Hapywenun  co cmoponst  yeeaydouno-cumennozo  mpakma: #eiy 10MHO-KHIIEHHOE
KPOBOTCHYEHHE C JICTAILHBIM HCXO10M.

Hapywenus co cmoponst Koo u nookoncnsix meanei: cunaponm Crupenica-)xoncona.

Hapywenun co cmoponst nouer u Mouesuso0nux nymei: HEPPOTHUCCKHI CUHPOM.

Hadopamopusie u uncmpysvenmasnnie dannie:

e Tpombountonenns. anemus 1 HEHTPONICHUA 3 WK 4 crenenn, ocodbenno V [ALHEHTOB ¢
npoasuHy Teimu gaszamu XML wan OJIJ1 ¢ Ph';

® | MNoKaJIneMus, ruioKaibliMeMus, ruinodocdaremus:

¢ lloBLIEHHE AKTUBHOCTH TICYCHOMHBIX TPAaHCAMMHA?L (ananunamunotpancgepazel (AJIT),

acnapraramunorpancdepaset (ACT)):
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e |llosbluchne KROHICH TPatiH l“HI,HIP_\ OHHA W KPCatHHHHA B CHIBOPOTRC KPOBH

o Hanbonee wacteivu nodounninm sdextasut npu npusMcHeHing J1asarimoa V HAUHEHTOR
¢ BHEprbIC BRsBacHibIn XMILPh B Xponnieckoit hase sBamorTes saiepaka AHAKOCTH 1 Jnapes, a
Y HAIHCHTOB ¢ PCIHCTCHTHOCTBIO I HEHEPCHOCHMOCTBIO MMATHHHOA - 3ICPAKKA KHIAKOCTH M
AMAPCH. TOI0BHAR OO0JIb. OJBHIKA. Chlllb. YCTAI0CTL, TOMIMOTA, KPOBOMINMAHUS (1aKHE  Kak
KCYI0MHO-KHIICHHBIC KPOBOTCHEHHA 1 JIPVIHE).

Mamenenns nabopatopubix noKazateneii v AeTeil COOTBETCTROBANO MIMEHEHHMAM HTHX

NOKa3aTe/ICH v BIPOC/ILIN NAIMCHTOB,

Jdern ¢ OJUIPh' npn nenoas3oBannm aasatuanda B komOnuamum ¢ XHMHOTEpanuei

HoGoukkie peakunn. onncaHHbIe B JIBYX 1EMATPHUCCKHX HCCICAOBAHNAN, B KOTOPBIX
AQ3aTHHUO TIPUMEHSICH B CONETANNH ¢ XHMHOTEPAIINCIT. COOTRETCTROBAIN HIBECTHOMY npoguino
0e30MacHOCTH 1a3aTHNGa Y BIPOCIBIX W 0AKHAAEMOMY HPPEKTY OT XHMHOTEPAINK, 33 HCKITIOYEHHEM
MEHBLICH BCTPEHACMOCTH IICBPAILHOTO BLIOTA Y JICTCH 110 CPABHEHHIO CO BIPOCITLIMM,

B aerckom meeneopannmn octporo ammdobnactioro sneiikosa 1nokasatenm 1abopaTopHbIX
OTKJIOHEHHH COOTRCTCTROBAJIN HM3BECTHOMY 11POdhuI0 Ge10macHocT Ui N1abopaToOpHBIXTIAPAMETPOR
Y B3POCIBIN NAUHEHTOR ¢ OCTPRIM JIMMPOSIACTHIIM  JICHKO30M. 110y HaBIINX  OHOBBIIT Kype
XHMHOTEPAIHH.

Heperosuporka

lepeaosuporka 1a3aTHHHOOM 3aperucTpuporatia vy JBYX NAlHCHTOB, HPUHUMABILNX B
Tedenne 1 Heaenun no 280 Mr npenapara B JICHL, Y4TO NPUBETO K THAYMTCALHOMY CHHAKCHHIO YHCa
TpomMOoUNTOR. B Cliyuae 1iepe/losHpoBKH TpedyeTes TiaTe bHoe HAGMIOACHHE 3a NALHCHTAMH ¢
HEALIO KOHTPOJIA CTCIECHH MUEIIOCYNIPECCHI: TIPH HEOOXOAMMOCTH — CHMITTOMATHYECKAs Tepanus.

Bianmozeiicsne ¢ apyrnmu JekaperBenubivm cpecTBamn

Hpenapamoi, Komopuie smozym noewiwians KOuyenmpayuio 0a3amunuoa & niame Kpoeu

Hueuoumopsr wsogepyenma CYP3A4: nazatiuué  seasercs cyberpatom  m3odepmenTa
CYP3A4. Huruburopu  miodepmenta  CYP3IA4 (HanpuMep,  KETOKOHA30J,  MTPaKoHa30.1,
IPUTPOMHLHH. KAAPHTPOMHLIMH, PHTOHABHP. aTa3anaBnp, WHANHABHD, HeADUHABHP, CaKRHHABMD,
TCAUTPOMHUMH. IPEAN(DPYTORBI COK) MOTYT NOBLHIATE KOHLEHTPAIMIO J1a3aTHHUGA B MI1a3Me
KPOBH, HOOTOMY caciyet n3derath HX COBMECTHOIO NpuMeHeHms ¢ AasatunnGom. Tlaumentsi, y

KOTOPRIX HE VIACTCSH M30CKATE CHCTEMHOTO TIPHEMA MOLILHOIO HHIHOHTOpa miogepmenta CYP3A4,
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ACKRHBE HANOAHTBCH 101 TIHATCABHBIM HAOIOACHICM JUIA CBOCBPEMCHHOIO BLISBICHNS HPHIIAKOB
TOKCHYMHOCTH

Hpenapamut, Komopuie sozym nouuscams Konuenmpauuo dasamunuia ¢ niaive Kpoeu

Huoykmopor wsodbepsienma CYP3A4: nnaykroput wsodepmenta CYP3A4 MOIYT CHHAKATH
KOHUEHTPauHio gazatninda B iiasse.

Coiestyer w3berath COBMECTHOTO NPHMEHCHHS MOLILIBIX HHAYKTOpOR m3odgepmenta CYP3A4
¢ AasartunnGom. Taunentam. npunvaiomy mnaykropst wiodepmenta CYP3A4S (Hanpumep.
AEKCAMETa30H. (henntonn, Kapdamasernn, pudamimimn. penoSGapGuran win npenapartel 3repodOs
NPOALIPABACHHOIO  (Hypericum  perforatunt). BMECTO  YTHX  HpenapaTor  cieyer Ha3Havath
npenapatel. He obnajalommne (M 00JAAAIOWME B MUHUMAABHOH  CTCHEHH)  CHOCOBHOCTLIO
HHLYUHPOBATL HTOT H3odhepMenT.

Aumayuowr (npenapamu, cooepycangue anornmus CHOPORCUD  MAPHUA 2HOPOKCHA). €CIN
AHTALMJIBL HEOOXOMMBIL, PEKOMEH/IYCTCSH HX TIPHHUMATEH HE MEHEE YeM 3a 2 uaca J10 Wi uepes 2 yaca
NocsIe npuema jaazaruuuia.

burokamopw H2-cucmanmoswix — peyenmopog UHCHOWMOPBE — NPOMOHNOTT HONMNAL:
AJMTCIRHOC NOMABJICHAC CCKPEIMN KHCIOTBE KEAY04H0T0 coka Grokatopamu H2-rucTaMHHOBLIX
PEUCNTOPOR M MHIHOUTOPAMH TIPOTOHHOI NOMIILI (Hanpumep. PaMOTHAMHOM H OMENPa30JIoM)
MOZKCT NPHBOIMTE K CHHAKECHHIO KOHUEHTPAIMK JlazaTHHNOa.

CoBMECTHOE IIPUMEHEHHE YTHX HIPENAPATOR K Na3aTHHUOA He pekomenaverca. B kauectre nx
AILTCPHATHBLL MOKHO HCNOIL30BATE aHTALMABL (32 2 waca 10 WM vepes 2 uaca 11ocie npHema
Jazatuninda).

Biuanue dasamunuia na opyeue aexapemeennwie npenapamuor

Cvocmpamer wzoghepyenma CYP3A4: nasatunu® seaserca HHrubuTOopoM u3odepmenta
CYP3A4. nostomy ero coemectHoe npumeHenme ¢ cvOcTparamu miodepmenta CYP3A4 moxker
YCHINTL - AeiicTeHe  aannoro  cyberpara.  CyGerpatn u:sndn:pmeu'ra CYP3A4 ¢ y3kum
TCPANCBTHUCCKUM  JIHANA3OHOM,  TaKne KakK aa(eHTaHuI, acTemMu3on, TepeHans. unsanpua,
UHKIOCHOPHH. (PEHTAHIIL HHMOIHL, XHHHAHH. CHPOJIMMYC. TAKPOAUMYC H ajKAIOM/IbI CHOPbLIHLH
(OProTamMuH,  AMIMAPOIPIOTAMMH)  CIEAYET HMCHONB30BATL € OCTOPOKHOCTHIO Y HAalUMEHTOB,
MOAVHAKOLINX J1a3aTHHHO.

Ocobble ykasanus

Mucaocynpeccusn
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Hpn acuennn JasatinndoM MOy BOSHHKQTL  UEKCIHC 1pOMOOIITONCHIS, aHeMHS 1
HCHTPONCHA. Haime o PerncTPHPYIOTCS ¥ HAUHCHTOR ¢ 1O/ Pazanin XM wim OJUI Ph,
YCM YV HAIHCHTOR ¢ XpOHHUeCKO# asoit XML

Hpn monotepanun 1a3atHHnGoM B3pOCABIN HAMCHTOR ¢ 11O3UTHMH asamn XMJL nan
OJUTPh noaustii kannuveckuii anaians kpoen CACAYCET HPOBOAHTEL CARCHC/ICABHO HA IPOTAKENNH
HEPBBIX 2 MCCHIICR, JIA/ICE CAREMECHHHO HIN 110 KIHHHYECKHM 110KA3aHHSIM.

Y B3pocinix naunentor u aereii ¢ XMJI Pho g xponnueckoii (ase noanbi KInHUYeCKHil
AHAIH3 KPOBH CACAYCT NPOBOANTL Kaaible 2 Hele/n nepeuie 12 Hesienn Jieuenus, 3ateM Kamkabie
3 MeCsUa AN 10 KIMHHYCCKUM NOKa3aHuAM. Y B3pOCIIbIX HALHEHTOB ¢ 11031HHMH azamu XMJT uan
OJUI Ph' npu monotepanun sasatunnGom ananms KPOBH CJIC/IVET 1POBOINTEL CKEHEIENBHO Ha
NPOTAKCHHM TICPBLIC 2 MECHILA ICUCHHSA, 3ATEM — CARCMCCHYHO WIN 110 KIMHHYCCKHM NOKA3aHUSM.
Hpn nevennn aereii ¢ OJIUI Ph' komOunanmeii gasatnmuta u XHMHOTEPAHN NOJIHBI KITHHUYECKHI
AHAIAT KpOBH - CHICIYET NPOBOAMTEL  IEPE HAYAIOM  KaKI0I0 OJ0Ka XHMHOTEPANHH H o
KIHHAYCCRUM NOKasanam. Bo Bpems KypeoB XUMHOTEPAIHM aHan3 KPOBH HCOOXOAMMO HOBTOPATH
Kak/ble 2 s /10 BOCCTAHORICHHS 1I0Ka3aTeNneil. YIHeTeHHe KOCTHOIO MO3ra 06bIuHO 00paTHMO H
IPOXOJIHT NPH BPEMEHHOH OTMENE MM CHHACHMH 103bI JIa3aTHHHOA.

Kposomeuenus

V' naunentor ¢ xpoumueckoit  (azoii XMJI. HOJVYABIIKX  1a3aTHHUO,  Cayydaiinch
KpOBOW3AMANKA 3 Wik 4 crenenn. Y nauuentor ¢ nosamumu gasasn XMJ1 wan OJUJI Ph' 6uim
OTMEHCHEL CIyHal TAKCALIX KPOBOM3IHAHMIL B LEHTPAILHYIO HEPBHYIO CHCTEMY (B TOM 4Mcie
(atanbupiii). Tsxennie &Keaya0MHO-KHIIEHHbIE KpoBoTeuenns 3 uan 4 creneun ormevenst y 4 %
HauneHTos ¢ nosannmu dazamn XMJL Hpn rskenbx Keay 10MH0-KHIDEYHBIX KPOBOTEHCHHAX

EPEMCHHO  NIPHOCTAHABIIMBAIOT TEPAIIMIO W LIPUMEHAIOT remoTpancdysmo. Jlpyrne  Takenbie
KPOBOTCHUCHHUA 3apErHCTpHpOBatbl y 2 % NaunenToB. BolbUIMHCTRO C/VIACE KPOBOTEUCHHI CBA3AHbI
¢ TiKeaol  TpomOountonenmeii.  Ilpenapatei,  nnruupyioume GyHKIMKH  TPOMOOLMTOB 1
AHTHROATY IAHTBE CACAVET HPHHUMATE € OCTOPOKHOCTBIO.

Jadepycka yweuokocmu

[lpu npueme jasarunnba moxer naéaonatses 3AJIEPARKA AHAKOCTH. Cpen NatMeHToR ¢
BlEpBbic BhissacHnbiM XMJL Ph' sajiepKa JKHAKOCTH THAeI0N CTenenn Habmoanach V3%
NAUHEHTOR.

V B3pOCIIBIX ¢ BHEPBBIE BLISBACHHLIM XMJI Ph TIPH PEIUCTEHTHOCTH K MMATHHUOY MM ero
HETCPEHOCHMOCTLIO 3A/1CPAKA AHIKOCTH TAAKCI0 cTenenn (3 1 4) Gbiia saperncTpupoBana y 6 %.
Y B3pOC/IBIX NAUHEHTORB ¢ HO3AHHMH dazamu XMJT uan OJUI Ph' saepikka KHAKOCTH TAAKEN0
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CTENEN HAO O ch B 8 Yo CAVUACE, BKIOYaAS BLIPAKCHHBIA TICBPAILHBIT 1 ICPHKAP, M LI
BHINOT N 7 %o i 1 %0 HaUHEHTOR, COOTRETCTRCHHO. Bripazennniii acunt i renepanmsosannblii oTek
PA3BIINCE v Menee | % HauMeHToR ¢ pe3sHCTenTHOCTRIO K umatnndy. N 1 % naumentor ¢
PEINCTCHTHOCTEIO K MMATHHHOY 3aperHCTPHPOBaN TAKEIbI OTEK JCIKHX.

[pu noseiennmn oxpinkn, Goam B FPYAHOR  KICTKE WM CYXOTO  Kaluuis HEOOXOAHM
PEHTTCHONOTHYCCKHH KOHTPOJIL OPFAHOR TPY/IHOI KJICTKH. JajiepaKa KHAKOCTH 0OBIMHO KYTHPYETCH
HPH NPUMCHCHIN NO/UICPARHBAIONLCH TEPAlINN ¢ BKIIOHCHHEM /MY PETHKOR 1IN KOPOTKOIO Kypca

FHOKOKOPTHKOCTEPOHJI0EB. “pll BLIPAKCHHOM TUICBPAJILHOM BBITIOTEC 'l'p(.‘l-l()Bl]JIllCl- OKCHICHOTEpAanus

JIBA pa3a B CYTKH.

Takne noGounsie Hdextel Kak 3a1epaKa KHAKOCTH, OIBIIKA, ObICT pas yTOMISEMOCTh,
MVICBPANBHBIR BLINOT. KAWIC/AL, KPOBOTCHCHHSA B HIKHUX OTICHAX KENYA0MHO-KHIIEUHOIO TpakTa,
HAPYIICHHSA aNNCTHTA. B3V THE JKHBOTA, TONOBOKPYKCHHE, NCPHKAPAHANLHBIN BBINOT. 3aCTOMHAN
CEPACHHAR HCIOCTATOUHOCTh, CHHAKCHHE BECA, Mallle BCTPEHAKOTCS Y NAUMEHTOB crapuie 65 er.
MOITOMY  CACIYET OOCCHEUHTh TIATEILHOE HAOMOACHHE 32 HAUMEHTAMH  1aHHOI BOIPACTHOMN
Fpy b,

Yoaunenue unmepeara Q-T

Yanmnenne Q-T wunveppana nalbaojganock MeHee vem y 1 % mnaumentoB ¢ Bnepebie
BeisiBICHHEIM XMJI Ph™ B Xponnueckoii dase, HOAYHABIIMN Aa3aTHHHO. 1IPH 9TOM  VIHHEHHE
cocraBuio B cpeinenm 3.0 me. Y umnenne Q-T untepsaia npu aeuennn 1azarmnnGom Habmotatocs
y Gonee uem | % naumentos ¢ pesHCIENTHOCTHIO WK HENEPCHOCHMOCTLIO TePanun HMATHHHOOM.
JazatnunG ceyer HenonniosaTh ¢ OCTOPOKHOCTLIO V NALMEHTOR ¢ viumnennsiv Q-T nutepraiom
HAH € PHCKOM €10 VUMHEHHA  (THIIOKAIMEMHA.  THIOMArHHEMHA.  BPOKICHHBI  CHIIPOM
YAMHEHHOT0 Q-T uHTepsaa. Tepanis aHTHAPHTMUICCKHME 1 APY FHMH lpenapatamu. cnocoOHbIMH
Yamuate Q-1 MuTepBai. NpeUCCTBYIOMAs TEPanus BICOKHMH J103aMH AHTPALMKINHOB). Jlo
HA3HAYCHUA 13 THHAOA CIIe/LYET IIPOBECTH KOPPEKIMIO THIOKAAHEMIH 1 IHITOMArHHEMHH.

Hapywenus co cmoponw cepoeuno-cocyoucmoin cucmesm

Y naumentos ¢ 3abosesanuamMn cepiua B aHambese M PUCKOM MX Pa3BHTHA CPeiau
NODOMHBIX  PeakuMil Malle. HeM Y APYIUX Py, OOHAPYKUBA/IMCH  HAPYLIEHUS €O CTOPOHbI
CEPACHHO-COCYANCTON CHCTEMBI (3ACTORHAA CEPACUHAS HEOCTATONHOCTL/CepieuHas JAHCVHKLMA,
NEPUKAPANAILHBIR  BRINOT, apUTMHUA. OLLYIICHHE CePALECOHEHNS. VIUIMHEHHE uuTeprana Q-T,
HHGAPKT MHOKapaa (B T.4. ¢ JCTAABHBIM HCXOI0M). Beuay 21000 y aannoii rpynns naumentos
HEOGXOAMMO  TIIATENLHO  KOHTPOIMPOBATE NapamMeTpbl  CCPACHHON  JICATCABHOCTH € LEJbIO
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REBRICHUS B 0pH ncoOXOAMMOCTH, KOPPEKIII. BOSMOKHLIN HOOOUHLIN PRI CO CTOPOT

CEPACHHO-COCN ML TOI CHCTCMBE (DOJIL B ITPVIRL 3aTPNHCHHOC JIbINatine. niorootaeienne). Hpn
PATBITHH  HEAKCAATCABHBIN  ARICHHI €O CTOPOILL  CEPCHHO-COCYIMCTON  CHCTCMBL  JICMCHHE
NPEHAPATOM CACAYET NPHOCTAHOBNTL. BO30OHOBICHHE Jedenns BOIMOKHO 110CIC BBHINOIHCHHA
by HKLMOHAZILHOT OUENKI: HEXOHAA 103 POBKA 1IPH CAa0LIN/YMEPEHTIBIX HEACIATELHBIX PEAKLMAX
(= CTENEHB 2). CHUAKEHHUE JI03b1 NP TSKC/BIX HEKCIATC/ILHBIX PEAKIMAX (> cTenehn 3).

Hecounan apmepuaivnan cunepmen sus

Jlerounas aprepuanunas runeprensua (JIAD). noareepAiennas npu noMoun Katetepusannm
NPaBLIX OT/IC/I0B CCPALA, MOAKCT HabIIOAATHCS KAK B XOAC JICHEHHS Ja3aTHHHOOM, Tak U no
HPOMWIECTBHN T0/1a 1 Boliee NOC/IE o OKOHYANNA, YacTo Ha PoHE CONYTCTBYIOIMX 3a00/1eBaHuil 1
OJIHOBPEMEHHOTO NPHEMa JIPYITHX JIeKapcTBEHNLIX npenapatok. Jlo Havana neuenua aazatunnbom
CACAYET 1IPOBECTH OOCACA0RAHNC NALMCHTA € UCIBIO BHIABICHUA BOIMOKHBIN [IPHIHAKOR M
CHMITOMOB 3a00/ICBaHHil cepiia M JIcTKHX. B B Xojie Jlevenns a3satuinboM v naumenta
OTMEHAIOTCS OIBIIKA WM YCTAI0CTL, HEOOXOAMMO HCKITIOUHTE HAUBOIICE THITMYHYIO YTHON0PHIO,
BEAKOAS TICEPAILHBI BLIIOT. OTCK JICTKHX, aHEMHIO W Hainaue nidnasTpata & jerkux. Hpn ytom
HEOOXOAMMO YUHTBIBATE PEKOMEHaUMN. daHHbie B paeine «Cnocod MPUMEHECHHA W J103bI» JLid
CAVHACE  PATBHTHA  HCICMATOJNOIMYCCKHN  TIOOOUHBIX  PEAaKIMii:  1IPH  Pa3BHTHH  TAKCIIBIX
HEIEMATONIONMYECKUX  110004HBIX  H((EKTOB  JICHCHHE  NPHOCTAHABIMBAIOT /10 HCYE3HOBCHUSA
CHMITOMATHKH 1100041010 HhpeKTa WM 10 VAVUIIEHHA COCTOAHIS NalieHTa.

Ecam r npouecce odeneiopanus naumenta we Guil nocragien JPYTOR JIHarHos, ciacaver
NpuHATL K pacemorpennio anarnos JIALL B cayuae noareepaienus JIAL v naumenta nevuenue
Aa3aTHHHOOM  nipekpaaior  06e3  NOCACAYIOWEro  BO30OHOBICHHA, 00eCHeHB NOCAEAY I0M i
KOHTPOJIL COCTOANNA NALHCHTA B COOTBCTCTBUM CO CTAHAAPTHBIMH PEKOMCH 1A LIHAMH.

Peakmusauus eupyca cenamuma B

Hurubnropwr tuposmukunask BCR-ABL. ceaspiralor ¢ peaktupaumeii BHUpyca renatura B
(BI'B). eannuneie cayuan onncanl s 1a3atiinba. B HekoToprix cyvasnx peaktueauus BI'B npu
NpUMEHEHHI IpYIux uiurnGutopor thposuikunazkl BCR-ABL. npuroamna k pasentimo OCTpoit
NEUYCHOMHON HEOCTATOMHOCTH MM QY ALMHHAHTHONO FENATHTA, & B N0CHCAVIOIEM - K NepecaiKe
NEUCHH HIIH JIETAJILHOMY HCXO/LY.

Ilepea Havanom Tepanumn 1a3aTHHHOOM J0JIKEH NPOROANTHCS CKPHUHMHT Ha Haanuue BI'B.
JUiA NalMeHTOR,  MMEIOIMX  TI0J0KHTE/ILHBIE  CepOIOrHYecKIe Npodbl.  pPeKOMEHYeTCH
KOHCYILTAUMA CHCUHANNCTA, uMeromero oneit acdennss BI'B. YV naumentos-nocureneii BI'B.
HYRAQAIOWMNCA B JICUCHHH  HHITUOMTOpaMi  Tuposuukuiasel  BCR-ABL,  HeoOxoaumo
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KOHTPOJIHPOBATEL  KANHHYCCRIC 1 Ja0opatophbie nokasatean aktnsaimn BB a HPOTHACHHH
TEPANHN M HCCKOIBLKO MECHIICE N0CIC ¢¢ oKOHYvanns. J1as naimenror ¢ peakinsiporannsiy BI'B na
hone npunvencnns asatmnnba nokazana  HemeUICHHAN KOHCY/ILTALMA  CO CHENMANNCTOM [0
neuennio BIB.

Cunopon usuca onyxoiu

b sapernctpuposansl cavuan pazentis CHHAPOMA JIMZHCA ONYXOIH Y NAaUMECHTOR ¢
PEIMCTCHTHOCTRIO K TIPCAWECTRYIONECH TEPAlNY HMATHHHOOM. TIPEUMYILCCTBCHHO HA 1103HNX
Cramax sabonesanms. Beneacteue BOSMOKHOCTH pazRHTHA CHH/APOMa JIM3HCa ONyXOJn nepej
HAYWIOM JICHCHIS 132 THHHGOM HEOOXOAMMO 1HOUICP/KNBATE a/ICKBATHBIH YPOBEHS rHApaTaumnm,
NPOBOINTE KOPPEKLHIO YPOBHSA MOYEBOH KHCIOTH H KOHTPOJIMPOBATEL COACPAAHHE HICKTPOINTOR B
naasMe Kpoeu. llaumenTtbl Ha HOIAHKX CTAAMAX 3a00CBAHMS WM ¢ BBICOKOI OIYXOJICBOIH
HArPY3KOH HAXOAATCA B TPYINE BLICOKOIO PHCKA, 110 Y10 NPHUHHC OHK HyAK1atoTed B Golee HacTtom
o0cneoBaHNN.

Bawanue na pocm u paseumue oemei u nodpocmros

B KanHuueckux neeaeaosanmsax npu aeuennn aereii ¢ BIICPBBIC BBIABRJICHHOH XPOHUYECKOI
Gasoii XMJI Ph' wan npn PEIUCTCHTHOCTH/HENEPEHOCUMOCTH UMATHHUOA 110 MEHBIICH Mepe Uepes
ABA TOda 10CAC OKOHuanus JieyeHns v 4.0 % naunentoB Habmonainmcs noGoOMHBIC ARICHHS.
CBASAHHBIC C POCTOM W Pa3sBHTHEM KOCTCH (BKJIIOYAA C/YYAH 3aMe/UICHUS HHBOMIOLHH Mupua,
OCTCONEHHH. 3aMEUICHHA POCTa. rHHEKOMACTHH). HHTepupeTains pesyasTaToR 3aTpyHeHa B BHJLY
KOHTCKCTa  XPOHHUECKOTO  3aD0NCBANMA M NOLICKHT  JIOJIOCPOMHBIM  HaGmoacHusm. B
HCCACI0BAHMAX TIPH JICUCHHH NEANATPHUCCKHX nanmentor ¢ OJIJ] Ph' aasatunnGom B KoMOMHALMN
C XHMHOTEpaIHel MaKCUMYM 2 1oJa CNYCTA 110Ce JCHCHNS 0TMeUeH cayuain nodOMHLIX ABJICHHI,
CBABAHHBIX C HAPVLICHHAMM POCTa M PAIBHTHA KOCTEH.

Hpouue

[pn noBblmeHn  yposns TpaHcamMunas  wim OMIMPYOMHA  CACAVET YMEHLUIMTL 103y
fipenapata uin NPUHOCTAHORNTE €10 IIPHEM.

Hpu pasenTun runokansumesmmn cocrosime KOPPEKTHPYETCH HPUEMOM BHYTPEL [IpCHapaTor
Kajbls. Bo Bpemst JieucHHs 1 B TeUeHHE MHHHMYM 3 MECHLICE nocie H MYAUHHAM, H KCHLIIHHAM
HCODXOAMMO  HCHIONIB30BATL  HAICAHBIC  MCTO/LbI KOHTpaueiim.  Ecan BO  Bpems  Jievenus
Aa3aTHHHOOM HACTYNHAA OePeMEHHOCTE, W €C/IH CTAN0 HIBECTHO, YTO npenapaT UCnoiL30BanCs Bo
BpeMs OEPEMEHHOCTH. Cile/lyeT HeMeUIeHHO NPOHHGOPMUPOBATE NALMEHTKY 0 BOIMOKHOM PHCKE

JUIA nJ1oja.
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Hpu npueme dasanminda b OTMCHCHBL HIIHBIIVEIBHBIC ¢V BOSHHKHOBCHIS
PARCABIN NOOOUHLIX PECAKIH. TOPAAOUIHN KOAY M CANIHCTLIC 000J0MKH. @ TOM YHCIE CHIIPOM
Crusenca-Jlxkoncona u \mnmfhnmlllun IPHTEMBL. B CAYHAC NMOABICHHS TAKHN TTOOOMHLIX '1(|1tl|ckmn
B BWLY [IPHCMA Ipenapata. JICHCHHC J1a3atninboM HeoOXOMMO IIPeKpaTHiL.

Codeprucanue Jaxkmosn

Hpenapat cojpepAnT J1akTO3y: B CyVTOMHOI 103 100 Mi - 135 Mi 1akT0361 1 B CYTOUHOH J103€
140 M1 - 189 M1 laktosl.

Bumsinne na cnocobnocth K BOAACHNIO ABTOTPANCHOPTA H YHPARJICHHIO MEXAHNIMAMN

HMccreoBannii no BAMSHUIO 1IpCHapaTa Ha CHOCOGHOCTL K BOAJICHHIO M VIPABICHHIO
TEXHHKOH HE NPOBOJIMIOCH. ECIIM HAIMENT 0TMEHAET CBS3aHHBIC C JICHCHUEM CHMITTOMBI, TAKHE KAk
FOJIOBOKPY/KCHHE M HAPYILCHUS 3PCHMA. BIHAIOUIME HA €10 CHOCOOHOCTL K KOHIEHTPAUHH M
OBICTPOTY peakitMi, PEKOMEH/IYCTCA OTKA3aThes OT YIPABICHUS ABTOMOOHICM M BBINOJHECHHS
MOTEHUHAILHO OTIACHBIN BHIOB JICATEILHOCTH, TPEOYIOIUMX NOBBILICHHOH KOHUEHTPALHN BHUMAHHS
M OBICTPOTEI NCHXOMOTOPHBIX PEaKINii,

Dopma BLIVCKa

Tabnerkn. nokpeiteie nieHouHoI 060104KOI, 100 My

o 30 7abaerok jgosuporka 100 Mr B GaHky M3 NOAMITHICHA BLICOKOH TJIOTHOCTH ¢
BABHHYHBAIOIMMHCS KPBILIKAMH W3 HOJHIPOIHICHA © OCYIINTENeM Wi 03 Hero. ¢ 3alnToi oT
Aeteit uan €3 Hee, KOHTPOJIEM NCPBOTO BCKPLITHA Wi 0¢3 Hero.

Io | Ganke BMeCTE ¢ HHCTPYKLHCH 110 IPHMCHEHHIO HOMELLAIOT B IA4KY W3 KapTOHa.

Yeaosus xpanenus

[1pn temneparype ne uime 25 °C.

XpaHuTe B HEJOCTVIHOM JUis aeTeil mecTe!

Cpoxk roaunoctn

2 roja.

He ucnosb3osars npenapar no HCTeMeHHH CPoKa FoaHOCTH.

Veaosus ornycka

OTnyCKaloT 1o peuenty.

Hpoussoanrean

(Bee emaouu npouzeoocmea)

PIBY «HMHIL onkonorun um. H.H. Baoxuna» Munsapara Poccnn

15478, r. Mockea. Kammnpekoe mocee, 1. 24, ¢1p. 2, ¢pmanan «Haykonpogu» OIBY « HMHI]
oHKoJoruu ua. HEHL Brioxinnan Munsapasa Poceunn.
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L e e et )

IOpamieckoe o, na uMs KOTOPOIo BLUANO PETHCTPANIONIOE YA0CTOBEpenne/
Opramsauns, upuunEMaI0mEas npeTensnm noTpednTecii

000 «AMEJAPT». 109316, r. Mockra. Boaror PAACKHIT NIpoCneKT. 1om 42, kopnye 24,
yrax 2. Komuata 11.1.

Ten: +7-495-741-46-65.

I enepanbhiii anpektop

000 "AMEJIAPT" Kosiokoasios A.A.
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