COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 24.02 2025 N2 5050

(NOCNEQOBATENEHOCTE 0003)

OBIIAA XAPAKTEPUCTHKA JIEKAPETBEHHOTO HPEHAPATA

1. HAUMEHOBAHHUE JJEKAPCTBEHHOI'O IIPEITAPATA
Jazatunuo6, 20 Mr, TabIeTKH, TOKPHITHIE TNIEHOYHON 000JI0YKOM
Hazatuaun6, 50 Mr, TabIeTKH, MOKPHITHIC TIJICHOYHON 000I0YKOH
HNazaruaun6, 70 Mr, TabIeTKH, MOKPHITHIC TIJICHOYHON 000I0YKOH
Jazatunu6, 80 Mr, TabIETKH, MTOKPHITHIE TNIEHOYHON 000JI0YKOM
Hazatunu6, 100 mr, TabiaeTKH, MOKPBITHIEC MICHOYHOW 000I0UKOMA

Hazaruaun6, 140 Mr, TaGIETKH, TOKPHITHIE TUICHOYHOW 000JI0YKOM

2. KAUYECTBEHHBIN 1 KOJTMYECTBEHHBII COCTAB
JleiicTByro11ee BeIEeCTBO: 1a3aTHHHO.

Jlazatuau0, 20 mMr, Ta0JETKU, TOKPBITHIE INICHOYHOU 000JIOYKON

Kaxxnas Tabnerka, MOKphITas MJIEHOYHONW 0007109KOM, coaep)uT 20 MT 1a3aTHHUOA.
BcnomorarenbHbIe BelecTBa, HATMYNE KOTOPBIX HAJI0 YUYUTHIBATh B COCTABE JICKAPCTBEHHOTO
npernapara: JJakTo3a, KpacuTellb CoMHeuHbIH 3akaT senthiid (E110) (cMm. pasznen 4.4.).

Jlazatuau0, 50 mr, Ta0JETKU, TOKPBITHIE INICHOYHOU 000JIOYKON

Kaxxnas Tabnerka, HOKphITas MJIEHOYHONW 0007109KOM, coaep)uT S0 Mr 1a3aTuHUOA.
BcnomorarenbHbIe BelecTBa, HUTMYNE KOTOPBIX HAJI0 YUYUTHIBATh B COCTABE JICKAPCTBEHHOTO
npernapara: JJakTo3a, KpacuTellb CoHeuHbIH 3akaT senthiid (E110) (cMm. paszaen 4.4.).

Jlazatuau0, 70 mMr, Ta0JIETKU, TOKPBITHIE INIEHOYHOU 000JIOYKON

Kaxxnas Tabnerka, MOKphITas MJIEHOYHOW 0007109KOM, cogep)uT 70 Mr ma3aTuHuOA.
BcnomorarenbHbIe BelecTBa, HUTMYNE KOTOPBIX HAJI0 YUYUTHIBATh B COCTABE JICKAPCTBEHHOTO
npernapara: JJakTo3a, KpacuTellb CoMHeuHbIH 3akaT sentoiid (E110) (cMm. pasznen 4.4.).

Jlazatuau0, 80 mr, TaOJIETKU, TOKPBITHIE INICHOYHOU 000JIOYKON

Kaxxnas Tabnerka, HOKphITas MJIEHOYHOW 0007109KOM, cogep)uT 80 Mr ma3aTuHUOA.
BcnomorarenbHbIe BelecTBa, HAUTMYNE KOTOPBIX HAJI0 YUYUTHIBATh B COCTABE JIGKAPCTBEHHOTO
npernapara: JJakTo3a, KpacuTellb CoMHeuHbIH 3akaT senthiid (E110) (cMm. pasznen 4.4.).

Jazatuau0, 100 mr, TaOJIETKU, ITOKPLITHIE INIEHOYHOU 000JIOYKOM

Kaxxnas TabneTka, mOKphITas INIEHOYHOU 000J109Koi, coaepkuT 100 Mr nazatuHuOA.
BcnomorarenbHbIe BelecTBa, HUTMYNE KOTOPBIX HAJI0 YUYUTHIBATh B COCTABE JICKAPCTBEHHOTO
npernapara: JJakTo3a, KpacuTellb CoHeuHbIH 3akaT senthiid (E110) (cMm. pasznen 4.4.).

Jlazatuau0, 140 mr, TaOJIETKU, ITOKPBITHIE INIEHOYHOU 000JIOYKOM

Kaxxnas TabneTka, HOKphITas INIEHOYHOU 000J109KOM, coaepkuT 140 Mr nazatuHuoOA.
BcriomoratenbHbIC BEIeCTBa, HATMYUE KOTOPBIX HAJIO YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO

npernapara: JJakTo3a, KpacuTellb CoHeuHbIH 3akaT senthiid (E110) (cMm. pasznen 4.4.).
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3. JIEKAPCTBEHHAS ®OPMA

Jlazatuau0, 20 mr, Ta0JETKU, TOKPBITHIE INICHOYHOU 000JIOYKON

Kpyribie, TBOSKOBBIMYKIIbIE TAOJIETKH, TIOKPHITHIC TNIEHOYHOW 000JI0UKO# skenToro 1sera. Ha
MOTIEPEYHOM pa3pese sapo OEI0ro WK MOYTH OeJIoro IBETA.

Jlazatuau0, 50 mr, Ta0JETKU, TOKPBITHIE INICHOYHOU 000JIOYKON

OBaJsibHBIC, JBOSKOBBIYKJIbIE TaOJETKH, MOKPBITHIE IUIEHOYHOW OOOJOYKOW OpaH>KEBOTO
nBeta. Ha nonepeunom paspese siapo 6€10ro Wiy o4ty 6eIoro 1BeTa.

Jlazatuan6, 70 Mr, Ta0JIETKN, HOKPBITHIE INIEHOYHON 000JI0OYKOH

Kpyriibie, 1BOSKOBBITYKIIbIE TAOJIETKH, TOKPBITHIE TUIEHOYHOW 0007109KOi xKenToro 1Bera. Ha
MIOTIEPEYHOM paspese sIpo OeI0ro MM MovTy O0eI0ro mBeTa.

Jlazatuan6, 80 Mr, Ta0JIETKN, HOKPBITHIE INIEHOYHON 000JI0OYKOH

Kpyrible, NBOSKOBBINYKJIbIE TaOJETKH, IMOKPBIThIE IJICHOYHOW O0O00JI0YKOM OpaHKeBOTrO
nBeta. Ha monepeunom paspese s1po 6€I0ro Wiiv Mo4YTH OEIoro IBETa.

Jazatuau0, 100 mr, TaOJIETKHU, ITOKPBITHIE INIEHOYHOU 000JIOYKOM

Kpyribie, TBOSKOBBIMYKIIbIE TAOJIETKH, TIOKPHITHIC TNIEHOYHOW 000JI0UKO# skenToro 1sera. Ha
MOTIEPEYHOM pa3pese sapo OEI0ro WK MOYTH OeJIoro IBETA.

Jlazatuau0, 140 mr, TaOJIETKU, ITOKPLITHIE INIEHOYHOU 000JI0OYKOM

Kpyribie, ABOSKOBBIYKIbIE TaONETKH, MOKPHITbIE IUICHOYHOW OOOJOYKOM OpaH)KEeBOTO

nBeta. Ha momepeunom paspese siipo 6eoro Wim modTH OEIoro IBETa.

4. KJIMHUYECKHUE JAHHBIE
4.1. Iloxka3zaHus K NIPUMEHEHHIO

IIpemnapar Ja3zarnHu0 moka3ad K OIPUMEHEHUIO V B3POCIIBIX:

e Brepsble BbISABICHHBINH XPOHUYECKHI MUEIOIEHKO3 C MOJIOXKUTEIbHON (PritanenbPpuiickoit
xpomocomoii (XMJI Ph*) B xpornueckoii dase;

e XMJI B xponuueckod ¢aze, ¢aze akcenmepauuu wWiIM (paze MHUEITOUIHOTO WU
auM@ouaHOoro  OJIACTHOTO KpU3a TIPU  PE3UCTEHTHOCTH WM  HEMEePEeHOCHUMOCTH
HpeablAYyIIeH Tepanu, BKI0Yas UMaTHHHO;

e OoCTpbIii JTUMQOOIACTHBIM JEMKO3 € TOJOXKHUTENbHON (unanenbPuiickoit XpomMocoMoit
(OJIJI Ph™) npu pe3uCTEHTHOCTH MM HEMEPEHOCUMOCTH NPEALIAYIIEN TEPAIIHH.

IIpenapar Ja3zarnHu0 moka3ad K OpMMEHEHUIO V JeTeil B Bo3pacTe oT 3 110 18 ner:

e XMIJI Ph* B xpoHuueckoii dase;

e Brepssie Boisasiennsiii OJIJT Ph* B koMOuHALMK ¢ XUMHOTEpPAIIHEA.
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4.2. PexxuM 103UPOBAHMS U CNIOCOO NMPUMeHEHH

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Tepanml AOJIKHA MPOBOAUTHCA BpauOM, UMCIOIIIUM OIIBIT JICUCHUS MAIUCHTOB C JIeHKO3aMHu.

PexxuM 103upoBaHus

Pexomenoyemvie nauanvnvie 0o3vl npenapama Jlazamunub y 3pocivlx.

e 100 mr 1 pa3 B neHb (yTpoM MU BeuepoM) B XpoHuueckoil paze XMJI;

e 140 mr 1 pa3 B 1eHb (YTPOM HITH BEYEPOM) B OCTAIBHBIX CIydasX.

Pexomenoyemvie HauanvHvle 003v1 npenapama Jlasamunub y Oemell NO NOKA3AHUAM
XMJI Ph* 6 xponuueckoii ghaze unu enepevie eviaenennviii OJIJ1 Ph™:

Hasnauenue mo3sl mpemapaTa OCYIIECTBISIETCS Ha OCHOBaHMM Beca peOeHka, | pa3 B JieHb
(yrpom unm Beuepom). I[lepepacder m03bI JOKEH MPOBOIUTHCS KaXKIble 3 Mecsia, MpU
HEOOXOINMOCTHA — YaIlle.

Pexomenayemass HadaibHas cyTouHas jo3a mpernaparta [lazatmHuO 11 AeTeil mokasaHa B
tabnure 1.

Ta6auna 1. lo3upoBka npenapara /la3aTuHuO AJs1 MAllMEHTOB JeTCKOr0 BO3pacra ¢
XMJI Ph* B xponuueckoii ¢aze nau OJIJI Ph*

Bec Tena (kr) CyrtouHnasi 103a (Mr)
Ot 10 o 20 xr 40 mr
Ot 20 1o 30 xr 60 mr
Ot 30 no 45 xr 70 mr
45 xr u 6oiee 100 mr

[Ipenapar /lazatuHu® He clieayeT MPUMEHATh Y JIeTel B BO3pacTe /10 3-X JIET U Maccou Tena
Mmenss 10 kr mo nokasanusm XMJI Ph* B xponunueckoit ¢aze wimu OJIJI Ph* mis nannoi
JIEKapCTBEHHON (hOPMBEI.

BezonacHocTh 1 3¢ peKTUBHOCTH Yy AeTeil B Bo3pacte 10 18 jer mo apyruMm moka3aHusM Ha
JAaHHBIA MOMEHT HE YCTAaHOBJICHBI. /laHHBIE OTCYTCTBYIOT.

JnumenvrHocms neuenus

B ximmnnyeckux wuccnenoBanusx (KW) nedyenuwe ma3aTHHHOOM B3pOCHBIX IMAIMEHTOB C
XMJIPh* B xponmueckoir ¢aze, XMJI B (ase akcenepanuu, MHEIOOIACTHOrO JUOO
numdobaacTHoro kpusza (mosgpsas dasa 3adonesanus) wiu OJIJI Ph* u neguarpuueckux
naentoB ¢ XMJI Ph" B xponumueckoii (asze NpomoIKaIOCh OO0 NPOrPECCHPOBAHMUS
3a00JIeBaHNs WIIM HETIEPEHOCUMOCTH JIEKapCTBEHHOTO IIperapara.

[locnencTBUst OTMEHBI TEpaNMU C TOYKU 3PEHHS JOJTOCPOYHOTO MPOTHO3a 3a00sieBaHUS
nociie JOCTH)KEHUS LIUTOT€HETUYECKOrO MM MOJIEKYJISIPHOTO OTBETa (B TOM YHUCIIE MOJHOTO
nurorenerndeckoro oteeta (I1LO), Oompmoro wmonekynsipaoro oteera (BMO)) He

U3Y4aIIUCh.
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peXuMe B JIONOJIHEHHE K TIOCIEIOBAaTEIbHBIM IIMKJIAM OCHOBHOW XHMHOTEpAruu Ha
npoTshKeHUH He Oonee 2 ner. B cimydae mocnenyromed mepecagkd CTBOJOBBIX KIETOK
Ja3aTUHUO MOXKHO IPUMEHSATH €llIe B Te4eHue | roja mocie TpaHCIUIaHTAIUH.

VYBenuueHre Wik yMEHbIIEHHE 03l MOKET ObITh PEKOMEHOBAHO C YYETOM KIMHHUYECKOIO
OTBETa U IEPEHOCHUMOCTH TIperapara nanueHTOM.

Tlosviuenue 003bl y 63poCibix

B ciayyae oTcyTcTBHS Te€MaTOJIOTMYECKOTO WJIM LUTOT€HETHYECKOro OTBeTa Ipu
PEKOMEHIyeMO# Ha4aJIbHOM J103€ BO3MOKHO YBEJIMUEHUE J03bI Ipenaparta J[azatuHub no:

e 140 mr 1 pa3 B geHb (yTpOM MJIM BEYEPOM) IIPH XpoHuueckoi dasze XMJI u OJIJI Ph™;

e 180 mr 1 pa3 B aeHb (yTpoM min BedepoM) mpu mo3aaux ¢azax XMJI (da3a akcenepamnmu
v 6nactaoro kpusa) wiau OJIJT Ph*,

Tosviwenue 003wl y demeli

B cnyuae orcyTcTBHSI TeMaTOIOTHYECKOTO, IIMTOTEHETHUECKOTO WIIM MOJISKYJISIPHOTO OTBETa
IpY PEKOMEHIYEMOM HauanbHOM n03e y maruentoB ¢ XMJI Ph™ B xponuueckoii dase, npu
MEPEeHOCUMOCTH TEpalud BO3MOXHO YyBEJIMYEHUE J03bl mpenaparta JlazatunHu®O, cM.
Tabmuiy 2.

Tabauna 2. YBeaudyeHnue 103b1 y neguarpuyeckux nanueHtos ¢ Ph+ XMJI-X®

Jo3a (MakcMMaJIbHAs 1032 B CYTKH)
HavannHnast 1o3a Dcrananusa
Tadaerku 40 mr 50 mMr
60 Mr 70 Mr
70 Mr 90 mr
100 mr 120 mr

He pekoMeHIyeTCs MOBBIMICHHE JIO3bI MAIMEHTaM JeTcKoro Bospacra ¢ OJIJI Ph*, tak kak y
TaKUX MAIMEHTOB Ja3aTUHUO MPUMEHSETCS] COBMECTHO € KypCaMH XMMUOTEPAITUH.
Koppexyus 003v1 6cnedocmeue HedxcenamenbHulX peakyull

Muenocynpeccus e3pocavie / demu

IIpu Muenocympeccuu ciaeayeT yMEHBIIUTh 103y, NPEepBaTh TEpaAlUI0 WIA OTMEHUTH €e.
B cnygae HEoOXOMMMOCTHM  ClielyeT TMPOBECTH TPaHCPY3UI0 TPOMOOIMTAPHONH  WIIH
3pUTpoUTapHOM Macchl. [lpu yCTOMYMBONM MHUETOCYNPECCHU BO3MOXXHO TPUMEHEHHUE
TeMOIIO3THYECKUX (PaKTOPOB POCTA.

PexomeHayu 1Mo M3MEHEHHIO J03bl Y B3POCIBIX MPUBEICHBI B Tabmuie 3, a y JeTei c
XMIJI Ph™ B xponnueckoii daze — B Tabmuue 4. Pekomenpauuu mis gereir ¢ OJIJI Ph',
MOJTYYalOIIUX JIeYeHHEe B KOMOMHAIIMKM C XUMHUOTEpAINUeH, MPUBEICHBI B OTACIHLHOM ad3arie

[ocJjie Ta0IuLl.
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Taoauna 3. Koppexkuusi 10361 NpU HEUTPONEHUH U TDMO]}% EH”JHE%;@&IX' w3

Xponuueckan IIpu abcomotHoM | 1. Cnenatp  mepepblB B JICUCHUH
daza XMUJI | aucne wHelTpodunoB | mpenapatom JlazaTMHUO JO0 JOCTHIKEHUS
(nawanvnas 0oza | <0,5x10%n1 umu yncne | aGComoOTHOrO qrcna HEUTpoUIOB
100 m2 1 pa3 e | TpoMGOLUTOB >1,0x10%1 1 uncma TpomGonuToB >50%10%71.
O0eHb) <50x10%n 2. Bo300HOBUTE Tepamuio B MpexHEH
J03e€.
3. [Tpu KOJIMYECTBE  TPOMOOITUTOB
<25x10%n w/unum pemuauBe aGCOTIOTHOIO
qucia HeiTpoduos <0,5%10%n,
HaOroaronxcst 6osnee 7 AHEW, MOBTOPUTH
mar | ©® BO30OOHOBHUTH JIEUYCHHE B
yMeHbIleHHOM a03e 80 mr 1 pa3 B JaeHb s
BTOporo osmnu3ona. Jlus TpeTsero smu3ona
JIOMTOJTHUTENIbHO YMEHBIINUTh 03y 10 50 mr
lpa3 B geHb (sl TAlIMEHTOB C BIIEPBBHIC
BBISIBJICHHBIM JIMarHO30M) WJIM TPEKPaTHUTh
(1 TAIMEHTOB C PE3UCTEHTHOCTHIO WIIH
HENEPEHOCUMOCTHIO MpeaIecTBYOmeH
Tepanuu, BKII0Yass UMaTHHHO).
XMJI (¢ ¢paze | llpu abcomoTHOM | 1. VYcTaHOBUTS, oOycoBieHa T
akcenepayuu yHuclie HEUTPO(UIIOB | UTONEHUST  JIEWKO30M  (acmupanus WiIH
unu  Gnacmnuozo | <0,5x10°%1 unm umcie | GHONCHS KOCTHOTO MO3Ta).
kpuza) u OJII | TpOMOOLIUTOB 2. Ecan nuromeHus He CBA3aHa C
Ph* (nauanvnas | <10x10%n JICWKO30M, JICUCHHE CJICAyeT TMpepBaTh 0
003a 140 mz 1 pa3 JOCTHKCHUS abCOIOTHOTO yucia
6 Oenb) weiTpopunos  >1,0x10%1 wm  umcma

TpomGoruToB  >20x10%1 ¥ BO30GHOBHTH
TEpaIuio B MPEeKHEN J03€.

3. B cnydae penuauBa IIUTONIEHUU
clenyeT MOBTOPUTH miar 1 ¥ BO30OHOBHTH
Tepanuio B cHUkeHHOU n03e 100 mr 1 pa3 B
neHb (Bropoit anu3on) win 80 mr 1 pas B 1eHb
(TpeTwHii Fmu30xM).

4. Ecnu BO3HUKIIAS IUTONEHUS CBsI3aHA
C JIEHKO30M, CJIelyeT pacCMOTPETh BOIIPOC 00
yBenuueHuu 10361 10 180 mr 1 pa3 B neHsb.
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XDOHUYECKOU d)as*e

1. Ecnu uuromeHust coxpansercs Oojee 3 Hemesb, CIEAYeT YCTaHOBHTH, OOYCIIOBJICHA JIU
[IUTONEHUS JICHKO30M (acruparist Wik OUOTICHs KOCTHOT'O MO3Ta).

2. Ecnu nuroneHus He CBsA3aHa C JIEWKO30M, HEOOXOIUMO crenarb nepephIB B
nedeHun npernaparoM JlazaTuHHO A0 AOCTHXKEHHS aOCOTIOTHOTO YMCIa HEHTPO(UIIOB
>1,0x10%n u umucna TpomGouuToB >75x10%1 U BO306HOBUTL TEPaNHUIO B IIPEXKHEH WU
CHUKECHHOH JI03€.

3. B caywyae penmauBa NMTONEHUM CIEAYyeT CHOBAa YOEAMTHCS B TPUPOAC LUTOICHUH
(acriuparust wiu OMOIICHSI KOCTHOTO MO3Ta) M BO3OOHOBHUTH TEPANUIO B CHIKEHHOMU J03€.

Tabnauna 4. PekoMeHI0BaHHAsI cXeMa CHHMKEHHMS MAKCHMAJIbBHOM CYTOYHOM /03Bl NPH
XMUJI Ph* B xpoHuyeckoii paze y nereit

Wcxonuasa mosza [TepBuyHoe cHUkeHHE 10361 | [IOBTOpHOE CHUYKEHHE T03BI
40 mr 20 mr *
60 mr 40 Mr 20 mr
70 Mr 60 mr 50 mr
100 mr 80 mr 70 mr

* — MeHbIas 103a B TabJIeTKaxX HEeOCTYITHA.

V gereit ¢ XMJI Ph* B xponumueckoil (ase, eciaum HEHUTpONeHUS >3 CTENEHH WK
TPOMOOIIMTONECHUSI PELUANBUPYIOT BO BpeMs IMOJHOro remarojoruueckoro orsera (I1'0),
JgeyeHne mnpenapatoM JlazaTmHHO cieqyeT mpepBaTh, a 3aT€M MOKHO BO300OHOBUTH B
CHIKEHHOH 103€. BpeMeHHOe CHMXKEHUE 103bI IPU IPOMEXKYTOUHBIX CTEHNEHSIX LUTONEHUH U
peakiuu Ha 3a00JIeBaHUE ClIeyeT MPOBOAUTH IO MEPE HEOOXOIUMOCTH.

Koppexuus 0o3v1 npu nelimponenuu u mpomboyumonenuu y demeti ¢ OJIJI Ph*

Jlnst mepmarpudeckux maruedToB ¢ OJIJI Ph™ usmenenue 10361 He PEKOMEHAYETCS B CIydasx
reMaTOJIOTHYECKOW TOKCHYHOCTH 1—4 crenenn. Ecim HEHTponeHHUs W/WIUM LUTONEHUS
NPUBOAAT K 3aJIepkKKe cieayromero Ojoka Tepanuu Oojiee 4em Ha 14 pgHE#, JieueHue
a3aTUHUOOM CIIe[lyeT TpepBaTh WU BO30OHOBUTH TEPANHUIO B TOH K€ J103€ TOCIE Hayaia
ciemytomiero 6yoka nedeHus. Eciu HelTponeHus u/uiny TpoMOOLUTONIEHUS! COXPAHSIOTCA, a
CICMYIOMUNA OJIOK JICYCHMsI OTKJIAIbIBACTCS eme Ha 7 JHeH, HEOOXOIWMO MPOBECTH
UCCJIEJIOBAHUE KOCTHOTO MO3ra JJsi OLEHKH HAaIOJIHEHUS KIeTKaMd U TMPOIEHTHOTO
colepxkaHusi OnacTHeIX KieTok. Ecnm coxmepkanue kierok wenee 10 %, cruemyer
MPUOCTAHOBHUTH JICYCHHUE NA3aTHHUOOM JI0 TE€X TOp, MOKa abCONIOTHOE YHCIO HEUTPO(UIOB
He NOCTHrHeT 3HaueHms >500/mxn (0,5%10%1m), mocie 4ero Tepamuio BO3OOHOBISIOT B
ctangapTHoi pgo3e. Ecmu comepxkanme kierok ©Oonee 10 %, MOXHO paccMOTpeTh
BO3MOXKHOCTH TMPOJIOJKEHUS JICUCHUS 1a3aTHHUOOM.
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Hezcemamonoauueckue nescenamenvhbvle peaky

[Ipn pa3BUTHH YMEPEHHBIX HEreMaTOJIOTMUECKUX HEXEJATENbHBIX peakuuil (2 cTeneHu)
JIEYEHUE ClIeyeT IPUOCTAHOBUTH 10 TEX MOP, TOKA PEAKLMsI HE Pa3peLUTCs WM HE BEPHETCS
K MCXOJHOMY YpOBHIO. JIeueHre BO30OHOBIISIIOT B MPEXHEH 03¢, €CIIM 3TO MEPBBIN Ciaydai
HE)KeNaTeNIbHOM peakIuy; I0C/ie MOBTOPHBIX CIy4yaeB PEKOMEHAYETCS CHUKEHHE J03bl
naszaruHuOA.

[Ipu pa3BUTHM TSHKETBIX HETeMaTOJIOTHYECKHX HEXENaTeNbHBIX peakiuil (3 wim 4 cTeneHn)
JieueHue MPUOCTAaHABIMBAIOT A0 UCYE3HOBEHHS] CUMIITOMAaTUKN HEXeNaTeIbHONW peakuu Win
JI0 YIIy4IIEHHUS] COCTOSIHUS MalieHTa. JledeHne MoskHO BO30OHOBUTH B CHHKEHHOMU J103€.

VY B3pocibix nanueHToB ¢ XMJI 103y pekomenayercsi cHu3uth co 100 mr 1 pa3 B neHb 10
80 mr 1 pa3 B neHb, a IpH HEOOXOAUMOCTH JomoMHUTENsHO ¢ 80 Mr 1 pa3 B aeHb 10 50 mr
l1pas B geHb. Y B3pOCHBIX MNanuMeHTOB ¢ nosguumu (asamu XMJI wmm OJIJI Ph',
nonydaronux 140 mr 1 pa3 B ieHb, pekoMeH1yeTcsi CHuKeHue 10361 10 100 mr 1 pa3 B neHb u
nanee, eciu norpedyercs, To co 100 mr 1 pa3 B nens 1o 50 mr 1 pa3 B 1eHb.

V manumenToB gerckoro Bospacta ¢ XMJI Ph™ B xporndeckoii dase ¢ HereMaronornaecKumMu
HE)KENaTeNIbHBIMU ~ PEaKIUsSMU CHIKEHHE JI03bl JOJDKHO TPOBOJUTHCS  AHAJOTHYHO
pEKOMEHAALMAM, MPHUBEACHHBIM BBIIIE Ui CHIDKEHUS J03bl HpPH TIeMaTOJOTHYECKUX
HE)KEJIATEJIbHBIX PEaKLUIX.

I[Mpu NOSIBIIEHMH HEreMaTOJOTHUECKMX HEKeTaTeNbHbIX peakiuii y aereit ¢ OJIJI Ph* cienyer
CHUKATh 103y HAa OJIUH YPOBEHb B COOTBETCTBUH C PEKOMEHIALMSAMU MO0 CHUYKEHUIO 03I JJIs
reMaToJIOrMYecKUX HeXKeJIaTeIbHBIX peakuuil (OmucaHbl BbIIIE). 3a HMCKIIOYEHHEM
HapyleHU (YHKIMU TEYEHH B CIIy4ae HEreMaTOJIOTHYECKUX HEXKEIaTeNbHbIX PpeaKIfi
>3 crenenu TshkectH y aereit ¢ OJIJI Ph™ nedyenne 10/KHO GBITH MPUOCTAHOBIIEHO, U MOYKET
OBITh BO30OHOBJIEHO B CHHKEHHOW J103€ TOCJIE€ YMEHBIICHHUS TSXKECTH HEKeIaTeIbHbIX
peakmuit 10 <1 crenenu. Eciu koHIEHTpamms mpsiMoro OuinpyonHa 6oJiee 4eM B 5 pa3 BhIIIIE
BepxHel rpanuibl HopMbl (BI'H), Tepanuio oTMEHSIOT 0 TeX MOp, MOKa ITOT MOKa3aTeb He
BEpPHETCA K UCXOAHOMY YPOBHIO WIH TSKECTh HEXKENATEIbHOW peaklUy HE YMEHBIIUTCS 10
<1 crenenu. Ilpum mnoeimenun aktuBHOCTH ACT/AJIT Gomee BI'H B 15 pa3 Takxke
HeoOXoauMa MPHOCTAHOBKA TEpanuM A0 BO3BPAUICHUS K HCXOAHBIM 3HAUEHUSM WU
CHIDKEHHS TSDKECTH HeXeJaTenbHOM peakuuu 1o <l cremenu. [lpu peumauBe mogo0HBIX
HapyleHUH (QYHKIUU EUYEHH T0CIe BO3OOHOBIICHUS TEPANUH 1a3aTHHHOOM /103y Mpernapara
CJIeTyeT CHU3UTD.

Inespanvhuiil gvinom
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COOTBETC TEn'ET SKCTNEPTHOMY OTYETY

O6CJI€,Z[OBaHI/I$I MNanuceHTa W HCUC3HOBCHHA CHUMIITOMOB MJIM BO3BpAalICHHUA CTCIICHU UX
BBIPAKEHHOCTH K MCXOJAHOMY YPOBHIO. ECiM 3mM301 HE KyNUpyeTcs B TEUEHUE NMPUMEPHO
OJTHOW HEJEJH, TO CJEeIyeT PaCCMOTPETh MPUMEHEHHE AMYPETHUKOB MM KOPTHKOCTEPOHJIOB,
WM 00eHX TPYII IpernapaTtoB ogHOBpeMeHHO (cM. pasnen 4.4. u 4.8.). [locne paspemenus
MEPBOTO SMHK30/a CIEAYeT PAcCCMOTPETh BOIPOC O BO30OHOBICHHUH TEpalUM Aa3aTHHHUOOM B
panee mpuMeHsBlIelcs no03e. Ilocie paspemieHHs MOCIEAYIOMUX SMHU3040B  CIEIyeT
MIOBTOPHO MTPUMEHSTH B JI03€, CHIDKCHHOH Ha OJTUH YPOBCHb.

[Tocne pazpemenuss Tspkenaoro (3 wim 4 cTenmeHW) SMU30/1a MPU HEOOXOMUMOCTH JICUECHHUE
MOXKET GBITB BOBOGHOBHGHO B YMGHBMGHHOﬁ J03€ B 3aBUCHUMOCTHU OT HCXOHHOﬁ CTCIICHU
TSDKECTH HEXEJIaTeTbHON PEeaKIIHH.

Koppexuus 003bl npu __conymcmeyruiem uUcnoib306adHuU uﬂeuéumopoe uaod)ep/weﬂma

CYP3A4

Crnenyer m3beratb OJHOBPEMEHHOTO NMpUMEHEHUs: MHruburopoB uzodepmenta CYP3A4 u
coka rpeiindpyra ¢ npenaparom [la3aTHHUO, MO BO3MOXXHOCTH BBIOMPATH abTEPHATUBHYIO
TEpanmuil0 C MHHUMaJIbHBIM CHWXKeHHeM akTtuBHoctH wu3zopepmenta CYP3A4. Ecmu
HEOOXOIMMO CONMYTCTBYIOIIEEe NMpUMEHeHHe nazatnHnbOa u uHruouropoB CYP3A4, ciaemyer
paccMOTpETh YMEHBIICHUE J103bI:

e 40 mr npu cyrounou noze 140 mr;

e 20 mr npu cyrounou goze 100 mr;

e 20 mr npu cyrouHou goze 70 mr.
[Ipu wucnonp3oBaHuu nazaTuHuOa B 103¢ 60 mr miam 40 Mr ciemyeTr pacCMOTPETh
BO3MOXXHOCTh IPHUOCTAHOBIICHHS JICYCHHS Ja3aTUHUOOM [0 TPEKpaIleHUus Tepamnuud c
UCTOJIb30BaHueM MHruouTopoB m3odepmenta CYP3A4. BozoOHOBIEHHE Tepariui BO3MOKHO
yepe3 | Henmemo mocie npekpaiieHus UCmoab30Banus HHruouTopos CYP3A4.
[Ipenmonaraerca, 4YTO CHUKEHHE 03Bl Ja3aTMHHOA TPUBEIET IUIOMIATb TOJ KpPHUBOMH
«koHneHtpanus — Bpems» (AUC) no 3nauecHwmii, HaOmogaemMbix 0e3 narnouropo CYP3A4,
OJTHAKO KIMHMYECKHE JaHHble C IMOJOOHON KOoppeKkuueill no3bl OTCYTCTBYIOT. B ciydae
HENEPEHOCUMOCTH CHIDKEHHOM J103bl  Ja3aTMHUOA, CleayeT MpeKpaTuTh MNpUMEHEHHe
uHruouTopoB CYP3A4 unu mproCTaHOBHUTH HMCIOJIL30BAaHHUE Ja3aTHHUOA 10 TPEKPAIICHUS
npuMeHenus uHruouropos CYP3A4. BozobHoBIeHUE npreMa /1a3aTUHIOA BOZMOXKHO 4Yepes
1 Henento mocne npekpauieHus npuema nHruouTopoB CYP3A4.

Oco0nIe I'pYHOIbI TAaMEHTOB

HpuMeHeHuey nayuermoe noasxcu10co eo3pacma



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 24.02 2025 N2 5050

o (reoc B HOCTE 0003
Knnanuecku 3Ha4uMBIX pa3anduil B (hapMaKOKHHETHKE %MJMHE%E HG‘!JLTIHBJ'IE!HO,

MO03TOMY KOPPEKIIUH 03Bl HE TpeOyeTcsl.

Ilpumenenue npu Hapyuienuu QyHKyuu neveHu

[TaniueHTHl ¢ HapymeHueM (QYHKIIMU TICYCHH JIETKON, CPETHEH WUITU TSKEJIOW CTENEHW MOTYT
MoJIyyaTh PEKOMEHJIyeMYI0 HaudaldbHyI0 a03y. OAHAaKo Na3aTUHUO CleqyeT NPUMEHSTh C
OCTOPO’KHOCTBIO Y MAIIMEHTOB C IEYCHOYHON HEJOCTaTOYHOCTRIO (CM. pazaen 5.2.).
Ilpumenenue npu Hapyuienuu yHKyuu novex

[Toueunslit KIUpPEHC Ja3aTUHUOA U €ro MeTa0OoJIUTOB cOCTaBIsAET <4 %, MO3TOMY KOPPEKIIUU
JIO3bI IPU HApYIIEHHON (YHKIIMH MOYEK HE TPEOyeTCsl.

Cnooco0 rnpuMeHeHus

[Ipenapar JlazatuHuO ciexyer MpUHUMATh TOJIBKO MEPOPATIBHHO.

TabneTkn, MOKPBITBIE OOONOYKOM, HENB3s H3MeNbYaTh, pa3pe3aTb WM JKeBAaTh, YTOOBI
HOJJIepKaTh TPAaBUIbHBIE JTO3MPOBKM M MHHHMHU3UPOBATH PHCK BO3ACHCTBUS Ha KOXY;
TabJEeTKH cJelyeT MpOorjiaThiBaTh HEJUKOM. TabiaeTKH, MOKpHITbIe 000JI0UKOM, HE ClieayeT
U3MeNbyaTh, TOCKOJIbKY CHCTEMHAs HKCIO3ULUS Y MAllMEHTOB, NMPUHSBIIUX HU3MEJIbYCHHbIC
Ta0JIETKN HMKE TAKOBOH, YEM y MAIMEHTOB, IPOTJIOTUBINNX IIETYI0 TAOJIETKY.

TabneTkn MOXXHO NPUHUMATh HE3aBHCHUMO OT IpHEMa MMUIIN U Ha TOCTOSIHHOW OCHOBE JIMOO
yrpoMm, nub0 Beuepom (cMm. pasmen 5.2.). Ilpemapar JlazatuHuO HeENb3si OJHOBPEMEHHO
NPUHUMATh C TPEHIIPPYTOM HIIH TpenhpyTOBHIM COKOM (CM. pazaen 4.5.).

4.3. TIlporuBomokazaHus

e [ UNepuyBCTBUTENBHOCTh K Ma3aTHHUOY WM K JI0OOMY M3 BCIIOMOTaTEIbHBIX BEIIECTB,
MepEUYUCIICHHBIX B pazjaene 6.1.

4.4,  Ocobble yka3aHUsi © MePbI IPEeI0CTOPOKHOCTH NPH MPUMEHEHHH

Muenocypeccus

[Ipu nedyeHun na3aTUHUOOM MOTYT BO3HHKATh TSDKEJbIE TPOMOOLMTOINICHUS, aHEMHUS U
HeuTponieHus. Yaiie OHM PETUCTPUPYIOTCS Y MalMEeHTOB ¢ mo3aHuMH (azamu XMJI wam
OJIJT Ph*, ueM y man@eHTOB ¢ XpOHUUECKOM (azoit XMIJL.

[Ipu MoHOTepanuu 1a3aTUHHOOM B3POCIBIX MAlMEHTOB ¢ Mo3AHUMH ¢azamu XMJI umu
OJUJT Ph™ monHblii KIMHAYECKUI AHAIN3 KPOBH HEOOXOIMMO IPOBOAUTH CKEHEIETHbHO Ha
MPOTSHKEHUH MEPBBIX 2 MECALIEB, a 1aJiee €KEMECIYHO WIIN MO KIMHUYECKUM MTOKA3aHUSAM.

V B3pocapix manueHtoB u aereit ¢ XMJI Ph™ B xponudeckoil (aze MONHBIA KIMHUYECKHH
aHAJIN3 KPOBM CIIEyeT NMPOBOJUTH KaXAble ABE HEAEIU NEpBble 12 HEenb JICUEHUs, 3aTEM
Kaaple 3 Mecslla WM MO0 KIMHUYECKUM MOKa3aHUsAM. Y B3pOCIHbIX MMAalUEHTOB C MO3IHUMHU

pazamu XMJI wimm OJIJI Ph* mpu MoHoTepamuu na3aTUHMOOM aHAIU3 KPOBU CIIEXYET
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COOTBETC TE. YET SKCTNEPTHOMY OTYETY

KIMHAYeCKUM TiokazanusiM. [pu seuennn pereit ¢ OJIJT Ph™ xomGunanuet nasatuaunba u
XUMUOTEPANUU ITOJHBIA KIMHUYECKUNA aHAJIW3 KPOBH CIIEAYET IPOBOAUTH IEpe] HayaJloM
KaX10ro OJOKa XUMHOTEpanMu M MO0 KIMHUYECKMM IOKa3zaHusIM. Bo Bpems Kypcos
XMMHOTEpANHUU aHaJIU3 KPOBH HEOOXOAMMO MOBTOPATH KaXKJble /1BA JIHS 10 BOCCTAHOBJICHMS
nokasaresieil. YrHeTeHHe KOCTHOTO MO3Ta OOBIYHO 0OpaTuMO M MPOXOAMT MPU BPEMEHHOM
OTMEHE WJIM CHI)KEHHUH JI03bI 1a3aTHHHOA.

KpoBoTteuenust

Y namueHTtoB ¢ xpoHmueckoi (azort XMJI, mnomydaBmmxX Aa3aTUHUO, CIydaauch
KpOBOTEYEHHs 3 Wi 4 cTeneHu. Y ManuMeHToB ¢ mo3auuMu cragusavu XMJI wiu OJIJI Ph*
OBLTM OTMEYEHBI CIIy4au TSKEIBIX KPOBOU3IHMSHUNA B IICHTPAILHYIO HEPBHYIO CUCTEMY (B TOM
yHclie JieTanbHble). TspKenble JKemyIOouYHO-KUIIEYHble KPOBOTEUEeHUS 3 wiu 4 CTelneHu
otMeueHbl y 4 % mnamueHToB ¢ no3gHuMH ctaguamu XMJL Ilpu Tsoxensix >KemyaodHO-
KHUIIEYHBIX KPOBOTEUEHUSIX BPEMEHHO MPHOCTAHABIMBAIOT TEPANUIO U TMPUMEHSIOT
reMoTpancdysuro. J[pyrue TspKkenbie KPOBOTCUSHUS 3apeTUCTPUPOBAHBI y 2 % MaIlMeHTOB.
BoabImMHCTBO ciTydaeB KPOBOTEUYCHHH CBSI3aHBI C TSHKEIOU TpoMOoruTonenuei. [Ipenaparsl,
uHrHOupyromme (yHKUUA TPOMOOIMTOB, M AaHTUKOATYJSHTBHI CIEAyeT MpUHUMATh C
OCTOPOKHOCTBIO.

3azepKKa KUIKOCTH

[Ipu npueme npasaTuHMOAa MOKET HAOMIONATHCSA 3aJep’KKa >KUAKOCTH. Cpeau B3pOCIHBIX
IALMEHTOB C BIIEPBbIE BhIABIECHHBIM XMJI Ph™ 3amepikka KUIKOCTH TSKEIOW CTENEHU
HaOroanack y 5 % marueHToB.

V B3pOCIBIX ¢ BIEpBbic BhissBIeHHBIM XMJI Ph* npu pe3ucTeHTHOCTH K UMATHHHUOY WK €T0
HEMEePEHOCUMOCTBIO 3aJIep’KKa JKUJIKOCTH TshKeNnon crenmeHu (3 wiam 4 creneHw) Oblia
3aperucTpupoBana y 6 %. Y B3pOCibIX MalMeHToB ¢ nmo3auumu pazamu XMJIT wiu OJIJT Ph*
3aJepKKa )KUIKOCTH TSDKETION cTerneHn Habmoaanach B 8 % ciydaes, BKIIIOYask BBIPAKECHHBIN
IUIEBpAIbHBIA U NEpUKApAMANBHBIM BBIMOT y 7 % u 1 % mNauueHToB, COOTBETCTBEHHO.
BbeIpakeHHBIM acClUT M T€HEPAIU30BAHHBIA OTEK pa3BUIUCh y MeHee | % mnainueHToB C
pe3UCTEHTHOCThI0O K MMAaTUHUOY. Y 1 % mManueHTOB € pPEe3UCTEHTHOCThIO K HMAaTHUHUOY
3aperucTpUpPOBaH TSHKEIBIA OTEK JIETKUX.

[Ipy mosiBIEHWU OXBINIKH, OONM B TPYJHOW KIETKE WM CYXOTO Kaluid HEOOXOIUM
PEHTT€HOJIOTMYECKUN KOHTPOJIb OPraHOB TIPYAHOM KIETKU. 3aiepikKa >KUJIKOCTH OOBIYHO
KYIUPYETCsl IPU MPUMEHEHUHU MOAJICPKUBAOIIECH Tepalliy C BKIIOUEHUEM JINYPETHUKOB WU

KOpPOTKOIr'o KypcCa TJHOKOKOPTHKOCTCPOHUIOB. HpI/I BBIPAXKCHHOM ITUICBPAJIbBHOM  BBIIIOTC
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ManucHTOB, IPUHUMAIOIINX I[aBaTI/IHI/I6 2 pas3a B ICHG.

Takue HexeNnaTeNbHBIC PEaKIINN KaK 3aJepKKa KUIAKOCTH, OJBIIIKA, OBICTpas yTOMIISIEMOCTb,
IUIEBPaIbHBIA BBINIOT, Kallledb, KPOBOTEUEHHS] B HIDKHUX OTJHENAX >KEITYAOYHO-KUIIECYHOTO
tpakta  (OKKT), HapymieHuss  amnmerwta, B3AyTHE  JKUBOTA,  TOJOBOKDPYXECHHE,
NepUKapAUAIbHBIA BBINOT, 3aCTOMHAsA CepAeUHasi HEAOCTATOYHOCTh, CHWXKEHUE Beca, yalle
BCTPEUAIOTCS y TAIMEHTOB cCTapiie 65 IeT, MO3TOMY ClIeyeT OOECHeYUuTh TIIATEIbHOE
HaOJIIO/ICHUE 32 MAllUeHTaMH JTAaHHOW BO3PACTHOM TPYIIIHIL.

Ynaenue narepsaiga QT

VYanunenne QT wuHTepBana HaOmonanoch MeHee 4eM y | % manuMeHTOB C BIEpBbIC
BoisiBIIeHHBIM XMJI Ph* B Xponudeckoii (ase, moimydyaBIIux [a3aTHHUO, TIPU 3TOM YIJIHHEHHE
cocrawio B cpeaHem 3,0 mc. Ymmuaenne QT wuHTEpBasa mpW JICUEHUH TA3aTUHHOOM
HaOmonanoce y 6onee yeM 1 % MalMEHTOB € PE3MCTEHTHOCTHIO MIIM HENEPEHOCHMOCTBIO
Tepanuy UMaTHHUOOM.

Ja3atuHu® crieayeT HUCHOJb30BaTh C OCTOPOXKHOCTBHIO MalUeHTaM ¢ yaauHeHHbIM QT
UHTEPBAJIIOM WJIM C PUCKOM €r0 yJUIMHEHUS (TUIMOKaIMEeMUs, THIIOMAarHUEMUs, BPOKICHHBIN
cugapom ymnuHeHHoro QT wmHTepBanma, Tepanus aHTHAPUTMUYECKMMM U JPYTUMHU
npenaparamu, crocoOHbpIME yImuHATE QT uMHTEpBa, MpeaecTByomas Tepanus BbICOKUMH
J03aMu aHTpanukiauHoB). [lepen HasHaueHuWeMm nazaTuHHOA CIENyeT MPOBECTH KOPPEKIIHIO
TUIIOKAJIMEMUU WIN TUIIOMarHAEMUH.

HapvyiieHus co CTOPOHEI CEPASYHO-COCYIUCTON CUCTEMBI

VY manmeHToB C 3a00J€BaHMSMHU CEpAlla B aHAMHE3€ WM PHUCKOM MX pa3BUTHS Cpeau
HE)KENNATeNbHBIX PEakUuil uaiie, 4eM y JAPYrux TPy, OOHApYKUBAJIUCh HAPYIICHUS CO
CTOPOHBI CeplIeYHO-COCYANCTOMN CHCTEMBI (3acToitHas ceprevHas
HEJI0CTaTOYHOCTh/cepAeyHast AUCHYHKIMS, TEPUKAPIUATIbHBIA BBINIOT, apUTMUS, OIIYIICHHE
cepauebuenus, ymmuaenne uarepsaiga QT, nuHpapkT Muokapaa (B TOM YHCIE C JICTAIbHBIM
UCX0/0M)). BBuay »3Toro y [aHHOHW TIpynmbl NalMEHTOB HEOOXOAMMO TINATEIBHO
KOHTPOJIUPOBATh MAPAaMETPhl CEPACYHONW JNEATEIBHOCTH C LENBI0 BBIIBICHHUS W, IIpU
HEOOXOIMMOCTH, KOPPEKIIMN BO3MOXKHBIX HEXEJATEIbHBIX PEaKIHi CO CTOPOHBI CEpACYHO-
COCYIUCTOM cuctembl (00ib B TpyAM, 3aTpyJHEHHOE [bIXxaHue, norootaeneHue). Ilpu
Pa3BUTHH HEXKENATENbHBIX SBJICHUI CO CTOPOHBI CEPICYHO-COCYAUCTONW CHUCTEMBI JICUCHUE
IpenapaToM CcjeayeT IPHOCTAaHOBUTH. Bo300HOBIEHHE JIEYeHHS BO3MOXHO IIOCIE

BBIMOJHEHHUS] (YHKIMOHATBHOW OLEHKHU: MCXOJHAs 1032 TMpPH  CJIa0bIX/yMEPEHHBIX
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HEXENAaTeNbHBIX peaknusax (<2 CTeNneHu), CHHUPKCHHE ﬁ&gl:lﬁ%(%ggg%%agfbﬁbﬁﬁlk

peakuusx (>3 cTerneHun).

Jlerounasi apTepuajibHasi TUIICPTCH3US

Jlerounas aprepuanbhas runeprensus (JIAIY), moaTBep)kaeHHas MpH MOMOIIHM KaTeTePU3aIUN
MPaBbIX OTAENIOB CepAlla, MOKET HaOII0JaThCs KaK B XOJ€ JIGYCHHsI Ja3aTUHUOOM, TaK M 110
NpPOIIECTBUHM ToJa W Ooyiee TIOCle ero OKOHYAaHHWSA, 4YacTo Ha ()OHE COIMyTCTBYIOIIUX
3a00JeBaHUN M OJHOBPEMEHHOIO0 MpHeMa JpPYruX JEKapCTBEHHBIX ImpenaparoB. Ilepen
HAYaJoM JIEYEHHUS [a3aTUHUOOM ClieyeT IPOBECTH OOCIIeOBaHHE NalMeHTa C LEIbI0
BBISIBJICHUSI BO3MOXHBIX NPU3HAKOB U CUMITOMOB 3a0ojieBaHUM cepAla U jerkux. Eciou B
X0JIe JICUYCHHs Ja3aTUHUOOM y MAalMeHTa OTMEUYAIOTCs OJBIIIKA MM YCTaJIOCTh, HEOOXOAUMO
UCKJIIOUUTHh HanOoJjiee TUMUYHYIO 3TUOJIOTHIO, BKIIIOYAs MJICBPAIBHBIA BBIIIOT, OTEK JIETKHX,
aHEeMHUI0 W Haiuuyue wuHpuiIbTpara B Jerkux. Ilpu 3ToM HEoOXOOUMO YUMTHIBATh
PEKOMEHIalluM, JaHHble B pazfene 4.2. Uil ClIy4aeB pa3BUTHsS HEreMaTOJOTMYECKHX
HEXEJATeNbHbIX PEaKIUi: MPU Pa3BUTUHU TSHKEJBIX HET€MAaTOJIOTMYECKUX HEKEeIaTeIbHBIX
peakuuii JiedeHHe NPHUOCTAHABIMBAIOT A0 HMCUE3HOBEHUS CHUMITOMATHKU HEKEIATeIbHOU
PEaKIUKU WIH 10 YIy4IIEHUS] COCTOSIHUS Mal[MeHTa.

Ecnu B mpouecce obcnenoBaHus mHalyieHTa He ObLI MOCTaBJIEH JPYrod JWArHos, Cleayer
OpUHATH K paccMoTpeHuto nuarHo3 JIAI. B cioyuae noareepxknaenus JIAIT y maumeHra
JedeHrEe Ja3aTUHUOOM TMpeKpamarT 0e3 TOCIeIYIoNero BO30OHOBJICHHS, OOECICUnB
MOCJIENYIOIUNA KOHTPOJIb COCTOSIHUS TAlUEHTa B COOTBETCTBUM CO CTaHAAPTHBIMHU
PEKOMEHTalUsSIMHU.

TpomboTnyeckas Mukpoanruonatus (TMA)

WNurunburoper  tuposunkuHassl  BCR-ABL  accommmpyroTcss ¢ TpoMOOTHYECKOM
Mukpoanruonarueii (TMA), BKkItO4as OTHENbHBIE COOOIIEHUS O CIIy4asX NPUMEHEHUS
naszaTuHMOa. Ecnu y mamumeHTta, IMONydaromero Ja3aTWHUO, BO3HHKAOT KIMHHYECKHUE
CUMITOMEBI WK Ja00paToOpHbIe U3MEHEHUSs, XapakTepHble st TMA, nedeHue na3aTHHUOOM
JOJKHO OBITh TPEKpaIeHO W TMPOBEACHA MONHas AuarHocTuka TMA, BKIIOYasl OILICHKY
aktuBHOCTH ADAMTS13 u onpenenenust antu-ADAMTS13-anturten. [Ipu BeIcOKOM ypoBHE
anTu-ADAMTS13-anTuten B coyetaHuu ¢ HU3KOM akTuBHOCTbIO ADAMTSI13 neuenue
na3aTHHUOOM HE JOJKHO OBITH BO30OHOBIIEHO.

PeaktuBanus sBupyca renatuta B (BI'B)

Nurubutopsr Tpo3nHkrnHa3skl BCR-ABL cBs3bIBalOT ¢ peakTuBamueil Bupyca rematura B
(BI'B), eqHYHBIC ciydan ONMHCAHBI JUI Aa3aTHHHOA. B HEKOTOPHIX CiydasXx peakTHUBAIIHs

BI'B npu mnpuMmeHeHHH ApPYruxX HHrUOUTOpOB THpo3MHKHHA36I BCR-ABL mpuBoaunma k
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NOCIEAYIOLEM — K TPAHCIUIAHTALlUU NIEYEHU WM JIETAJIbHOMY UCXOAY.
[lepen Havanom Tepanmuu Ja3aTMHUOOM JOJDKEH MPOBOIMTHCS CKPUHUHT Ha Hamuuue BI'B.
JUIs NanueHToB, UMEIOIUX IOJI0KUTENIbHBIE CEPOJIOrHYecKre NpoObl, PEKOMEHIYETCs
KOHCYJIbTAIUS CIENUATIUCTA, UMEIOIIero onbIT JieueHuss BI'B. ¥V nanuentoB-Hocuteneit BI'B,
HYXJAIOUIMXCS B JIeueHUH uHruouropamu tuposunkuHazsl BCR-ABL, HeoOxomumo
KOHTPOJIMPOBAaTh KIMHUYECKHE M JabopaTopHble TMokazatenu aktuBauuu BI'B  Ha
IPOTSHKCHUM TEpalMu M HECKOJIbKO MECALEB IIOCHE €€ OKOHYaHus. [l manueHtoB ¢
peaktuBupoBaHHBIM BI'B Ha ¢oHe npumeHeHus pa3zaTuHHOa TIOKa3aHa HEMEIJICHHas
KOHCYJIbTALIUSA CO CIIELIMAINCTOM 110 JieueHuto BI'B.

CHHAPOM JU3KCA OIMYXOJIHU

bbumn 3aperucTpUpoBaHbl Ciaydau DPAa3BUTUSA CHHIPOMA JIM3HCA OIYXOJU Y IAlUEHTOB C
PE3UCTEHTHOCTBI0 K TPEALIECTBYIOIIEH Tepanuu HMATUHUOOM, IPEUMYLIECTBEHHO Ha
NO3/IHUX CTagusax 3abosneBaHus. BciencTBue BO3MOXKHOCTH pa3BUTHs CHHApPOMA JIM3UCA
OIyXOJIM TIepe/l HAavajoM JICYeHHs Na3aTHHUOOM HEoOXOIMMO MOIJCpP)KUBATH a/I€KBATHBIN
YPOBEHb THIPATALUU, IPOBOJUTH KOPPEKLHUIO YPOBHS MOYEBOM KHUCJIOTHI U KOHTPOJIUPOBATH
COJIepKaHUE IEKTPOIUTOB B IIazMe KpoBU. [lanMeHThl Ha MO3AHUX CTagusIX 3a00JeBaHMS
W/WIN C BBICOKOH OIYyXOJEBOM HArpy3KOM HaxXOAsTCs B TPYIIE BBHICOKOIO PUCKA, IO 3TOM
NPUYMHE OHU HY)XKJAIOTCS B 0oJiee 4acToM 00CIIeJOBaHUY.

BiusiHye Ha pOCT U Pa3BUTHUE JIETEW U TOAPOCTKOB

B KM npu neyeHun A€Tel ¢ BIEPBbIE BLIABIECHHOM XpoHUUeckoi ¢azoit XMJI Ph* wnu npu
PE3UCTEHTHOCTH/HEMEPEHOCUMOCTH HMMAaTHHUOA, MO0 MEHBIICH Mepe, depe3 2 Toia TMocie
OKOHYaHUs JieueHus y 4,6 % NaIeHToB HaOII0AaTUCh HeXKellaTeIbHbBIE SIBIICHUS, CBSI3aHHbBIC
C pPOCTOM H pa3BUTHEM KOCTEH (BKJIIOUas Ciydad 3aMeIJICHUS WHBOJIONMU Snudwusa,
OCTEOIICHHH, 3aMeJICHHS pOCTa, THHEKOMAcTuH ). MiHTepnperanus pe3yapTaToB 3aTpyAHEHA B
BUJy KOHTEKCTa XPOHMYECKOTO 3a00JIeBaHUs U MOMAJEKUT JOITOCPOYHBIM HabOMoeHusM. B
UCCJIEIOBAHUAX MPHU JIEYEHUU Neauarpuyueckux mnanueHtoB ¢ OJIJI Ph* nmazatuHubom B
KOMOWHAIIMKM C XUMHUOTEpANUe MaKCUMyM 2 TOJa CITYCTS IOCJIE JICUCHHUs] OTMEYEH Cirydai
HEKEJIaTeJIbHOTO SIBJICHUS, CBSI3aHHBIN C HAPYILIEHHUEM POCTa U pa3BUTUSA KOCTEH.

[Ipouue

[Ipyn mNOBBINIEHUW YpPOBHS TpaHCAMUHA3 WM OWIMpyOWHA CIeAyeT YMEHBIIUTH 03y
rpernapara Wik NPUOCTAHOBUTD €0 MTPUEM.

[Ipy pa3BUTHUM THMOKAIBIUEMUN COCTOSIHUE KOPPEKTUPYETCS MPUEMOM BHYTPh MpernapaToB

KaJdbIHs. Bo BpEMsA JICUCHUA U B TCUCHHUC MHUHHMYM 3 MCCALICB IOCJIC U MYX4YHHaAM, U

13



ot 24.02 2025 N2 5050

([0 B HOCTH Q003
JKEHIITUHAM HEOOXO0JIMMO MCIIOJB30BaTh HAJICHKHBIC MCT(QIBI 'K-(I)E‘ppa 'en[llﬁg.l:ﬁmn]_sﬁ BPEMS

COOTBETCTBYET ZKCNEPTHOMY OTUETY

JICUCHU ,Z[a33.TI/IHI/160M HacTynuiia 6epeMeHHOCTB, HJIN €CJIKN CTAJI0 U3BCCTHO, YTO MIpcriapar
UCIIONB30BAJICSI BO BpeMsi OEpEeMEHHOCTH, CJIeAyeT HEMEJIEHHO MPOHMH(POPMUPOBATH
MAIMEeHTKY O BO3MOXXHOM pHCKe s miona. [Ipu mpueme nazatmHuOa OBUTM OTMEYEHBI
WH/IMBUyaJIbHBIC CITy9ad BOZHUKHOBEHUS TSDKENBIX HEXKETATENbHBIX PEaKIi, ITOPaKaroIINX
KOXY HW CIU3UCTBIC OGOJ’IO‘-IKI/I, B TOM 4YHUCIC CHHIAPOM CruBeHca -— IL)KOHCOHa u
MHOTO()OPMHOM 3pUTEMBI. B ciydae mosiBIeHUS TAKMX HEXKENATEIBHBIX Peakiuil pu nprueme
npenapara Je4eHue 1a3aTHHHOOM HEO0X0IMMO TIPEKPATHTh.

BcnoMorarenbHEIC BEIECTBA

Jlakmosa

[Ipenapat JlazaTuHUO comepkXUT MakTo3y: B cyTouHol mo3e 100 mr — 135 Mr J1akTo36I U B
cyrouHot pmo3e 140 mr — 189 mMr nakrossl. [lamweHTam ¢ pemko BCTpedaroOIIeHCs
HACJIEICTBEHHOW HENEPEHOCUMOCThIO TaJlaKTO3bl, Je(UUIUTOM JIAKTa3bl WU TIIOKO30-
raJlakTO3HOHM MallbabcopOIMeli He clieyeT MPUHUMATh 3TOT Mpemnapar.

Kpacumenwv conneunwiii 3axam scenmoiii (E110)

Kpacurens conmneunsrii 3akat >xenthiid (E110) MokeT BBI3BIBATh AJIJIEPTUUECKHUE PEAKITHH.

45. B3aumopeiicTBHe ¢ JPYrHMHU JIEKAPCTBEHHBIMH NpenapaTamMu M Apyrue BHAbI
B3aUMOJACHCTBUSA

ITpenaparsl, KOTOPBLIE MOT'YT MOBBIIIATH KOHIICHTPAIUIO I[a?)aTI/IHI/IGa B IJ1a3M€ KpOBHU

Hneubumopuot uzogpepmenma CYP3A4

Hazatuaun6® sBnsercs cyoctpatom wuzodepmenta CYP3A4. Unarubutopsl u3odepmeHTa
CYP3A4 (mampumep, KETOKOHA30J, MTPAKOHA30J, OHPUTPOMHIMH, KIAPUTPOMHULIMH,
pUTOHABHp, aTa3aHaBUp, WHAWHABHD, HEIPUHABUP, CAKBUHABUD, TEIUTPOMUIIUH,
rperndpyToBbIii COK) MOTYT TOBBINIATh KOHIIGHTPAIIMIO Ja3aTHHHOA B IUIa3Me KpOBH,
MO3TOMY cClieqyeT u30erarb UX COBMECTHOTO MPHUMEHEHHs ¢ jaa3aTuHuOoM. [lamueHTsl, y
KOTOPBIX HE ynaeTcs M30eXaTb CHCTEMHOIO IMpHeMa MOIIHOTO HWHTHOMTOpa M30(pepMeHTa
CYP3A4, momKHBI HaXOOUTHCS TOJ TIIATEIBHBIM HAOIIOIEHUEM JUIsi CBOCBPEMEHHOTO
BBISIBJICHUSI IPU3HAKOB TOKCUYHOCTH.

[IpemapaTsl, KOTOPhIE MOTYT CHHKATH KOHIICHTPAIIHIO I[a?)aTI/IHI/I6a B I1JIa3M€ KPOBH

Unoyxmopot uzogpepmenma CYP3A4

Wnnykrops! nzopepmenta CYP3A4 mMoryt cHIKaTh KOHIIEHTPALMIO Ja3aTMHUOA B IUIA3Me.
Crnenyer u30erarb COBMECTHOTO MPUMEHEHHUSI MOIIHBIX MHAYKTOpPOB u3odepmenta CYP3A4
¢ nazaruanOoM. [lanmeHntam, mnpuHUMarOIMMM UHAYKTOphl u3odepmenta CYP3A4

(HampuMep, JekcaMmeTa3oH, (heHUTOMH, kKapOamasenuH, pudamnuuuH, GenodapOuTan win
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npemnapatsl 38epo0os mpoabipsiacHHoro (Hypericum péﬁﬁﬂaﬂﬁ% :iﬁ'quﬁ%Jﬁx I e_na];a-'r;)B

CleIyeT Ha3HauaTh MpemnapaThl, He 00Iaaaromue Win 00Ia1aIue B MUHUMATbHOW CTETICH!
CIIOCOOHOCTBIO UHAYIIUPOBATH ATOT U30(EPMEHT.

Aumayuovl (npenapamol, cooepicawjue arOMUHUSI 2UOPOKCUO/MACHUS 2UOPOKCUO)

Ecnu anTanmasl He0OOXOAMMBI, pEKOMEHIyeTCsl UX MPUHUMATh HE MEHee 4eM 3a 2 dJaca J0
WK Yepe3 2 Jaca Iocje mprueMa 1a3aTuHuoa.

Bnoxamopur H2-2ucmamunoguix peyenmopos u uHeubumopsi RpomoHHOU HOMAbL
JlnuTenbHOE TIONABIIGHWE CEKPElMU KHUCIOTHI JKEIyJA0YHOTrO coka Omokatopamu H2-
THCTaMHUHOBBIX PEIENITOPOB M HHTHOUTOPAMH IIPOTOHHOM TOMITEI (Hanpumep, (haMOTHAHHOM
¥ OMEIIPa30JI0M) MOXKET MIPUBOIUThH K CHIYKCHHIO KOHIICHTPAIMU Ja3aTUHUOA.

CoBMecTHOE MPUMEHEHHE ITUX MPENapaToB U 1a3aTUHUOa HE peKOMeHayeTcs. B kauecTBe nx
QIbTEPHATHUBBl MOXXKHO HCIIONB30BaTh aHTAlUABI (32 2 dYaca MO WJIM uepe3 2 dYaca TOcIie
npueMa Jaa3aTuHu0a).

Bimsgaue ,Z[aSaTI/IHI/IGa Ha JpYruc JCKapCTBCHHBIC MMPCIapaThl

Cyocmpamul uzogpepmenma CYP3A4

Hazatuaun6 sBisercss uHruOutopoM uzodepmenta CYP3A4, mosTomMy ero COBMECTHOE
npuMeHenue ¢ cyocrparamu uzodepmenta CYP3A4 MoOXKeT yCWINTHh JEHCTBHE JaHHOTO
cyoctpara. CyOctparel uzopepmertra CYP3A4 ¢ y3kuM TepaneBTUYECKUM JIHANIA30HOM,
Takue Kak al(eHTaHW]I, acTeMH30J, TeppeHaauH, LU3anpul, LUKIOCHOPHH, (HEeHTaHWI,
NUMO3UJ, XUHUAWH, CHPOJIMMYC, TaKpOJIMMYC U aJIKaJlOUJbl CHOPBIHBU (3PrOTaMuH,
JUTHIIPOIPrOTAMUH) CJIEAYEeT UCHOJIB30BaTh C OCTOPOKHOCTBHIO Y MAallMEHTOB, MOTYYalOUINX
na3aTuHUO.

4.6. @epTUIBHOCTH, 0€PEMEHHOCTH U JIAKTAIUS

JKeHIITUHEI ¢ IETOPOIHLIM HOTGHHH&J’IOM/KOHTD&HGHHI/IH Y MY>KYYH ¥ XKCHINWH

[TaruenTam BO Bpemsl JIEUEHHS Ja3aTUHUOOM M Kak B T€UEHHE MUHUMYM 3 MECSIEB IOCIe
€ro OKOH4YaHUus H€O6XO,Z[I/IMO HCIOJIb30BATh HAICKHBIC MCTOABI KOHTPALICIIIINH.
bepemeHHOCTD

[To pe3ynapTaTamM NOCTPETUCTPALMOHHBIX  MCCIENOBAHUN OTMEUEHO, UYTO MpPHUMEHEHHE
Ja3aTHHUOA BO BpeMsi OEPEeMEHHOCTH MOXKET MPUBOJIUTH K CaMOIMPOU3BOIHLHOMY aboOpTy, a
TAKKXC BbI3bIBATH AHOMAJINU PA3BUTHA IJI0Ja U HOBOPOIKACHHLIX.

Ecmu 6epeM€HHOCTB HaCcTylnujia BO BpCMsd JICHCHUA ,Z[aSaTI/IHI/IGOM CJICAyeT HEMCIOJICHHO

poruH(GOPMUPOBATH MALMEHTKY O BO3MOKHOM PUCKE IS IJI0/a.

JlakTamus
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

Jla3zaTuHu® KOpMIIeHHE TPYABIO CIeNyeT IPEeKPaTUTh.

4.7. BunsiHMe Ha CIIOCOOHOCTH YNPABJSATH TPAHCIIOPTHBIMH CpeICTBAMH U padorarh
¢ MeXaHU3MaMHU

HccnenoBanuii 1o BIMSHUIO Ja3aTHHMOA Ha CIOCOOHOCTH YIPABIATh TPAHCHOPTHBIMU
cpeacTBaMu MU MCXaHHU3MaMHU HC HTPOBOAUIIOCEH. Ecaun nanucHT OTMEYACT CBA3aHHBIC C
JeyeHreM mpernapatoM [la3aTMHHO CHUMITOMBI, TaKHME KaK TOJIOBOKPY)KEHHE U HApPYIICHHS
3pEHMs, BIMAIOLUIME HAa €ro CHocOOHOCTh K KOHIEHTpPAMM U OBICTPOTY peakuud,
PEKOMEHAYETCsI BO3JEPKATHCSA OT YIPABICHUs TPAHCIOPTHBIMU CPECTBAMU U MEXaHU3MAaMU,
a TakXkKe OT 3aHATHH APYruMrU TOTCHHOHUAJIBHO OIACHBIMHM BHJaMH JCATCIBHOCTH,
Tp€6YIOH_II/IMI/I MOBBIIIICHHON KOHICHTpAallu BHUMAHUA U GBICTpOTBI MMCUXOMOTOPHBIX
peaKuii.

4.8. HexenarejJbHble peakiun

Pesrome npoduiis 0esonacHocT

Y OONBIIMHCTBA B3POCIBIX TAIMEHTOB HEXKENaTelbHbIE pEaKUUu ObUTH MPEXOSIIUMU,
JICYCHHE 1a3aTUHUOOM OBLJIO MPEKPaIEeHO U3-3a HeXKeNaTeIbHbIX peakiuil y 12 % manueHToB
C BIIEpPBBIE BBIABIECHHON XpoHudeckoil (aszoii XMJI Ph*, a takke y 15 % manueHtoB B
xpoHuyeckoit ¢aze XMJI ¢ pe3uCTeHTHOCTBIO K UMAaTUHUOY MM €r0 HeNePeHOCHMOCTBIO, Y
16 % — B daze akcenepauuu XMJL, y 15 % — B aze muenounnnoro 6mactaoro kpuza XMJI,
a taxxe y 8 % nanuenrtos ¢ OJIJT Ph*,

Cpenu nereii ¢ xporndeckoit pazoit XMJI Ph+ B Buy cepbhe3HBIX HEKETATEIBHBIX PEaKIUH
Tepanus J1a3aTHHUOOM ObuIa mpekpamieHa y 1,5 % manueHTos.

[Ipoduns GezonacHOCTH MPUMEHEHHSI a3aTHHUOA B IETCKON MOMYJISAIMN marueHToB ¢ XMJI
Ph* B xponuueckoii ()aze B LEIOM COOTBETCTBOBA] MPO(PUIIO 0E30IIACHOCTH Y B3POCIBIX
NAlMeHTOB, 3a  HUCKIIOYEHMEM  OTCYTCTBHSl  CIlydaeB  JIETOYHOM  TUINEPTEH3HH,
NEePUKAPIUATBHOTO BBINOTA, IUIEBPAJIBHOTO BBIIIOTA, OTEKA JIETKHX.

TabauyHoe PEe3IOME HEXKENATEIbHBIX DEAKIINN

Crnenyronue HeXenaTeJdbHble pEaKIMHM, 3a HUCKIIOYEHHEM OTKJIOHEHHH J1abopaTopHbIX
nokasaresiei, ObUTH 3aperucTpUpPOBaHbl y MAallMEHTOB, MOJYYaBIIHUX J1a3aTUHUO B KauecTBe
mMoHotepanud B KM 1 B mepuoa MOCTPEruCTpalMOHHOrO MpUMeHeHus (Tabiuua 5). OTH
peaKIiy MpeaCTaBICHBI 0 KjaccaM CHCTEM OpraHoB U Mo yactore. OmnpeaesieHue 4acTOThI
HEeXeNaTeJbHBIX peakiuii: oueHb yacto (>1/10), gacro (>1/100, no <1/10), Heuacto (>1/1
000, o <1/100), peaxo (=1/10 000, o <1/1 000), wacroTa Hewu3BecTHa (Ha OCHOBAHUH

UMEIOUINXCA JaHHBIX OLEHUTh HEBO3MOXHO). B pamkax Kaxmodl Trpynmel YacToTa
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Tabnmuma S. HexenareilbHble peakluH, 3aperHCTPUPOBAHHbIC NPH TPHUMEHEHUH
Aa3aTHHHO0A B KIIMHMYECKHUX HCCJIeJOBAHUAX M MOCTMAPKETHHIOBOI0 ONbITA

Hngpexyuu u uneazuu

Ouenwv yacmo

uHEKIMH (B TOM uuciie 6akTepuaibHbIe, BUPYCHBIE, IPUOKOBHIC)

Yacmo

MHEBMOHHUS (B TOM uucie OakTepuaibHas, BHUpPYCHass M TpuOKOBast),
MHQEKINN BEPXHHUX [BIXAaTENbHBIX ITyTEH, TepreTHueckre HH)EKIu,
SHTEPOKOJIUT, CENICHC (B TOM YHUCIIE HEYACTO — C JICTATHBIM UCXOJIOM)

Hapymemm CO CmMOpPOHbL Kpo6u U JluM¢amulleCKOfl cucmemol

QOuenwv yacmo

MUEIOCYTpeccHs (BKIIOYasi aHEMHUI0, HEUTPONIEHUIO, TPOMOOITUTOIICHUIO)

Yacmo (bebpriibHas HEUTPOTICHUS
Heuacmo nuMpanenonatus, TMMOOTNEHUS
Peoko APUTPOOITACTOTICHUS

Hapywenusa co cmoponst UMMYHHOIU CUCHEMbl

Heuacmo PEAKIMY THIIEPUYBCTBUTEILHOCTH (B TOM YHCIIE y3JI0BaTasl )pUTEMa)
Peoxo aHa(pUIAKTHYECKUI 0K

DHOOKpuHHbIE HaApYUWIeHUA

Heuacmo TUIIOTUPEO3

Peoxo THIIEPTUPEO3, THPEOUIUT

Hapymeuuﬂ Memaodonu3mMa u NUMAHUA

Yacmo HapyIICHHS anmeTuTa (BKIIIoYas CHUKCHHE allleTUTa, paHHee HACBIIICHUE,
MOBBILIICHHUE ATMETUTA), TUIIEPYPUKEMUS

Heuacmo TUMOATOYMUHEMHS, CHHIPOM JIM3MCAa OIMyXOJH, OOE3BOXUBAHUE,
THIIEPXO0JICCTCPUHEMHUS

Peoxko caxapHbIi quadeT

Hapywenus co cmoponvt HepGHOU CUCHIEMbL

Ouenv yacmo roJIOBHas 00JIb

Yacmo OeccoHHMIIA, Jempeccus, HedponaTus (BKIoyas MepupepruuecKyro
HEHPOIIATHIO ), TOJIOBOKPYKEHHE, N3BPAIIICHUE BKYCa, COHIIMBOCTh

Heuacmo 0OECIOKOMCTBO, SMOLIMOHAJIbHAS JTA0OMJILHOCTD, IICUX03, CHH)KEHHE JTHOUIO,
KPOBOM3JIUSHUSA (TaKMe KaK BHYTPHUMO3IOBas TeMaToMa, BHYTPUMO3TOBOE
KPOBOM3JIHSIHHE, MUAYpaTbHAS remMaToma, BHYTPUYEPEITHOEC
KPOBOM3JIUSIHAE,  TEeMOPPAru4ecKuii  WHCYIbT, CyOapaxHOHWIAIbHOE
KPOBOU3IIHSHHE, cyOmypanbHas remaToma, cyoypaibHOe
KPOBOM3JIUSIHUE), TPEMOP, 0OMOPOK, aMHE3HsI, HAPYIIICHHE PABHOBECHS

Peoxo CyIOpOTH, HapyIIeHHe MO3TOBOTO  KpoBooOpaimieHus  (MHCYIbBT),

TPaH3UTOpHAsl MILIEMHYECKas aTaka, BOCHAJIEHUE 3PUTEIIBHOIO HEPBa,
napanud VII mapel uepemHo-M03TOBbIX HEPBOB (JUIIEBOTO HEPBA), ATAKCHUS,
JNEMEHIUSA

Hapymemm CO CmMOPOHbBL OP2AHA 3PEHUA

Yacmo

3pUTEIbHBIE PACCTPOMCTBA (HEYETKOCTh, PACIUIBIBUATOCTb, CHUKCHHE
OCTPOTHI 3pEHUsi), CYXOCThb TJia3, KpPOBOM3IMSHHMS B CKJIepy TIJjasa,
KOHBIOHKTHBAJIbHBIE KPOBOU3JIUSHHUS
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HTOCIE
Heuacmo KOHBIOHKTHBHT, HapYIIIEHNE 3PEHUS, CBETODOS3HE, CIe30TCUCHIE

Hapywenusa co cmoponsl opzana ciyxa u 1adoupunma

Yacmo IyM B ylIax

Heuacmo BEpPTUTO, MOTEPS CIIyXa

Hapywenusa co cmoponwt cepoya

Yacmo NEPUKAPAUAIBHBIA BBIIOT, apUTMHUS (BKJIIOUYAsT TaXUKAPIUIO), HAPYIICHUS
byHKIMM cepana (BKIIOYAS >KETYIOYKOBYIO TUCHYHKIHIO, CEPACUYHYIO
HE/I0CTaTOYHOCTb, 3aCTOHHYIO CepACYHYIO HE/I0CTaTOYHOCTh,
KapJIMOMHOTIATUIO, 3aCTOWHYI0  KapAHOMHOIATHIO, IHACTOJIMYECKYIO
IMCYHKIMIO, yYMEHbIIEHHE  (pakimuu  BBIOpOCA,  JKEITYAOYKOBYIO
HE/IOCTaTOYHOCTh), yYallleHHOE CepAleONeHUe, MOBBIINICHUE aKTHUBHOCTU
MO3TOBOIO  HATPUHYpPETHYECKOro  MeNnTuaa, AUCHYHKIHUS  MPaBOro
KEIyJJ0UKa, KEITyT0UYKOBasi THIIOKHHE3US

Heuacmo ynnuHenue wuHtepBana QT nHa OKI, creHokapaus, kapIuoMmeranus,
NEPUKAPANT, KEITyJOYKOBas apuUTMHUs  (BKIOYas  KEIYyJOYKOBYIO
TaXMKapAMI0), MHPAPKT MHOKap/aa (B TOM YHCIE C JETaIbHBIM HCXOJ0M),
n3MeHeHue 3youa T, moBbllIeHHEe aKTUBHOCTH TPOIIOHHUHA

Peoko MHOKapAUT, OCTPbId KOpPOHApPHBIA CHHIPOM, OCTAaHOBKA Cep/ua,
yniauHeHue — uHTepBaia PR,  wumemwmueckas  OosesHp  cepiua,
IIJIEBPONIEPUKAPIAT

Hapywenusa co cmoponsl cocyoos

Ouenwv uacmo KpOBOTEUYEHHS] (TakhMe KaK HOCOBBIE KPOBOTEUEHHS, KpPOBOTOUHBOCTH
JIECEH, T'€MAaTOMBl, IETEXUHU, IMYpIypa), KPOME KelyI0YHO-KUIIEUHBIX
KPOBOTEUEHUHN W KPOBOU3IUSIHUI B LICHTPAIHHON HEPBHOW CHCTEME

Yacmo «IPHITUBBI», TIOBBIIICHUE APTEPHUATLHOTO AaBIICHUS
Heuacmo CHIDKEHHE apTepUAILHOTO JaBlieHus, TpoMOo¢ieduT, Tpom0603
Peoxo «JIETOYHOE CepIIe», OCTPBI KOPOHAPHBIH CHHAPOM, «MPAaMOPHOCTh

KOXW», TPOMOO03 TITyOOKHX BEH, SMOOJIHS

Hapywienus co cmopoHbl ObIXAmMeabHOU CUCHEMbl, OP2AHO8 ZPYOHOU KlemKu U
cpedocmenus

Ouenv yacmo IJIEBPAJIbHBIN BBINOT, OJBIIIKA

Yacmo JerovyHple  WHQWIBTPAThl, OTEK  JIETKUX, [THEBMOHHUT, JETOYHAS
TUTIEPTEH3HUS, Kalllelb

Heuacmo OpoHXuanbHas  acTMa,  OpOHXOCMAa3M,  JIETOYHas  apTepHalbHas
TUTIEPTEH3US, TUCHOHUS

Peoxo OCTPBIN pecIUPaTOPHBIA AUCTPECC-CUHIPOM, JIETOYHAs SMOOITHS

Kenyoouno-kuweunvie napyuienus

Ouenv yacmo Iuapesi, TOITHOTa, pBOTa, OOJIU B )KUBOTE

Yacmo BOCMAJICHUE CIM3UCTBIX 000J04YeK (BKJIIOYas MYKO3UT/CTOMATHUT),
KETyZI0YHO-KUIICYHBIC KPOBOTECUEHUS, JUCIEINCHS, B3AYTHE IKHBOTA,
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3amopel, TacTPUT, MOPAKECHUI_MIACKUX _TKAHEU HOIOCTU_pTa_(BKII0YAS
CYXOCTb BO PTY, XEHJINT, ITy3bIPHKOBBIE BHICHIIIAHHS Ha T'y0ax, CyXocTh ry0,
SI3BBI Ha Ty0ax, 3pO3UM CIU3UCTOW OOOJOYKH TIOJIOCTH pPTa), KOJIUT
(BKIJIIOUAst HEUTPONICHUYECKHI KOJIUT)

Heuacmo Z[I/IC(baFI/ISI, AClUT, aHAJIbHBIC TPCIIWHBI, U3BA3BJICHHUA BCPXHHUX OTACIIOB
KKT, mankpeaTtut, 330darut, ractporsodareanbHas pedarokcHas 00JIe3Hb

Peoxo JKENyIOYHO-KUIIIeYHast JHTEeponaTHs ¢ TmoTeped Oenka, KuIIeYHAs
HEMPOXOANUMOCTb, OCTPBI MaHKPEATUT, aHATbHBIN CBHII

Hapymeuuﬂ CO CMOpPOHbBI nE€4eHu U cheﬂueebwooﬂmux nymeﬁ

Heuacmo XoJjecra3, XOJICHUCTHUT, I'CIIaTUuT

Hapymeuuﬂ CO CMOPOHRBL KOJHCU U NOOKOJCHOU KNemuamKu

Ouenwv wacmo KO)KHasi  Chllb  (BKJIOYAas ~ JICKAPCTBEHHYIO  CBIIIb,  JpHUTEMY,
MYyJIbTH(GOPMHYIO JpUTEMY, SPUTPO3, IHAIMYJIE3HYIO Cblllb, MATHUCTO-
NanyJae3Hyl0  Chblllb, IYCTYJE3HYIO  Chblllb,  IICJIYIIEHUE  KOXH,
BE3UKYJIIPHYIO ChIlb, MAaKyJIOMYCTYJIE3HYIO ChIIIb, 3KC(OIMATUBHYIO CHIIb,
TeHEPATN30BAHHYIO SPUTEMY, T€HUTAJIBHYIO CHIIb, TETIOBYIO CHIIb, Oelble
YIpH, NOTHHILY, IyCTYJIE3HBIA IICOPHA3, CBIIb, YPUTEMATO3HYIO CBHIIlb,
(GOJUIMKYISAPHYIO CBIIIb, T€HEPAIN30BAHHYIO CBIlb, MAKYJISIPHYIO CBIIb,
3YASINYIO ChIllb, Pa3IpPaKEHUE KOXKH, TOKCHYECKYIO KOXKHYIO CBbIllb,
BE3UKYJIE3HYIO YPTUKAPHYIO CHIIb, BACKYJIUTHYIO CHIIIb)

Yacmo 3y/, yrpeBasi Chlllb, AJIONEIHs, CYXOCTh KOXKHU, TUIIEPTUAPO3, KPATMBHUIIA,
JIEPMaTHUT (BKJIIOYAs DK3EMY)

Heuacmo KOXKHbIE  s3Bbl, OYJJIE3HBIH JepMaro3, HapylUleHHs IUIMEHTalWH,
MOpaXeHUsI HOTrTeH, (OTOCCHCMOMNM3AIMS, MAaHHUKYIUT, CHHIPOM
JAJJOHHO-TIONOIIBEHHON ~ DPUTPOJU3ECTE3UN, HM3MEHEHUSI  BOJIOCSIHOTO
MOKPOBa, HEUTPO(UIBHBIN epMaTo3

Peoxo JEMKOLUUTOKIACTUYECKHI BaCKyIUT, (HrOpO3 KOKU

Hapywenus co cmoponvt Mbluieunoil, CKeJIemHol U COeOUHUMEeIbHOU MKAHU

Ouenv wacmo KOCTHO-MBIIICYHAas 00JIb

Yacmo apTpalrus, MbIIICYHAaA CJ'Ia6OCTL, MUaJIru4d, KOCTHO-MBIIICYHAs1
CKOBAaHHOCTb, MBIIICYHBIC CIIa3MBbI

Heuacmo pabIoMHOIN3, MUO3UT, TEHAUHUT, OCTEOHEKPO3, apTPUT

Peoxo 3aMeJICHHAass WHBOJIONUS JmHu(u3a, 3aJepKka pocTa (Y4acToTa JaHHBIX
HEeXKeNaTeIbHBIX SIBJICHUM B HCCIENIOBAaHUSAX Yy JeTed OTMeueHa Kak
«4acToy)

Hapywenus co cmoponst nouex u mo4egvle00auiux nymeil

Heuacmo [I0Y€YHas HEIOCTATOYHOCTh, YYallEHHOE MOYEHUCITYCKaHUE, IIPOTEUHYPHS,
reMaTrypus
Peoxo HapymeHus: pyHKIIUHN ToYeK

bepemennocms, nocnepooosoii nepuod u nepunamansvibvle COCMOAHUA

Peoxko CaMOIIPOU3BOJIBLHBIN a00pT

Hapymenuﬂ CO CmMOpOHblL penpodylcmmmoﬁ CUCMEMDBL U MOJIOUHDBLX JHcele3
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Heuacmo TMHEKOMACTHs, HapyIICHHsL _MEHCTPYANTLHOTO [IMKIA, . BACMHAILHLIE
KpOBOTEUYEHMSI, MATOUHbIE KPOBOTEUEHUS

Ilpouue

Ouenv wacmo nepudepruyecKkue OTeKH (BKIIOYas JIOKAJIM30BAHHBIC OTEKH IOJKOXKHOU
KJIICTUATKHN pa3anH01‘/’1 JIOKaJIM3alluu, FpaBI/ITaI_[I/IOHHBIe OTGKI/I), OTCK JInLa
(BKIIIOYAsE OTEK S3bIKA, OTEK T'yd, OTEK 00JIaCTH pTa, OTEK KOHBIOHKTHBBI,
OTeK B 00O;macTM T1ya3a ©W BEK, OTEK OpOUTATHbHOW KIIETYATKH,
MEePHOPOUTATIBHBIE OTCKH, MaKyJIsIpHbIE OTCKH, OTEYHOCTh JIWIA),
ITOBBIIIICHHAs YTOMJ'DIGMOCTB, IIOBBIIIICHUEC TeMnepaTypH TCJIa

Yacmo TreHepaIM30BaHHBIC OTEKHM (BKIIIOYAs 3a7epKKy Kuakoctu, orek KKT,
TCHEPATM30BAHHBIA  OTEK, TNepuepudecKuii  OTeK, OTEK, OTeK,
0OYCIIOBIIGHHBIN CEpACYHON HEIOCTAaTOYHOCTHIO, MMapaHe(paabHbIi BHITIOT,
MOCTIIPOIIETYPHBIA OTEK, BHUCLEPAIbHBIN OTEK), acTeHws, 00yib, 0OIb B
rpyad, 03HOO, CHIDKEHHE WIM YBEJIWYEHHE MacChl Teja, CIIyTaHHOCTh
CO3HaHUA

Heuacmo HEJIOMOTaHHUE, HOBBILICHHE aKTUBHOCTH  KpeaTHH(OCHOKHUHA3ZHI,
MOBBIIIEHUE AKTUBHOCTH TaMMa-IIIIOTaMWITPAHCIENTHIA3bl, IpOYHe
MOBEPXHOCTHBIE OTEKM (BKJIIOYAsi OTEYHOCTHh IOJIOBBIX OPIaHOB, OTEK B
MecCTe pa3pe3a KOKH, OTEK I0JIOBBIX OPTaHOB, OTEYHOCTh IIOJIOBOTO YJICHA,
OTEK MOJIOBOI'0 WIEHA, OTEK MOUIOHKH, OTEYHOCTb KOKH, OTEYHOCTb SUYEK,
BYJIbBOBarMHAJIbHYIO OT€YHOCTb )

Peoxo HapyIleHHe MOXOIKU

Kpowme Toro, npu npumMeHeHUH Aa3aTuHUOA NojydyeHa HH(GOpMaIUs O CIETYIOMUX SBICHUSIX,
4acTOTa KOTOPBIX HE YCTAHOBJICHA, U/WIIH CBSI3b UX C IPUMEHEHHUEM J1a3aTHHUOA HE IOKa3aHa:
Unghexyuu u unsazuu. peaktuBanus Bupyca remnatuta B (BI'B).

Hapywenus co cmoponul cepoya: GpuOpuuaLus npeacepauil/ TpeneTanue npeacepami.
Hapywenus co cmoponwt cocyoos: TpomboTndeckas mukpoanruonatus (TMA).

Hapywenus co cmopoHwvl OvixamenvHou cucmemvl, 0Op2aHos epyOHOU KIemKU U CpeooCmeHUsL:
WHTEPCTUIUATBHBIE 3a00ICBaHUS JIETKUX, THEBMOHHSI.

Kenyoouno-kuuieunvie HapyuwileHus: KEIyJOYHO-KUIIEYHOE KPOBOTEUEHHE C JIETAIbHBIM
HCXOJIOM.

Hapywenus co cmoponul kodicu u nookosicHvlx mxkarnei: cuaapoMm CtueHca-J[>koHcoHa.
Hapywenus co cmoponwvl nouex u mouesvbigo0sauux nymeii: HeQPOTHUECKUI CUHAPOM.
JlabopamopHvle u uncmpymenmanbHvle OaHHbIE:

— TpOMOOITUTONIEHUS, aHEMHUSI M HEUTpPOTECHUsI 3 WK 4 CTENEeHH, OCOOEHHO Y MAI[UEHTOB C
nosaaumu pazamu XMJT uiam octpeiv OJIJT Ph¥;

— TUTNOKAJIMEMUsI, TUITOKATbIIEeMHs], TUTo(ochaTemMus;

— TOBBIIIEHUE AKTUBHOCTH NEUYEHOYHBIX TpaHCaMMHa3 (anaHMHamuHOTpaHcepassl (AJIT),

acnaptatamuHoTpancdepassl (ACT));
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

Haunbosiee wyacTbiMM HEXENAaTEIbHBIMUA PpEAKIUsIMH MpU TPUMEHEHUH Ja3aTHHHOA Yy
MaIMEHTOB ¢ BriepBbic BhisiBIeHHBIM XMJI Ph* B XpoHudeckoit (ase SBISIOTCSA 3aepiKKa
KUAKOCTU W JAuapes, a y TMalMeHTOB C PE3UCTEHTHOCTHbIO WM HENEepEeHOCUMOCTHIO
uMaTUHNOA — 3ajiepXKKa KUJIKOCTH U Juapes, TOJIoBHAas 00Jb, OJBIIIKA, CHINlb, YCTaIOCTh,
TOILIHOTA, KPOBOMU3JIUAHUSA (TaKUE KaK KEJIyL0YHO-KUIIEUYHbIE KPOBOTEUEHUS U IPYTHE).
N3menenust nmaboOpaTOpHBIX TMOKa3aTelnel y JeTeld COOTBETCTBOBAIM HW3MEHEHUSM DSTHUX
MoKa3aresel y B3pOoCibIX MallueHTOB.

Hemu ¢ OJIJI Ph™ npu ucnonvzosanuu oazamunuba 6 KOMOUHAWUU C XUMUOMEPANUETL:
HexenarenbHble SBICHMS, ONMCAHHBIE B 2-X NMEIUATPUUECKUX MCCIENOBAHUSAX, B KOTOPBIX
Na3aTMHUO TPUMEHSJICS B COYETAHWU C XUMHOTEpanueld, COOTBETCTBOBAIM H3BECTHOMY
npodmiro  0e30macHOCTH  Jla3aTHHHOA Yy B3POCHBIX W OXHumaeMoMy d3(PGheKTy oT
XUMHOTEpANuy, 3a UCKIIOYEHUEM MEHbIIEH BCTPEUaeMOCTH IIEBPAJIbHOTO BBINOTA y JAETel
10 CPAaBHEHUIO CO B3POCIIBIMH.

B nerckom mccnenoBaHuu OcTporo JUMQOOIACTHOTO JIeHKo3a IMOKa3aTeldH J1abopaTOPHBIX
OTKJIOHCHHI COOTBETCTBOBAJIM H3BECTHOMY Mpoduiito 0€30MacHOCTH JUIsl JIabOpaTOPHBIX
apaMeTPOB y B3POCIBIX MALIMEHTOB C OCTPHIM JUM(POOIACTHBIM JEHKO30M, MOTYYaBIIMX
(OHOBBII KypC XMMHOTEPAITHH.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0marb 0 mOI03pEeBaeMbIX HEXKENATEIbHBIX PEAKIMSIX TMOCIe PEerucTpanuu
JIEKapCTBEHHOIO TMpernapara ¢ Lelblo O0ecleyeHus HENpPEepbIBHOTO MOHUTOPHHTA
COOTHOIIIEHUS «II0JIb3a — PHUCK» JIEKAPCTBEHHOI0 MperapaTta. MeaunuHCKUM paboTHUKAM
peKoMeHayeTcsl  coolmarh O JIFOOBIX — TOJ03PEBAEMBIX  HEXKEIATENbHBIX  PEaKIUIX
JIEKapCTBEHHOI'0 Mperapara 4yepe3 HallMOHAIbHBIE CHCTEMbI COOOIICHMSI O HeKeIaTelbHBIX

PEaKIHsIX TOCYAapCTB — WieHOB EBpa3uiickoro 3KOHOMHYECKOTO COI03a.

Poccuiickas @enepanus.

®denepanbHas cryx0a 1Mo Ha3opy B cepe 31paBOOXPAHCHUSL.

Anpec: 109012, r. MockBa, CnaBsiHcKas riomamis, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B MH(POPMALMOHHO-TEIEKOMMYHHUKAITHOHHON ceTH

«Hurepuer»: https://roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CHUMOTOMBI

21


https://roszdravnadzor.gov.ru/

ot 24.02 2025 N2 5050

e

OneIT TNpUMEHEHHS Ja3aTUHUOA TpU rIepe)J031/1130131<'g-| I:IIS:EEPH—{I;IEFCLEQ I:ﬁlcl:;:}re-E[BBJclH'ﬁ;ﬂx

COOTBETCTBYET ZKCNEPTHOMY OTUETY

OTrpaHMuYEH €IUHUYHbIMHU ciaydasmu. Camas BbICOKasl nepenosupoBka B 280 Mr B JieHb B
TE4YEeHUE OHOHN HeaeNu Oblla 3aperuCTPUPOBaHa y JIBYX MAIlMEHTOB, U 'y 000MX HaOII01aI0Ch
3HAYUTEIBHOE CHU)KEHUE KOJIMUYECTBA TPOMOOIIMTOB.

Jleuenune

[MockonbKy na3aTuHUO CBs3aH ¢ MUeNocynpeccueil 3 win 4 CTeneHH, MalueHTHl, KOTOpbIe
NPUHUMAIOT OOJIbIIIE PEKOMEHIYyeMOW J103bl, JOJDKHBI HAaXOJUTHCA O] TPHCTAIbHBIM
HaOJIIOZGHWEM HAa  IpEeaIMEeT  MHUEJNOCYIPECCMM M MOJIy4aTh  COOTBETCTBYIOLIYIO

CUMIITOMAaTHYCCKYIO TEPAIINIO.

5. ®APMAKOJIOTTYECKHE CBOMCTBA

5.1. dapmakoanHaAMH4YeCKHe CBOWCTBA

dapMakoTepaneBTUYeCKass  Ipymmna:  MNPOTHBOOMYXOJEBblE  CPEACTBA;  MHTUOUTOPHI
MPOTEUHKWHA3; HHTHOUTOPHI TUpo3uHknHa3sl BCR-ABL.

Kox ATX: LOIEA02

dapmakoguHaMHKa

Hazaruan® warHOUpyer Tupo3mHknHazy BCR-ABL u Ttuposunkunaszwel cemeiictBa SRC, a
TaKk)ke MHOTHE JIPyTHe€ OHKOTeHHbIe KuHa3bl, BKitouas c-KIT, kunazy sdpunoBoro (EPH)
peuentopa u PDGFB-peuenrop. [la3aTuHu®O SBIsIETCS MOIIHBIM CYOHAHOMOJISIPHBIM
unruouropom kuHazel BCR-ABL c¢ axktuBHOCTBIO mipu KoHueHTpanuu 0,6-0,8 HM. On
CBSI3BIBAETCS KaK C HEAaKTUBHOM, TaK M ¢ akTUBHOM KoH(popmarueit pepmenta BCR-ABL.

MexaHu3M IeHCTBUS

B ycnoBusix in Vitro mazaTuHuO IpOSBIISET aKTUBHOCThH Ha KJIIETOYHBIX MOJCISAX JICHKO3a, Kak
B OTHOUICHHH YYBCTBUTEIBHBIX, TaK W PE3UCTCHTHBIX K MMATUHUOY KJIETOK. JlazaTmHHO
MIPEOJIOJICBACT PE3UCTEHTHOCTh K MMATHHUOY, CBA3aHHYIO ¢ rumnepakcnpeccueir BCR-ABL,
mytauusimu  1oMeHa BCR-ABL kuHa3bl, akTUBanue ajabTEPHATUBHBIX MEXAHU3MOB,
unayuupytomux kuHasbl cemerictea SRC (LYN, HCK), a Takxke ¢ runepakcrpeccuei reHa
MHOKECTBEHHOU JIEKAPCTBEHHOUN PE3UCTEHTHOCTH.

IIpu uccnenoBannmu mytanuii nomMeHa BCR-ABL B xome KM y nmanueHTOB C BHEpBbIE
BbIsIBICHHBIM XMJI B XpoHHMYeckoil (a3e, MpPEeKpaTUBIIUX TMPHUEM Ja3aTUHUOA, OBLUIH
BoisiBiieHbl MyTaruu T3151, F317I/L u V299L. Ha ocHOBaHMM SKCHEPUMEHTOB IN Vitro
Ja3aTUHUO, TTO-BUIMMOMY, HE MPOSIBIISIET aKTUBHOCTH B OTHOIIEHUU MyTaruu T3151.

5.2. ®dapMakoKMHeTHYeCKHE CBOICTBA

Abcopbrus
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

Habmoaetcs uepe3 0,5-3 ygaca y B3pocibix u uepe3 0,5-6 4acoB y gereld BceX BO3PACTHBIX
rpynm. [Tnomans mon KpuBol «koHueHTpanus — BpeMs» (AUC) u BbIBEACHUE SIBISIOTCS
JI0303aBUCUMBIMH B JuamnazoHe 1103 oT 25 mo 120 mr 2 paza B meHb. CpemHuid oOmImiA
TEPMHUHAJIBHBIN MEPHO/] MOTYBbIBEACHHS Ja3aTHHNOA Yy MAllMEeHTOB COCTaBJIseT 5—6 4acoB, y
netei 2—5 Jacos.

[Ipu npueme omuokpatHO# mo3bl 100 Mr nmazarmuHuOa y B3pochbix depe3 30 MHUHYT mocie
npreMa MUK C BBICOKUM COJIEpKAaHUEM >Kupa oTMmedaeTrcs yBenunueHue cpenneilt AUC Ha
14 %; mocne mpueMa MUIIM ¢ HU3KUM cojaepkaHueM xupa — Ha 21 %. Ilpuem numm He
OKa3bIBAET CYIIECTBEHHOTO BIHUSHUS Ha BcachbiBaHWe. [Ipy TpUMEHEHWH HATOIIAK
BaprabeIbHOCTh CHCTEMHOTO BO3JEHCTBUS nazatuHuOa (xodddumment Bapuanuu 47 %)
OKa3ajach BbIIIE, YeM INpHU MprueMe ¢ HeKUpHOHU (koddduuuent Bapuauuu 39 %) u xupHOi
(ko3 puument Bapuanyu 32 %) nUIIEH.

Hcxoms w3 pe3ynbTaroB  MOMYNSAIHOHHOTO  (apMakKOKMHETUYECKOTO  aHalu3a,
BapraOeIbHOCTh CHUCTEMHOTO BO3ICHCTBHS Ja3aTUHHOA B OCHOBHOM OOYCIOBJICHA
BHYTPUUHANBUIYAIbHOH BapraOeIbHOCTBIO OMOMOCTYMHOCTH (KO3 (GUIIMEHT BapHaIluu
44 %) m B MEHbILIEH CTENEHW MEXHHAWBUIYaTbHON BapuaOenbHOCTbIO OMOJOCTYIHOCTH U
kaupeHca (koadpoumment Bapuaumu 32 % wu 30 %, coorBercTBeHHO). CiyvaifHas
BHYTPUUHANBUAYAIbHAS BapuaOEIbHOCTh MPEIINOJIOKUTETFHO HE BIHMAECT Ha CyMMapHOE
CHUCTEMHOE BO3/IeHcTBHE U Y(PPEKTUBHOCTD MIIM OE30MTaCHOCTD.

Pacnopenenenue

Kaxymmiics o0beM pacrnpeneneHus Aa3aTWHUOA y MalUeHToB coctasisier 2505 1, 4uro
CBUJIETEJIBLCTBYET O 3HAUYUTEIBHOM DPACIPEAEIECHUH BO BHECOCYAMCTOM ImpocTpaHcTse. [Ipu
UCTONb3YeMBbIX B KIMHUYECKOM IpaKTHKE KOHILEHTpalMAX, CBA3BbIBAaHME [a3aTHMHHUOA ¢
OenkamMu Ma3Msl cocTaBisgeT 96 %.

Buorpancdopmarnus

Nzodpepment CYP3A4 sBrisercss OCHOBHBIM (epMEHTOM, OTBETCTBEHHBIM 33 METa0OIM3M
nazaruauOa. [locne nmpuema BHYTps 100 Mr [14C]-,I[aSaTI/IHI/I6a 3I0POBBIMU JT0OPOBOJIBIIAMHU,
29 % paanoaKTUBHOCTH B IIa3Me MPUXOAWIIOCH HA IO HEM3MEHEHHOTO na3aTtuHuoa. Cyas
10 KOHIICHTPAIMK B IJIa3Me W aKTUBHOCTH IN VIIr0 MOXXHO MPEIOI0KHUTh, YTO METAO0OIUTHI
HE UrPaloT OOJIBIION PO B (papMaKOIOrHYECKOM JACUCTBUM J1a3aTHHUOA.

OIMMUAHALS

Jazatuan® BBIBOAWTCS, TJaBHBIM 00pa3oM, KHIICYHUKOM, IPEUMYIICCTBEHHO B BH/JIC

mertabomutos. Ilocie omHOKpaTHOro mnpuema BHYTph [*CJ-nasatumuba 4 % u 85 %
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10 cyrok. Hemzmenennsrii gazatuan® coctasiuser 0,1 % u 19 % 10361, BRIBOAUMON MOYKAMHU
U KUIIEYHUKOM, COOTBETCTBEHHO, OCTAJIbHAS YacTh JIO3bI MIPEICTABICHA META0OTUTAMH.
®apMaKOKMHETUKY Ja3aTMHHOA M3ydyalu y 8 MalMeHTOB C YMEPEHHBIMU HapyLICHUSMU
(GYHKIIMM TIE€YEHU TIOCNIe OJTHOKPATHOTO TIpUeMa mpernaparta B o3¢ 50 Mr u y 5 marueHToB ¢
TSDKEJIBIM HapylIeHueM (YHKIUH MEeYeHU TOCe OJHOKPATHOTO MpHeMa Ipemnapara B 03¢
20 Mr B cpaBHeHHMH C (PApMaKOKHMHETUKOM Yy 3H0pOBBIX JOOpPOBOJIBIEB IOCIE IpHEMa
npenapara B o3¢ 70 mr. 3HadyeHuss MakcuMaiabHON KOHIEHTpanuu (Cmax) 1 AUC s
nazatuHuOa ObutH Huke Ha 47 % u 8 %, COOTBETCTBEHHO, MIPU YMEPEHHOM MOBPEXKACHUU
MIEYCHHU, TI0O CPABHEHHIO CO 3HAYCHUSIMH Y 3/TOPOBBIX JTOOPOBOIBIIEB. Y MALUEHTOB C TSKEIBIM
HapylmieHneM (QYHKIUW TIeYeHUW CHIbKeHue 3HaueHuid Cmax W AUC ans pasatuHmnOa
nmocturano 43 % u 28 %, COOTBETCTBEHHO.

Y nanmueHToB C HapymIeHWsIMU (QYHKIIMKA TIoueK (apMakOKWHETHKAa Ja3aTHHHOA He
U3MEHSETCS.

B xome wuccnenoBaHus (hapMaKOKMHETHUKHM C Yy4YacTHEM TMAIMEeHTOB JETCKOrO BO3pacTta
perynupyemoe no3upoBkor nerictBue ma3zaThHUOA (Cavg, Cmin 1 Cmax) OBUIO CXOXHM JIA
nauenToB ¢ XMJI B xporndeckoit dase u nanuenros ¢ OJIJI Ph™.

CyIlIecTBeHHBIX paznuuuii B (apMAKOKUHETHKE MEXIy JAeTbMU W TOAPOCTKAMU HE

HaOJIFO JAJIOCh.

6. ®APMAILIEBTHYECKUE CBOMCTBA
6.1. IlepeyeHb BCIOMOTaTeJbHBIX BEelIeCTB

Snpo TabieTKu:

JIakTO3BI MOHOTHAPAT

[{emrono3a MUKPOKpPUCTATIINYECKAS
['unposnoza

Kpockapmennosa HaTpust

Marnus creapat

[1neHo4yHast 000JI0YKA COMEPIKUT:

Jlosuposxa 20 me, 70 me, 100 me

[Mnenouynass o6omo4ka (LIBET >KENTHINA): MOTMBUHHIIOBBIA CIHPT, MAaKpOTOJ, TalbK, THTAHA
TUOKCHUJI, KpacuTelb XWUHOMUHOBBIA xkenthiii (E104), amfoMUHWEBBI JaK, KpacUTElb
cosiHeuHbI 3akat xenteiid (E110), anroMUHUEBBINA JaK, KpaCUTENb JKele3a OKCHII HKEIITHIH,
kpacutens naaurokapmud (E132), anmroMuHueBbIN Tak.

Hozuposxa 50 me, 80 me, 140 me
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KpacuTenb cofiHeuHblM 3akar >xentbiii (E110), amoMMHHMEBBINM Jak, TUTaHA JIUOKCHJ,
KpacuTeJb XKeJe3a OKCUJ KENThIN, KpacuTenb HHaAurokapMut (E132), anroMiUHHUEBBIH Jak.
6.2. HecoBmecTUMOCTH

He npumenumo

6.3. Cpok rogHocTu

2 rofa.

6.4. OcoOble Mepbl MPETOCTOPOKHOCTH NMPH XPAHEHUH

XpaHWTh B 3aIIUIIEHHOM OT CBETa MECTE MIPH TeMIieparype He Boime 25 °C.

6.5. ®opma BbINMYCKA M YIIAKOBKA

Hozuposka 20 mr, 50 mr, 70 mr: o 60 TabaeTok BO (IaKOHBI U3 MOJUITHIICHA, YKYIIOPEHHbIE
KPBIIIKAMHU U3 MOJIMATUIICHA C OCYIIUTENIEM, C KOJIBIIOM KOHTPOJIS TIEPBOTO BCKPHITHS WK 0€3
HETOo.

HosupoBka 80 wmr, 100 mr, 140 mr: mo 30 TabneToxk BO (IaKOHBI W3 TOJIMAITHIICHA,
YKYIIOPEHHBIE KPBIIIKAMUA W3 TOJUAITUJIICHA C OCYIIUTENEeM, C KOJBIIOM KOHTPOJS MEPBOTO
BCKPBITHS UK O€3 HEro.

Ha ¢akoHbI HAKJIEUBAIOT STUKETKY.

[To 1 ¢pnakoHy BMeCTe ¢ TMCTKOM-BKJIAJIBIIIEM IOMEIIAIOT B MAYKy KaPTOHHYIO.

6.6. Oco0ble Mepbl MNPEIOCTOPOKHOCTH TIPHM YHUYTOKEHUHM HCIOJH30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara MJIH OTXO/[0B, MOJYYEHHBIX TOCJIe NPUMEHEHUs!
JIEKAPCTBEHHOI0 Mpenapara, 1 Apyrue MaHUMyJsIUU ¢ PenapaToM

Becyr ocraBmmiics J€KapCTBEHHBIM TMpemapar W OTXOAbl CJIEAYEeT YHUYTOXHUTH B

YCTaHOBJICHHOM HOPSIKE.

7. JAEPKATEJIb PETUCTPAIIMOHHOTI' O YAOCTOBEPEHUS
Poccniickas @enepanys

000 «DapmMeHnTan rpynmn»

123242, r. Mocksa, yi. KonromkoBckas, 1.28, oT. 3, mom. IA, koM. 9.

Temn.: +7 (499) 685-00-15

e-mail: phm@phm.group

7.1. [IpencraBuTeib AepKaTesl PErHCTPALMOHHOIO Y10CTOBEPEHUS

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Poccniickas @enepanvs
000 «PapmMeHTan rpynmn»

123242, r. MockBa, yi. KonromkoBckas, 1.28, oT. 3, mom. IA, koM. 9.
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Ten: +7 (499) 685-00-15 (NOCNELOBATENEHOCTb 0003)

e-mail: phm@phm.group
8. HOMEP PETUCTPAIHIUOHHOT'O YAOCTOBEPEHU S

9.  JIATA MEPBUYHOI PETMCTPAIIAN (TMIOXTBEPKIEHUS
PETMCTPALIMM, IEPEPETUCTPALIAN)

JlaTa nmepBoii perucTpanuu:

10. JATA HEPECMOTPA TEKCTA

OOmast  XapakTepuCTHKa JIGKapCTBEHHOro mpenapata JlazatmHMO  1mocTymHa  Ha
WHPOPMALIMOHHOM TopTaie EBpa3wiickoro 3KOHOMHYECKOTO COr03a B WH(POPMAIUOHHO-

KOMMYHUKaIMOHHOM cetn «HTepHeT»: http://eec.eaeunion.org/.
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