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OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0 T)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

1. HAMUMEHOBAHHUE JIEKAPCTBEHHOI'O TIPEITAPATA

Hazaruan6-buneprus, 20 mr, TabieTkH, MOKPHITHIC TIICHOYHON 000JI0YKOH.
Hazaruaun6-buneprus, 50 mr, TabaeTkH, MOKPHITHIC TIICHOYHON 000JI0YKOH.
Jazatunu6-buneprusi, 70 Mr, TabIETKH, TOKPHITHIE TUNIEHOYHON 000I0YKOM.
Jazatunu6-buneprusi, 80 Mr, TabIETKH, TOKPHITHIE TNIEHOYHON 000I0YKOM.

Hazaruaun6-buneprus, 100 mr, TaGIeTKH, TOKPHITHIE TUICHOYHOW 000JIOYKOA.

2. KAYECTBEHHBIA U KOJIUYECTBEHHBIN COCTAB
JeticTByto111ee BEIIECTBO: Ja3aTHHUO.

Jlazatuau6-buneprug, 20 mMr, Ta0IeTKH, IOKPBITHIE IJIEHOYHOU 000JI0YKOM

B onHoit TabGieTKe, MOKPBITON TUICHOYHOM 000J104K0#, comepxkutcs 20 mr nazatuHuOa (B BUC
MOHOT'H/IpaTa).

BcmoMorarenbHbIE BEIECTBA, HATMYHE KOTOPBIX HAJIO YYUTHIBATH B COCTABE JICKAPCTBCHHOTO
npenapara: jiaktosa (cMm. paszuen 4.4).

I[a3aTI/IHI/I6-BI/IHeDI‘I/IH, 50 mr, Ta6J'IeTKI/I, MMOKPBITHIE INICHOYHOM 000JI0YKOH

B oanoit Tabnerke, MOKpbITON MI€HOYHONW 000s104KOH, conepxkutcs S0 Mr gazatuHuOa (B BUAE
MOHOTH/IpaTa).

BcniomoraTenbHble BEIECTBA, HAJIMYME KOTOPBIX HAJO YYUTHIBAaTh B COCTaBE JIEKAPCTBEHHOTO
npemnapara: aktosa (cMm. pazzen 4.4).

Jlazatuan6O-buneprus, 70 Mr, TaOJIETKHU, ITIOKPBITHIE TUNIEHOYHON 000JIOYKON

B oganoit Tabnerke, MOKpbITON MiueHOYHOU 00004KOM, conepxkutcss 70 Mr gazatuHuOa (B BUAE
MOHOTH/IpaTa).

BcenomoraTenbHble BELECTBA, HAJIMYUE KOTOPBIX HAJO YUHUTHIBaThb B COCTAaBE JIEKAPCTBEHHOIO
npenapara: jlaktosa (cM. paszuen 4.4).

Jlazatuan6-buneprus, 80 Mr, TaOJIETKHM, ITIOKPBITHIE TUNIEHOYHON 000JI0OYKON

B ognoit TabneTke, MOKPBITON MIEHOYHOU 0005I04KOU, comepxkutrcs 80 Mr gazaTuHubOa (B BUAC
MOHOTH/IpaTa).

BcnomorarenbsHbie BellecTBa, HAIUYUME KOTOPBIX HAJI0 YYHUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: jaktosa (cMm. paszuen 4.4).

Jlazatuau6-buneprug, 100 mr, Ta0JIeTKH, ITOKPBITHIE IJIEHOYHOU 000JI0YKOM

B onHoit TabneTke, TOKPHITON MIEHOYHOUW 0007049KO0#, conepxkutcsa 100 Mr qazatuHmba (B BUAC

MOHOTH/IpaTa).
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BcnomorartenpHbie BemecTBa, HATUYHE KOTOPHIX HAJI0 '%ﬁ]‘ﬁxﬁzﬁ'%@ﬁhé" ':J;:e[;(gﬁ'cl:lll:;gﬂﬁoro

npemnapara: jakros3a (cM. paszaen 4.4).

[TonHbli epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEJICH B pasnene 6.1.

3.  JIEKAPCTBEHHAS ®OPMA
TabneTku, MOKPBITHIE TNICHOYHOH 000I0YKOM.

Jlazatuau6-buneprug, 20 mr, 50 mr, Ta0JETKH, IOKPBITHIE IUNIEHOYHON 000JI0YKOU

TabneTku Kpyriaoi (Gopmbl, IBOSKOBBIIYKIIbIE, TOKPBITHIE MIIEHOUYHOM 000J04YKOH, OeIoro uiu
oyt OeJoro 1BeTa.

Jlazatuau0-buneprug, 70 mr, 80 mr, Ta0JETKH, IOKPBITHIE IUNIEHOYHON 000JIOYKOU

Tabnerku Kpyrinoil GopMbl, JTBOSKOBBITYKJIIbIE, TOKPHITHIE TNIEHOYHOH 000JI0YKOH, Oenoro mim
HOYTH OeIoro 1BeTa, C PUCKON Ha OJHOM CTOPOHE TaOJIeTKH.
Jlunus paznoma (pucka) He MpeHa3HaueHa JUlsl JeJIeHHUs TaOJeTKH Ha J103Bl.

Jlazatuan6-buneprus, 100 mr, TabJIeTKH, MOKPBITHIE IUIEHOYHOM 000JI0UKOM

TabneTkn oBaNbHOM (POPMBI, ABOSKOBBITYKIIbIE, IIOKPHITHIE TUIEHOYHON 000JI0UKOH, OETI0T0 HUIH

mouTH OeJIoro 1BeTa, C rpaBUPOBKOM « NPD» Ha 0JTHON CTOPOHE TaOJIETKH.

4.  KIIMHUYECKUE JAHHBIE

4.1. Tloka3aHusi K NPUMEHEHUIO

[Tpenapat /lazaTnHuG-buHeprus nokasan K HPUMEHEHHUIO Y B3POCIBIX !

—  BIEpBbIC BbISABICHHBIH XPOHHUYECKUI MHUENOJIEHKO3 C MOJOKUTENbHON (uianenbpuiickoit
xpomocomoii (XMJI Ph+) B xponuueckoii dase;

—  XMUJI B xponuueckoil ¢aze, paze akcenepaunu win Gpaze MUEIOUTIHOTO WIH JUM(POUTHOTO
OJIaCTHOTO Kpu3a NpH PE3UCTEHTHOCTH WJIM HENEePEeHOCHMMOCTH TMpeAbLAyIled Tepamnuwy,
BKJIIOYasi UMaTUHUO;

—  ocTpsIif TuM(OOIACTHBIN JIEHKO3 ¢ MOJOKUTENbHON dunaaenbduiickoit xpomocomoit (OJIJI
Ph+) npu pe3sucTeHTHOCTH UM HETIEPEHOCUMOCTH MPEIbIIYIIEN TepaInu.

[Tpenapat /{azaTuHuG-buneprus nokasaHn K NpUMEHEHUIO y JeTel B Bo3pacte oT 3 et 10 18 ner:

—  XMUJI Ph+ B xponuueckoii hase;

— Brepssle BeisaBiaeHHbIH OJIJI Ph+ B koMOMHAIMK ¢ XUMHOTEpanuei.

4.2. PexkuM 103MPOBAHUSA H CTIOCOO MPUMEHEHUS

Tepanus 70KHA TPOBOAUTHCS BPAa4OM, MMEIOIIIUM OIIBIT JIEYEHHS TALIUEHTOB C JIEHKO3aMHu.

Pexum go3upoBaHus

Pexomenoyemvle nauanvhvie 00361 dazamunuba y 63pOCivix:

— 100 mr ouH pa3 B 1eHb (YTPOM WM BeuepoM) B XxpoHudeckoi daze XMJI;
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bHbBIX CIyJasiax.

— 140 Mr onuH pa3 B ieHb (YyTPOM HJIH BEYEp

COOTBETCTBYET ZKCNEPTHOMY OTUETY

JnumenvHocms neuenus

B kiIMHHMYECKHX HCCIIEAOBAaHMIX JieueHHe B3pocibix manumeHToB ¢ XMJI Ph+, XMJI B ¢aze

akcesepaluu, MUeI00JIacTHOro MO0 MuM(poOIacTHOTO Kpr3a (mo3aHss (aza 3a00aeBaHms ) HIN

OJIJI Ph+ wum mnegmatpuueckux OonpHBIX ¢ XMJI Ph+ nazatuanOOM mpoa0IDKaIoch A0

IPOrpecCUpOBaHusl  3a00JieBaHUSl WJIM HEMEPEHOCHUMOCTH JIGKApCTBEHHOTO  Ipemnapara.

[TocnencTBust OTMEHBI TEpaMK ¢ TOYKU 3PEHHUS JOJITOCPOYHOTO MPOTHO3a 3a00JIeBaHUS TOCIE

JOCTMDKEHUS! IUTOT€HETHYECKOTO WM MOJIEKYJSIPHOTO OTBeTa (B TOM YHCIIE IOJHOTO

nurorenerndeckoro orsera (I1LO), 6ombioro mosnekymsipHoro orseta (bMO)) He n3yyanuce.

B knmHMYecKuX uccienoBanusx y neauarpuueckux 00ibpHbIX ¢ OJIJI Ph+ nazarnan® HazHavamu

B TIOCTOSTHHOM PEKUME B JI0OABJICHUU K ITOCIICIOBATEIBLHBIM IIUKJIAM OCHOBHOW XHMMHOTEPAITUU

Ha TIPOTsHKEHMH He Oosee 2 yer. B ciywae mocnemyromed mepecajkd CTBOJIOBBIX KIETOK

Ja3aTUHUO MOXKHO IIPUMEHSTSH elle B TeueHue | roja mocsue TpaHCIIaHTaI|H.

YBenuueHrue UIU yMEHbBIICHHUE J103bI MOXET OBITh PEKOMEHJO0BAHO C YYETOM KIMHHUYECKOIO

OTBETa U MEPEHOCHUMOCTH TIperapara nanueHTOM.

Tlosviwenue 003vl

B ciydae oTcyTCTBUS T€éMaTONIOTHYECKOTO MII IIUTOT€HETHYECKOTO OTBETA MPH PEKOMEHTyeMOU

HAYaJIbHOM /103€ BO3MOKHO YBEIMUEHHUE J103bI 1a3aTUHUOA J10:

— 140 mr oauH pa3 B ieHb IpH XpoHudeckoi daze XMJI u OJIJT Ph+.

— 180 mr ouH pa3 B 1eHb npu no3aHux ¢gazax XMJI (haza akceneparyu uiu 6J1aCTHOTO KpHU3a)
i OJUJT Ph+,

Koppexyus 0o3vl 6cnedcmaue nexcenamenbHulx peakyuil

Muenocynpeccus

[Tpu Muenocynpeccuu cieyeT yMeHbIIUTh 103y, IpepBaTh TEPANNIO WK OTMEHUTSH ee. B ciyuae
HEOOXOIMMOCTH CJelyeT MPOBECTH TPAHCHY3UIO TPOMOOIIMTAPHOMN MIIH SPUTPOLIUTAPHON MACCHI.
[Tpu ycToWuMBON MHETOCYTIPECCUU BO3MOXKHO NIPUMEHEHHE FeMOMOITHYECKUX (PaKTOPOB POCTA.

Ta6muma 1. Koppekius 10361 IPpU HEUTPOIIEHUH U TPOMOOIIUTONIEHUH Y B3POCIIBIX

Xponuueckas gaza | AbcomorHoe uucio |1.Caenarh nepepsiB B JCYCHUH 1a3aTHHUOOM J0
XMJI (mavanpHas | HEUTPOHUIOB JIOCTHIKEHUS a0COTIOTHOTO YKciIa HERTPODUIOB
no3a 100 mr omwmH | <0,5%10%m  w/mmu | >1,0x10%m n urcna TpombomuToB >50x10%/71.
pa3 B JIcHb) YHCIIO TPOMOOIUTOB |2. BO30OHOBUTH TEpaIuio B MPEKHEN J03€.
<50x10%n 3.1lpu umcte TpomGomuToB <25x10%m  wmm
abCOMOTHOM uucle HeiTpodumos <0,5x10%m,
HaOmromaromuxcst Ooynee 7 JOHEH, caenath
MepepelB B JIEYCHUH W TIOCTE JIOCTHKEHUS
MCXOIHBIX TIOKa3aTeJIel Tepario BO30OHOBUTE B
cHmkeHHol no3e 80 mr 1 pa3 B neHb (BTOpOH
smu301). [Ipy HACTYIUIGHHH TPEThEro SIH30]1a
TPOMOOIIMTO-/HEUTPOIIEHUH Y TAIMEHTOB C

3
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BHOBD BHIIBTICHHEM XMJT B XPOHIecKon (haze

COOTBETCTBYET ZKCNEPTHOMY OTUETY

cHmkaroT 103y A0 50 mr 1 pa3 B nenb. [lpu
HACTYIUICHUH TPETHEro SMU30/1a TPOMOOIHUTO-
/HEUTPOINEHUH y NMAILMEHTOB C IpyruMu (asamu
MUENOJNENKO3a M HaJIMYUU YCTOMYMBOCTH K
IPEeIIECTBYIOLIEH Tepanuu JpyTUMH
npenapatamM  (BKJIIOYas HMMAaTUHUO) WM ee

140 mr 1 pa3 B
JICHB)

HEMEPEHOCUMOCTH  TMPEKpaIlaloT  JieueHHue
J1a3aTUHUOOM.
XMJI (B d¢as3e | AbcomtotHoe uucio |1. YcraHoBUTH, OOyCIIOBICHA JIM IMTOICHUS
aKcenepanuu WIH | HBUTPoHIIoB neiko30M (acrupanus win OUOTcHsT KOCTHOTO
6rmactHOro kpm3a) | <0,5x10%n  w/mmm | Mosra).
u OJUI  Ph+ | uncno tpomOouutoB (2. Ecmu nuTomeHUss HE CBsA3aHA C JICHKO30M,
(HavanmpHast  J03a <10%10%n JIGYEHUE CJEAyeT MpepBaTh A0 JOCTHKEHUS

aBCONMIOTHOTO yncna HerTpoduios >1,0x10%1 n
YHUCJIa TPOMOOIIMTOB >20%x10%1 1 BO30OHOBHUTH

TEpaIuIo B IPEKHEN 103€.

3.B cnyuae peunauBa UTONEHUU CIEAYET CHOBA
yoenuTecs B NPUPOJAE  LUTONEHUH U
BO300HOBHUTH TEPAINMIO B CHIKEHHOH g03e 100
Mmr 1 pa3 B neHb (BTopoi snu3on) uinu 80 mr 1 pa3
B JIeHb (TPETHH MH301).

4.Eciii  BO3HMKIIAsg LMUTONEHMSI CBSi3aHa C
JeKO30M, CJelyeT paccMOTPeTh BoIpoc 00
yBenuueHuu 10361 10 180 mr 1 pa3 B 1eHb.

Hezemamonozuueckue nedcenamenbHovle peakuuu

[Tpu pa3BUTHN YMEPEHHBIX HEI€MaTOJIOTMYECKUX HEXKENAaTeIbHbIX peaklnii (2 CTeNeHn) IeueHne
ClIeTyeT MPUOCTaHOBUTH J0 TEX MOP, OKa PEeaKIMsI HE pa3peIInTCs UM HE BEPHETCSI K HCXOJHOMY
ypoBHIO. JleueHue BO30OHOBISIIOT B MpeXHEH 7103€, €ClIM 3TO MEPBbIM Cclyyail HexenaTelbHOM
pEaKIMH, OocJIe TOBTOPHBIX CIIy4aeB PEKOMEH]IyeTCsl CHUXKEHHE J03bl Ja3aTUHHOA.

[Tpu pa3BUTHM TSKENbIX HEreMaTOJOIMUECKUX HEXeNaTelbHbIX peakiuil (3 uiam 4 creneHu)
JieYeHUe IPUOCTAHABIIMBAIOT JI0 MCUE3HOBEHUSI CUMITOMAaTUKU HEKENATEeIbHOM peakuu Wil J10
YIIy4IIEHUs] COCTOSHUS MalueHTa. JledeHne Mo>XKHO BO30OHOBHUTH B CHUXKEHHOI J103€.

V¥ B3pocineix nanueHToB ¢ XMJI 103y pekomenayercsa cHu3uth co 100 mr 1 pa3 B cytku 1o 80 mr
1 pa3 B cyTkH, a Ipu HEOOXOAUMOCTH JononHuTeabHO ¢ 80 Mmr 1 pa3 B cyTku 1o 50 mr 1 pa3 B
CyTKHU. Y B3pocibiX manueHToB ¢ mo3aaumMu pazamu XMJI wim OJIJT Ph+, monyuatomux 140 mr
1 pa3 B cyTku, pekoMeHayercsi cHWkeHue 103bl 10 100 Mr 1 pa3 B CcyTku M panee, eciu
notpedyercst — co 100 mr 1 pa3 B cytku 10 50 Mr 1 pa3 B cyTKH.

Ilnespanvhbiii ebinom

B CJIyda€ AUArHOCTUKHU IUICBPAJIbHOT'O BBINIOTA JICUCHUC I[a3aTI/IHI/I6OM CJICayCT NpepBaTh OO
O6CJ'IG)IOB3HI/I5[ nmanmuceHTa W HWCYE3HOBCHHA CHUMIITOMOB HJIM BO3BpPAIICHHUA CTCIICHHU WX

BBIPAXKEHHOCTH K UCXOJHOMY YPOBHIO. ECu 313011 HE KyNIUpPYyeTCcs B TEUEHUE TPUMEPHO OJHOMN
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HEJIeNH, TO CIeAYeT PacCCMOTPETh MPUMEHEHHE I/IVDCTI/I%Q ﬁzﬁ?%%%&%%%%ogzﬁﬂnlgéenx

rpynn npenaparoB oJHoBpeMeHHO. [locie pa3pemenns nepBoro 3aMm30/1a CIEAYET PaCCMOTPETh
BOIIPOC O BO300HOBJICHHM Tepamuu Ja3aTHHHOOM B paHee NpuUMeHsBIIeilcs no3ze. Ilocne
paspenieHus: MOCIeIYOIIUX AIHU30/10B, 1a3aTUHUO CIIeyeT MPUMEHATh B YMEHBIIEHHBIX J03aX.
[Tocne paspenieHus TsHKEIOTO (CTENEHH 3 WK 4) 3MU30/a, MPYU HeOOXOAMMOCTH JISYCHHUE MOKHO
BO300HOBUTh B YMEHBIIIEHHOW J103¢ B 3aBHCHUMOCTH OT HAdalbHOW TSHKECTH HEXKEIATeIIbHON
peaKkuuu.

Koppexuus 003v1 npu conymcemeyrouwem ucnoab308anuu un2ubumopos uzodepmenma CYP3A4

Crnenyet n3beratb COBMECTHOTO IPUMEHEHUS CHIIBHBIX HHTHOUTOPOB M3odepmenta CYP3A4 u
coka rpeingpyra ¢ Aa3aTUHUOOM U MO BO3MOXHOCTH BBIOMpATh abTEPHATUBHYIO TEPAIHIO C
MUHHMAaJIbHBIM ~CHIKEHHEM akTuBHOCTH u3odpepmenta CYP3A4. Ecmu HeoOxomumo
COITyTCTBYIOIEE HcHob30BaHue MHruoutopos CYP3A4 u nazatuHuOa cienyer paccMOTpeTh
YMEHBUIEHHE /103bI [TOCIIETHETO:

— 40 mr nipu cytouHoit no3e 140 mr;

— 20 mr npu cytrounoit no3e 100 mr;

— 20 mr nipu cytouHoi 103e 70 mr.

ITpu ncnons3oannu 103 60 Mr uinu 40 Mr, cieyeT pacCMOTPETh BO3MOXHOCTb IPUOCTAHOBJICHUS
JIeYSHMs 1a3aTUHUOOM J10 IIPEKpalleHHsI TepaNui ¢ HCIOIb30BaHUEM HHIHOUTOPOB H30(epMEHTa
CYP3A4. Bo3o0HOBieHHE Tepanmuu BO3MOXHO 4YEpe3 HEAeNI Iocjie  IpeKpaileHus
UCIIOJIb30BaHUsI UHTHOUTOPOB.

[Tpeamnonaraercs, YT0 CHUXKEHUE J103bl OyJIeT JOBOAUTH IJIOMIAb MOl KPUBOM «KOHIEHTpaIMs-
BpeMs» (AUC) 1o 3HaueHuit, HaOmonaembix 6e3 nHruouropoB CYP3A4, ogHako KIMHUYECKHE
JaHHbIE C MTOJI00HON KOppeKIueil 1036l OTCYTCTBYIOT. B cilydyae HENMEpEeHOCUMOCTH CHUXEHHOU
J03bI, CJeayeT TmpekpatuTh npumeHeHue wuHruoutopoB CYP3A4 wunu npuoCTaHOBUTH
UCMOJIb30BaHUE Jla3aTUHMOA /10 TMpeKpalieHus NPUMEHEHHs HMHIHOMTOpoB. Bo300HOBiIEHHE
nprema J1a3aTHHIOa BO3MOXKHO Yepe3 HeJleNto Mocie MPeKpalleHns IpueMa HHrMOUTOPOB.

Oco0ble TPVIIILI TAIKEHTOB

Ilayuenmui nodxcunozo 6o3pacma

KnuHuyeckn 3HaYMMBIX pa3nuuuil B (papMaKOKMHETHKE y MOXKUJIBIX MMAlMEHTOB HE BBISABIIECHO,
MO3TOMY KOPPEKIUS J103bl HE TpeOyeTcsl.

Hapywenue ¢ynkyuu neuenu

Jazatunu® Merabonu3upyercss TJIaBHBIM O0pa3oM I€YeHbIO, IO3TOMY IIperapaT cleayeT
UCIIOJIb30BaTh C OCTOPOXKHOCTBIO y MAIlMEHTOB C HapylleHHeM (DYHKIMH [EYeHU YMEPEHHOU U

TSHKEJION CTEIECHU.
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Hapywenue ¢pynkyuu novex

[Toueunblii KIMPEHC Aa3aTHHUOA U €70 META0OIUTOB COCTABIAET < 4%, MO3TOMY KOPPEKIIUHU 03B
IpY HapyIIEHHON (YHKIIMH 1oYeK He Tpedyercs.

eTH
Pexomenoyemvle nauanvuvle 003v1 Oazamunuba y Oemei no nokazaumusim XMJI Ph+ e
XpoHuueckou ¢haze unu enepsvie svisagnennwvii OJLI Ph+:
Ha3nauenue 10361 mpenapara OCyIIECTBIISIETCS HA OCHOBAaHMWHU Beca peOeHKa, OJWH pa3 B JCHb
(yrpom unm Beuepom). Ilepepacuer 103bl JOKEH MPOBOAUTHCS Kaxable 3 Mecsla, MpU
HEOOXOJUMOCTH — Yallle:
— 40 mr npu Bece oT 10 kr 10 Menee yem 20 Kr
— 60 mr npu Bece ot 20 xr 10 Menee yem 30 kr
— 70 mr nipu Bece oT 30 kr 10 MeHee yeM 45 Kr
— 100 mr mpu Bece MUHUMYM OT 45 K.
[Ipenapar He pekomMeH0BaH JieTssM ¢ Maccoit Tena meHee 10 kr. [To nmokazanusam «XMJI Ph+ B
XpoHH4yeckor ¢asze» U «Brepsbie BeisiBIeHHBIH OJIJI Ph+ B xomMOumHammu ¢ XxuMuoTepanuein»
npemnapat [azatuan0O-buneprus He cieayeT Ha3HauaTh (PUMEHSITH) y JETEei B BO3pacTe JI0 3 JIeT
B CBSI3U C HEBO3MOXXHOCTBHIO OOECHEUUTh peXHUM A03upoBaHUsA. [0 ocTampHBIM NOKa3aHUSM
6e3omacHOCTh U 3G (HEeKTUBHOCTH Mpenapara y AeTei B Bo3pacrte 10 18 neT Ha JaHHbBII MOMEHT He
yCTaHOBJEHBI. J[aHHbIE OTCYTCTBYIOT. [10 OcTanbHbIM MOKa3aHUsIM y AeTel B Bo3pacTe 10 18 ner
HE MPUMEHSETCS.
Tlosviuenue 003bi
B ciyyae oTCyTCTBHS reMaToI0rM4ecKoro, IUTOreHETUYECKOT0 TN MOJIEKYJIIPHOTO OTBETA MPU
pekoMeHayeMol HaudanbHOM no3e y mnauumeHToB ¢ XMJI Ph+ B Xponuueckoil ¢aze mnpu
MEPEHOCUMOCTH Tepaliuy BO3MOKHO YBEIMUEHUE J103bl Ja3aTUHUOA J10:
— 50 mr nipu Bece ot 10 xr 10 Menee yem 20 kr
— 70 mr tipu Bece ot 20 kr 10 MeHee yem 30 kr
— 90 mr nipu Bece ot 30 kT 10 MeHee yeM 45 kr
— 120 Mr npu Bece MUHUMYM OT 45 KT.
He pexomenayercs moBBIIEHHE J103bI ManueHTaM JeTckoro Boszpacta ¢ OJIJI Ph+, tak kak
Ja3aTUHUO MPUMEHSIETCSI COBMECTHO € KypcaMy XMMHOTEPAIIHH.
Koppexyus 003wl 6cnedcmeue nexcenamenvbHulx peakyuil

Muenocynpeccus

Tabmuua 2. Koppekuus 10361 IpU HEUTpONEHUU U TpomOouuTonenun y nerei npu XMJI Ph+ B

XpOHUYECKOH (aze
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1. Ecnu [IUTOTICHUS Maxcdﬁ%h‘ﬂéﬁ'i rouHaT @’3-5' 1D T/
coxpansiercs O6oJiee 3 Henenb Hcxonnas [TepBuunoe [ToBTOpHOE
clemyer YCTaHOBHUTb, J103a CHIDKEHHE 0351 CHIDKEHHE
00yCIIOBJICHA JIM LUTOICHHUS JIO3bI
neiko3oM (actidpanus Wiu | TaOneTku 40 mr 20 mr -
OMOTICHS KOCTHOTO MO3Ta). 60 Mr 40 mr 20 mr

2. Ecin nuronenust He cBsi3aHa 70 mr 60 Mr 50 mr
C JIEKO30M, ClIeJaTh 100 mr 80 Mr 70 mr
nepepoIB B JICYEHU N
na3zaTHHIOOM bi (o)
JIOCTIDKEHHUSI  a0COIIOTHOTO
qucia HEHUTpOHIOB
>1,0x10%n u yycia
TPOMOOIIUTOB >75%10%7.

Bo30oOHOBHTE Tepamuio B
OpeXHEH WM CHWKEHHOH
J03e.

3.B cirydae peruanBa
LUTONCHUN CIIEyeT CHOBa
yoenuThCs B Ipupoe
LUTONCHUN (acmupanus Hiu
Ouorcuss KOCTHOrO MO3ra) u
BO300HOBUTh  TEpanuil0 B
CHIDKEHHOM J103€.

B ciyuae mnosBaeHUS HEUTpPONEHUM TpPEThEHd CTENEHHM U Bbllle (WIM €€ IOBTOPHOIO
BO3HUKHOBEHUS) JICYEHUE [1a3aTHHHOOM JOJDKHO OBITh TPHOCTAHOBIEHO W MOXET OBITh
BIIOCJIEJICTBMM BO300HOBJIEHO B CHW)KEHHOW j03e. BpemMeHHOe yMeHblIeHHe [103bl NpU
IIPOMEXYTOUHBIX CTENEHAX LUTONEHUM MOKET MCIOIb30BaThCH [UIsl YMEHBIIECHUS CUMIITOMOB
WJIM YIIyYILIE€HUS COCTOSIHUSL.

[Ipy BO3HMKHOBEHUHU TIeMaTOJIOTMYECKHX HEKeJIaTeNbHbIX peakuuid 1-4 kjacca y HanueHToOB
nerckoro Bo3pacta ¢ OJIJI Ph+ koppekiust 10351 He pekoMeHtyeTcsl. B ciydae, eciiu HeMTporneHust
W/WIIN LUTONEHUS MPUBOAAT K 3aJlepKKe cleAyrouiero 6ioka Tepanuu Oojee yem Ha 14 nHed,
JeyeHHe 1a3aTUHUOOM cleyeT IpepBaTh U BO30OHOBUTH CO CIEAYIOLIEro OJ0Ka Teparuu B TOU
xe po3e. Ecom HelTponeHUs W/wWiaM TPOMOOLMUTOIIEHUS COXPAHSIOTCSA, a CIEeRyIOIHMi OJoK
JICUYEHUs 3a/IepKUBaeTcs ellle Ha 7 JHel, He0OX0AUMO MPOBECTU OIEHKY COCTOSIHHSI KOCTHOTO
MO3ra il OLIEHKH HAIllOJHEHHUs KJIETKaMH U MPOLEHTHOTO COep KaHusl OJacTHBIX KieTok. Ecnu
cojepxaHue Kietok menee 10%, ciemyer MpHOCTAaHOBUTH JIEUEHUE a3aTUHUOOM J0 TeX Iop,
ToKa aBCONIOTHOE YHCIIO HEHTPO(HIOB He JOCTHTHET 3HaueHus >500/mxn (0,5x10%m), mocme
4Yero Teparnuio BO30OHOBISIOT B CTaHAApTHOW no3e. Ecnu coxepkanme kietok Oosee 10 %,
MOKHO PaCCMOTPETHh BO3MOYKHOCTb ITPOJOJIKEHUS JICUECHUSI.

Hezemamonozuueckue nedxcenameibHvle peakuyuu

VYV maumentoB nerckoro Bozpacta ¢ XMJI Ph+ B xponudeckoii ¢aze ¢ HereMarolorniecKuMu

HEXKeEJ1aTCJIIbHBIMU peaKkuusAIMn CHMKCHHUEC J03bI JOJIXKHO IMPOBOAUTHECA AHAJIOTUYHO
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HEXeJIaTeJIbHBIX PEeaKIUsIX.

[Tpu mosIBNIEHUN HETeMaTOJIOTUYECKUX HEXKenaTenbHbIX peakiuil y nereit ¢ OJIJI Ph+ cnexyer
CHIKaTh 7103y Ha OJIMH YPOBEHb B COOTBETCTBUU C PEKOMEHJALUSIMHU IO CHHXKEHHIO JO3bI JJIs
reMaToJIOrMUYeCKUX HEeXeJIaTelbHBIX Peakiuil (omucaHbl BhIIIE). 3a UCKIIOYECHUEM HapyIIeHUN
(GYHKIIUM TEYEHU B CIydae HEreMaTOJIOTMYECKUX HEOIArompUsATHBIX PeaKIuii > 3-i CTerneHu
Tsokectrn 'y geredd ¢ OJIJI Ph+ nedenue MOMKHO OBITH MPUOCTAHOBICHO, M MOXKET OBITH
BO300HOBJICHO B CHWKEHHOM J103€ TOCJIe YMEHbBILIECHUS TSHKECTH HEOIaronpusiTHRIX peakuui J10
< 1-ii crenenu. Eciau xoHuentpanus npsaMmoro ounupyOuHa Oosiee yeM B 5 pa3 BbIIIE€ BepXHEi
rpanuisl HopMbl (BI'H), Tepanuio OTMEHSIOT 10 TE€X MOp, MOKa ATOT MOKa3aTeslb HE BEPHETCS K
HUCXOJIHOMY VYPOBHIO WJIM TSDKECTh HEONArompusiTHOM peakuuu HE YMEHBIIUTCS 10
< 1-i1 crenenu. [Ipu noeimenuun aktuBHocTH ACT/AJIT 60onee BI'H B 15 pa3 Taxke HeoOxoauma
MIPUOCTAHOBKA TEpaluM 10 BO3BPALUEHUS K HCXOAHBIM 3HAYEHUSM WJIM CHUXKEHUS TSKECTU
HeOaronpusITHON peakuuu 10 <1-i crenenu. [Ipu peunanBe NogOOHBIX HApyIIEHUH (YHKIIMN
MICUEHH I10CIIE BO3OOHOBIICHUS TEPAIUU 1a3aTHHHOOM JI03y Tpernapara CieayeT CHUZUTb.

Cnoco6 IIPUMCHCHUA

[Tpenapar JlazatuHuO-buHeprus npenHazHaueH JUisl MpUeMa BHYTPb, B OAHO M TO K€ BpeMs
(YTpoM Wi Be4epoM), HE3aBUCUMO OT IIPUEMa IUIIIH.

TabneTku, NOKPHITHIE IJICHOYHOW O0OO0JOYKOM, HENIb3sl HM3MeNbyaTh, JAEIUTh Ha YacTU U
pa3KeBbIBaTh; CIEAYET MPOIIAThIBATh LIETUKOM JUIsl 00eCeuyeH sl TOCTOSIHCTBA JI03UPOBAHMS U C
LEIbI0 MUHUMU3AlMU PHCKa YPECKOKHOI'O BO3JEHCTBUA INpenapara. He crnexyer pacTBopsTh
TabJIETKU, MOKPBIThIE MJIEHOYHONH 000JIOUKOW, B BOJE, TaK KaK y MalME€HTOB, NMPUHUMAIOIINX
pacTBOPEHHYIO B BOJle TalJIETKy, BCACBIBA€TCS MEHbIIEE KOJMYECTBO Ipernapara, 4eM Yy
HalMEeHTOB, KOTOPbIE MIPOTJIAThIBAIOT TAOJETKY LIETUKOM.

[Tpuem mpenapara [lazatunu6-buneprus He cienyer couerath ¢ ynorpeOieHueMm rpeindpyra
WM TPennpyToOBOro COKa.

4.3. TIpoTHBOMOKA3aHMSA

['MnepyyBCTBUTENBFHOCT K Ja3aTMHUOY WIM K JIFOOOMYy M3 BCIOMOTAaTEIbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B pazzaene 6.1.

4.4. OcoOble yka3aHHUSl M MepPbl IPEJOCTOPOKHOCTH NPH NPUMEHEHU U

Muenocynpeccus

[lpyu neyeHuu na3aTUHUOOM MOTYT BO3HUKATh TsDKeNble TPOMOOLIMTONIEHUS, aHEeMHs U
HelTpornenus. Yarie oHM PeruCTPUPYIOTCA y ManueHToB ¢ no3anumu ¢gazamu XMJI nnu OJIJT
Ph+, uem y manueHToB ¢ XpoHuueckoi ¢pazoit XMJIL.

[Tpu MoHOTEpaNUK 1a3aTUHUOOM B3POCIIBIX MAIMEHTOB ¢ o3AHUMHU dazamu XMJI unu OJIJI Ph+
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IIEPBBIX 2 MECSIIEB, a Jajiee eXKEMECIYHO UM 110 KIMHUYECKUM [TOKA3aHUSM.

VY B3pocibix nanueHToB u aereit ¢ XMJI Ph+ B xponndeckoit (ase moaHbIN KIMHIYECKUI aHAIN3
KpPOBH CJIEy€T NPOBOJUTH KaXKAble IBE HENEIU IEpBble 12 Henenpb Je4eHHus, 3aTeM KaxKIple 3
Mecslla UM [0 KJIMHUYECKUM IOKa3aHUAM. Y B3pOCIbIX MAllMEHTOB C MO3IHUMHU ¢azamu XMJI
i OJIJI Ph+ npu MoHOTEpanuu qa3aTHHHOOM aHAIU3 KPOBU CIIEIYET MOBTOPSThH €KCHEIEITBHO
IIEPBBIE J1BA MECSLA JICYEHUs, 3aTEM — €KEMECSIYHO WIM 10 KIMHUYECKUM IoKa3zaHusm. [Ipu
nedyenun aerei ¢ OJIJI Ph+ komOuHanumeit nazatuHnOa 1 XMMUOTEPAIMU TOIHBIA KITIMHAYECKHUH
aHaJM3 KPOBU CIIEAyeT IPOBOAUThH IEpell HayaJloM KaKAoro OJOKa XUMHUOTEpanuu U 10
KJIMHUYECKHM I[OKa3aHUsAM. Bo BpeMs KypcoB XUMMOTEpalMM aHaIu3 KPOBU HEOOXOJMMO
IIOBTOPATH Ka)Ible JBa JHSA O BOCCTAHOBJICHUs IIOKa3aTeled. YTHETEHHE KOCTHOIO MO3Tra
00OBIYHO OOPATUMO U MPOXOINT MPU BPEMEHHON OTMEHE WJIM CHIDKEHHH JI03bI 1a3aTHHHOA.

KpoBoTteuenust

VY nanueHToB ¢ xpoHuuyeckoi (azoit XMJI, nosyyaBmuX 1a3aTUHUO CIIy4anuch KPOBOUBIHSIHUSA
3 unu 4 crenenn. Y nanuenToB ¢ mo3gHuMH Gazamu XMJI wim OJUJI Ph+ 6putn oTMedeHs! cirydan
TSDKETIBIX KPOBOMBJIHMSIHAKA B LEHTPAIbHYIO HEPBHYIO cHCTEeMYy (B TOM 4Hcie (aTaTbHBIN).
Tsoxenple xKeny0YHO-KUILIEYHbIE KPOBOTEUEHNUS 3 WU 4 cTeNeHU OTMEe4eHbl Y 4 % NanueHToB ¢
no3aHumu gazamu XMJL. Ilpu TsSKeIbIX JKeNyAO0YHO-KHIIEYHBIX KPOBOTEUEHHSIX BPEMEHHO
MPUOCTAaHABJIMBAIOT TEPAIINIO U IPUMEHSIOT reMoTpaHcdy3uto. [[pyrue Tsokesable KpoBOTEUEHUS
3apeTUCTPUPOBAHBI Y 2 % MareHTOB. BOIBIIMHCTBO Clly4aeB KPOBOTEUEHUM CBSI3aHBI C TSKEION
TpoMbouuTonenuen. [lpenapatsl, ”HTUOUpYrOUME PYHKIMK TPOMOOIIMTOB, U AHTUKOATYJISHTHI
ClIelyeT IPUHUMATh C OCTOPOXKHOCTBIO.

3agepKKa KUIKOCTH

[Tpu npuemMe nazaTuHNOa MOXKET HAOIIOJATHCS 3aIePKKa )KUIKOCTH. Cpein B3pOCIIbIX MAllUEHTOB
¢ BrepBbie BbisiBIIeHHBIM XMJI Ph+ 3amepikka ®uIKoCcTH TSXKEI0H cTereHn Habmoaanack y 5 %
MAIEHTOB.

VY B3pocnbix ¢ Bepsble BbIsBIeHHbIM XMJI Ph+ mpu pe3ucTteHTHOCTH K UMAaTUHUOY WM €ro
HENEPEHOCHUMOCTBIO 3a/IepKKa JKUIKOCTH TshKenol ctenenu (3 u 4) Oblia 3aperucTpupoBaHa y
6 %. Y B3pocibiX manueHToB ¢ mo3aHuMu ¢azamu XMJI wimu OJIJT Ph+ 3agepikka skuaKocTH
TSOKENIoW creneHH HaOmonanack B 8 % ciyyaeB, BKJIIOYas BBIPAKEHHBIN IJIEBPAIBHBIA U
nepuKkapauanbHbIi BHIIOT Y 7 % 1 1 % mnanueHToB, COOTBETCTBEHHO. BBIpa)K€HHBIH acUMT U
reHepaIM30BaHHbI OTEK pa3BWINCh Yy MeHee ueM 1 % ManueHTOB C PE3UCTEHTHOCTBIO K
uMaTuHUOY. ¥V 1 % ManueHToB ¢ Pe3UCTEHTHOCThIO K MMAaTUHUOY 3aperHCTPUPOBAH TSHKEIBIN
OTEK JIETKHUX.

HpI/I MOABJIICHHUH OJABIIIKH, 6ollm B T py,[[HOfI KJIICTKEC MM CYXOIro KallJid HCOGXO)II/IM



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 01.04 2026 N= 6647

PEHTTEHOJOTUYECKUI KOHTPOJIb OPraHOB TPYAHOM K'Jll-gl_'llc-ﬂ-l Eﬁi&%@“ﬁﬁgﬂogﬁl :E)%B‘IHO

KYIIUPYETCS NPU IPUMEHEHUU IOAJNEPKUBAOIIECH TEpaluu C BKIIOYEHUEM AUYPETHKOB WIH
KOPOTKOTO Kypca TINIIOKOKOPTHKOCTEpPOMIOB. IIpu BBIpakK€HHOM IUIEBPAJIBHOM  BBIIIOTE
TpeOOBAIMCh OKCUI'€HOTEpAINUs U TOpPAKOLEHTe3. 3aJepikKa JKUAKOCTU Halnrojanach yaue y
NAIUEHTOB, IPUHUMAIOLIUX [TpEenapar 1Ba pa3a B CyTKH.

Takue HeXenaTelbHbIE PEAKIMU KaK 3aJepiKKa JKUAKOCTH, OJIBIIIKA, OBICTpas yTOMIISIEMOCTb,
IJIEBPAJIbHBIN BBINOT, KallleIb, KPOBOTEYECHMS B HYDKHUX OTIENAX KEITYJOYHO-KUIIEYHOI O TPAKTa,
HapyLICHUs alllIeTUTA, B3LyTHE )KUBOTA, TOJIOBOKPY>KEHHE, IEPUKAPAUAIIBHBIN BBIIIOT, 3aCTONHAs
ceplie4yHas HENOCTAaTOYHOCTh, CHUKCHHE BECA, Yallle BCTPEYAIOTCA Y MALMEHTOB cTapiie 65 JIeT,
MO3TOMY CJIEAyeT O0ECIeUYHTh TIIATeIbHOE HAOMIO/ICHHE 33 MalMeHTaMU JaHHOW BO3PAaCTHOM
IPYIIIBL.

Ynnuenue narepsaiga QT

VY nnunenne unrepBana QT HaOmronanock MeHee 4eM y 1 % ManueHToB ¢ BIEPBbIE BBIIBICHHBIM
XMJI Ph+ B xponmyeckoil (aze, momydaBmux Ia3aTWHUO, MPH 3TOM YIIMHEHHE COCTABHIIO B
cpemaaem 3,0 mc. Y uymHenue uaTepBaia QT npu edeHun qa3aTmHUOOM HAOIIOIAIOCh ¥ OoJiee ueM
1 % manMeHToB ¢ PEe3UCTEHTHOCTHIO WM HETIEPEHOCUMOCTBIO Tepanuu UMaTUHUOOM. JlazaTnuHu6
ClIeZlyeT UCIOJIb30BaTh C OCTOPOXKHOCTHIO y MAIMEHTOB C yIJIMHEHHBIM HHTepBajoM QT mmum ¢
PHCKOM €ro yJUIMHEHHUs (TUMOKAIMEMHs, TUTIOMarHueMusi, BPOXKJICHHBI CHHIPOM YAJIHMHEHHOTO
QT wunTepBana, Tepanus aHTHAPUTMUYCCKUMH U PYTUMHU TIpeTiapaTaMu, CIIOCOOHBIMH Y UTHHSTD
uHtepBan QT, mpeiiecTByromas Tepanusi BBICOKUMH J103aMU aHTPALMKIMHOB). Jlo HazHaueHus
Ja3aTUHUOA ClIeAyeT IPOBECTH KOPPEKLIMIO TUITOKAIMEMUN U THIIOMarHUEMHUH.

Hapymenus co CTOpOHBI CEPJICIHO-COCYAUCTON CHCTEMBI

VYV nanueHToB ¢ 3a00jieBaHUSMHU Cepllla B aHaMHE3e WIM PUCKOM HX pa3BUTUS CpeIu
HE)KeNaTeNIbHBIX peakIiii yaiie, 4eM y ApYrux rpyIm, oOHapyKUBaJIUCh HAPYLIEHUS CO CTOPOHbI
CepACYHO-COCYTUCTON  cHUCTeMbl  (3acToifHas  cepieyHass  HEJOCTaTOYHOCTB/CepaeuHast
TUCOYHKIUS, MEepUKapIUalbHBIA BBIIOT, ApPUTMUS, OULIYLIEHHE CepAUeOMeHUs, YJUIMHEHUE
untepBana QT, undapkr Muokapaa (B T.4. ¢ JETaJbHBIM HCX0J0M). BBuay sToro y maHHoi
IpyNIbl  MAaMEHTOB HEOOXOAMMO TIHIATEIbHO KOHTPOJMPOBATh IAapaMeTphl  CepJeuHOU
NEeSITebHOCTH C LENbI0 BBIIBIGHUS W, MPH HEOOXOAUMOCTH, KOPPEKIHH BO3MOXHBIX
HEKeNaTeNIbHbIX PEaKIMil CcO CTOPOHBI CEPJECYHO-COCYIUCTOM cuctembl (Oonb B Tpynu,
3aTpyJHEHHOE JbIXaHue, MoTooTAeaeHue). [Ipyu pa3BUTHN HeXenaTeabHbIX PEAKINil CO CTOPOHBI
CepAEeYHO-COCYTUCTON CUCTEMBI JIEUEHUE MpenapaToM CleAyeT MPHOCTaHOBUTh. Bo3oOHOBIEHME
JIeYCHHUs] BO3MOXKHO TII0CJI€ BBIMOJHEHHUS (DYHKIIMOHAIBHOM OIIGHKM: HCXOJAHAs J03a MpU
CI1a0bIX/yMEPEHHBIX HEXKEeNaTeIbHBIX peakiusix (< cTeneHb 2), CHIKEHHE J103bl MPH TSKENbIX

HEXENAaTeIbHBIX PeaKIusIX (> CTETeHb 3).
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Jlerouynas aprepualibHas THICPTCH3N

Jlerounas aprepuanbHas runeprensus (JIAIY), moaTBepkaeHHasi IPU MOMOIIM KaTETEpU3ALUU
IpaBbIX OTAEIOB CEpP/Ia, MOXKET HAOMIOJAThCsA Kak B XOJAE JCUCHHS a3aTMHUOOM, TaK U TI0
IPOILECTBUM roja v 0oJjiee 1ocie ero OKOHYaH!sl, 4acTo Ha (POHE COIMYTCTBYIOIUX 3a00JI€BaHUM
U OJHOBPEMEHHOIO IIpueMa Jpyrux JEeKapCTBEHHbIX IpenapaTtoB. Jlo Hayana JedeHUs
N1a3aTUHUOOM CJIE€yeT MPOBECTH 00CIENOBAaHHE IAIEHTAa C IEJbI0 BBIABICHUS BO3MOXKHBIX
IIPU3HAKOB U CUMIITOMOB 3a00JieBaHUM cepala U Jierkux. Eciu B Xoze jeueHus 1a3aTuHuoOM y
HalMeHTa OTMEYAI0TCs OJIbIIIKA WIHM YCTaJIOCTh, HEOOXOAMMO UCKIIIOYUTh Hanbosee TUIINYHYIO
STHOJIOTHIO, BKJIIOYAsl IUIEBPAIbHBIM BBIIOT, OTEK JIETKMX, AHEMHUIO U HAJIM4YME MH(UIbTpATa B
aerkux. [Ipu 3ToM HEOOXOIMMO YUUTHIBATH PEKOMEHAALINH, JaHHBIE B paszene 4.2 s ciyvaeB
pPa3BUTHUSL HEreMaTOJOIMYECKHX  HEXKENATENbHbIX peakUuid: MpU  Pa3BUTHUU  TSXKENbIX
HEreMaToJIOTHYECKUX HEXeNaTeNbHbIX PeaKIMi JIedYeHne PUOCTaHABIUBAIOT O UCUE3HOBEHHUS
CUMIITOMAaTUK{ HEXKENATeJIbHOM peakiMy WIK 10 YIy4llIeHHUs COCTOSHUS NallkeHTa.

Ecnu B niporiecce 00cae10BaHus MallMEHTa He ObLI TOCTABJIEH APYrOi UarHo3, cieyeT NPUHIThH
K paccMmoTtpenuto auario3 JIAI. B cioyuae noarBepxaenus JIADIY y mnamueHra jeudeHue
Ja3aTMHUOOM IpeKpaiiaioT 0e3 MOCIeoYyIoLEero BO300OHOBIEHUS, 00ECHEeUnB IMOCIEAYOIINN
KOHTPOJIb COCTOSIHMSI IAI[EHTa B COOTBETCTBUU CO CTAaHAAPTHBIMHU PEKOMEHIALUIMHU.

TDOM6OTI/I‘-I€CKa$I MHUKPOAHTHUOIIATUA

[Tpumenenne mHrHOUTOPOB THpOo3nHKKWHA36I BCR-ABL Obu1o cOmpsikeHO ¢ TPOMOOTHUYECKOU
mukpoanruomnatieit (TMA), B ToM umciie UMEIOTCS OTUETHI O IaHHOW HEe)KeNaTeNbHOM peakiuu y
NalMEeHTOB, MOJYYaloIUX Tepanuio Ja3aTHHUOOM. B cimyuae, eciu y manueHTOB Ha Tepamnuu
Ja3aTUHUOOM OyayT BBISBIIEHBI J1a0OpaTOpHbIE WIM KIMHUYeckue mnpusHaku TMA, npuem
npemnapara Clie[yeT IMpepBaTh, 3aTeM IPOBECTH TIIATeNbHOE oOcienoBanue Ha npeamer TMA,
BKIto4asg oneHky aktuBHocTH ADAMTSI13 u onpenenenue antu-ADAMTS13-antuten. He
ciiefyeT BO30OHOBIIATh TEPANUIO B ClIydae MOBBIIMIEHHOro ypoBHs aHTU-ADAMTS13-anTuren B
COYeTaHUM ¢ HU3KOH akTuBHOCTRIO ADAMTS13.

PeaxTuBanug Bupyca renaruta B

WNuruburops! Tupo3unkrHazsl BCR-ABL cBs3bIBatoT ¢ peaktuBanueit Bupyca renatuta B (BI'B),
€IMHUYHbIE CIy4ad OMUCAHBI JUIs Ja3aTuHUOA. B HeKkoTophIX ciydasx peaktuBaius BI'B npu
MPUMEHEHUHU IPYTuX MHruOuTopoB Tupo3uHkrHa3sl BCR-ABL npuBoauna K pa3BUTHIO OCTPOH
MEYCHOYHON HEIOCTaTOYHOCTH WM (YJIbMUHAHTHOTO TeMaTuTa, a B MOCIEAYyIoIMeM — K
Iepecake NeYeH! WIH JIETAIbHOMY UCXO.Y.

[lepen HawasioM Tepanuu a3aTUHUOOM JOJDKEH MPOBOIAUTHCS CKPpUHUHT Ha Hamumune BI'B. Jlns
MAlMEHTOB, UMEIOIINX MOJI0KUTEIbHbBIE CEPOIOTHUECKHE MPOOBI, PEKOMEHAYETCSI KOHCYIbTaIH

CIleHuanMcTa, uMerero onslt jeyenus BI'B. ¥V mauuenroB-Hocurened BI'B, nyxnarommxcs B
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U JabopaTopHble MoKa3aTenu aktuBauuu BI'B Ha mpoTsbkeHMM Tepanuu M HECKOJIBKO MECSLEB
nocie ee OKoHuaHus. s manmeHtoB ¢ peakTuBUpoBaHHBIM BI'B Ha ¢one npumeneHus
Ja3aTuHUOA MOKa3aHa HeMeUIEHHAsk KOHCYIbTaIHs CO CIIELMAIUCTOM 110 jeueHuto BI'B.

CHHIpPOM JIM3HCA OIYXOJIH

beumn  3aperucTpupoBaHBl Cilydaud pasBUTHS CHUHAPOMA JIM3UCA OIYXOJIM Y IIAUEHTOB C
PE3UCTEHTHOCTHIO K MPEALIECTBYIOMIEH Tepanui UMaTHHUOOM, NMPEHMYIIECTBEHHO Ha MO3/JIHUX
cTagusax 3aboneBaHus. BenencTBue BO3MOKHOCTH pa3BUTUSL CHHIPOMA JIM3UCA OMYXOJH Iepen
HAyaJIoM JICYEHUs 1a3aTUHUOOM He0OXO0AMMO MOAJEPKHUBATh a1€KBATHBIM yPOBEHb I'MJIpATaLIH,
IIPOBOJIUTH KOPPEKILIUIO YPOBHS MOYEBOM KHCIOTHI U KOHTPOJIUPOBATh CONECPKAHUE IIIEKTPOJIUTOB
B IU1a3Me KpoBH. [laliMeHThl Ha MO3IHUX CTaAWsAX 3a00JIEBaHMS W/MIM C BBICOKOH OITyXOJEeBOU
Harpy3Koil HaxoJAATCs B IPYyIIE BBICOKOI'O PHUCKA, [0 3TOM MpPUYMHE OHU HYXKAAlTcsa B Ooiee
4acTOM 00CJI€ZJOBaHUM.

BiausgHue Ha poCcT U pa3BUTHE NETEU U MTOJIPOCTKOB

B knmHUYeCKUX MCCIeI0OBaHUSX TPH JICYCHNUH JIETEH C BIIEPBHIC BBISIBICHHON XPOHUYECKOH (a3oi
XMJI Ph+ nnu npu pe3aucTeHTHOCTH/HEIEPEHOCUMOCTH UIMAaTHHIOA 110 MEHBIIIEH Mepe yepes /1Ba
rojia Mocjie OKOH4YaHus JieueHus y 4,6 % mauueHTOB HaOJI0JAUCh HEXEeIaTelbHbIe peakluy,
CBSI3aHHbBIE C POCTOM U Pa3BUTUEM KOCTEH (BKJIIOYas Clydau 3aMeJICHUS] NHBOIIOIUY MU (U3a,
OCTEONEHHUH, 3aMEJUIEHUs pocTa, TMHEKoMacThu). MHTepnperanus pe3yapTaToB 3aTpy/HEHA B
BUJY KOHTEKCTa XPOHMYECKOTo 3a00JeBaHMS M MOJUIEKHUT JOJTOCPOUYHBIM HaOmroneHusM. B
UCCIIEIOBAaHMAX MpH JeuyeHUH nenuarpudeckux nanueHtoB ¢ OJUJI Ph+ nazatuaubGom B
KOMOMHAIIUM C XUMHOTEpanueld MakCUMyM 2 rojia CIyCTs IOciie JIEYeHHUs OTMEYEH Ciydail
HEXENATeJIbHBIX PEAaKIUH, CBA3aHHBIX C HAPYLIEHUSIMU POCTA U Pa3BUTHUS KOCTEM.

ITpoune

[Tpu noBbIIEHNH YPOBHS TpaHCAMHHA3 WK OUIMpyOUHA CleyeT YMEHbIIUTh 703y Mpernapara
WJIU IPUOCTAHOBUTH €0 MPUEM.

IIpyn pa3BUTHM TUNOKAIBIMEMUU COCTOSIHUE KOPPEKTUPYETCS NPUEMOM BHYTPb IIPENapaToB
KanpusA. Bo BpeMsi jieueHus U B TEUEHUE MUHUMYM 3 MECSLEB OCIE U My XYUHAM, U )KCHIIUHAM
HEOOXO/IMMO HCIIONIb30BaTh HAJAEKHBIE METOAbl KOHTpaunenuuu. Eciu Bo Bpems JiedeHus
Ja3aTHHNOOM HacTyIHIa 0€peMEHHOCTb, MJIU €CITU CTAJI0 U3BECTHO, YTO IIPenapaT UCIOIb30Bajcs
BO BpeMsi OEpEeMEHHOCTH, CIEAyeT HEMEMJIEHHO MPOUH(POPMUPOBATH MAIUEHTKY O BO3MOXKHOM
pucke mns minona. Ilpu mnpueme pasatuHnOa ObUIM OTMEUYEHBl HMHIUBUAYaJbHBIE CIy4yau
BO3HUKHOBEHHUs TSDKENBIX HEXENATEIbHbIX PEaKLMi, IOpaXarolUX KOXY U CIU3HUCTBIC
0005104kH, B TOM umciie cuHapom CrtuBeHca-/[»oHcoHa U MHOroopMHON sputeMsl. B ciydae

IIOABJICHUS TAaKUX HEXKEIAaTCIIbHBIX peaKHI/Iﬁ BBUAY IpUEMa IIpe€rapara, JECYCHHUE IIpCrapaToM
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 01.04 2026 N= 6647
(NOCNEOOBATENEHOCTE 0001)

Hazatuan6-buneprus HEOOXOIUMO MPEKPATHUTH

BcrnioMmorarensHble BEeCcTBA

Tabnerku mnpenapata Jlasarunu6O-buneprust comepxar makro3y. Ilanmentam ¢ penko
BCTpEUaIoLIeiicsl HACIeCTBEHHOM HEMEPEHOCUMOCTBIO ralakTO3bl, 1e(UIIUTOM JIAKTa3bl JIonapen
WM TJII0K030-TAJIaKTO3HOM MalibabcopOLuel He clieyeT MPUHUMATh 3TOT Mpenapar.

45. B3aumojaeiicTBHe ¢ JPYIrMMH JIeKAPCTBEHHBLIMH IHpenapataMM W Jpyrue BHJbI
B3aHMO/JeHCTBUSA

IIpemapaTsl, KOTOPhIE MOTYT IOBBINIATE KOHIICHTPALMIO I[a3aTI/IHI/I6a B I1J1Ia3M€ KPOBH

Hazatuaun6 seasercs cyoctparom uzodpepmernta CYP3A4. Maruburops! nzodpepmenta CYP3A4
(HampuMep, KETOKOHA30J], HTPAKOHA30J, JSPUTPOMHUIMH, KIAPUTPOMUIIMH, PUTOHABHP,
aTa3aHaBUp, HHIUHABHD, HETI(UHABHUP, CAKBUHABHP, TETUTPOMHUIINH, TPEUTIPPYTOBBIA COK) MOTYT
MOBBIIIATh KOHIEHTPALMIO JAa3aTHHHOA B IUJIa3ME€ KPOBH, IOJITOMY CleQyeT H30eratb Hx
COBMECTHOTO NpPHUMEHEHHUs C Aa3aTHHUOOM. [lalMeHThl, y KOTOpBIX HE YyJaeTcs H30ekaTh
CHCTEMHOTO INpreMa MomrHoro uHruoutopa nzopepmenta CYP3A4, momKHBI HAXOTUTHCS TOJ
TIIATEIbHBIM HAOIIOACHUEM IS CBOEBPEMEHHOTO BBISIBIICHUS IIPU3HAKOB TOKCHYHOCTH.

IIpenapaThl, KOTOPbIE MOT'YT MOHMKATh KOHIICHTPAILIUIO I[aSaTI/IHI/I6a B I1J1Ia3M€ KPOBH

Nunyxrops! nzodpepmenta CYP3A4 MoryT cCHIKaTh KOHLEHTPALMIO Ja3aTUHNUOA B IIa3Me.
Crnenyer u30eratb COBMECTHOTO MPUMEHEHHUSI MOITHBIX MHIYKTOpOB m3odpepmenta CYP3A4 ¢
nazatuHuooM. Ilanumentam, npuHuUMaromuM HHIYKTOpel u3opepmenta CYP3A4 (mampumep,
JIeKcaMeTa3oH, (EHUTOMH, KapOamasenuH, pudaMnuiuH, ¢GeHodapOouTan WM Ipenaparsl
3Bepobosi mpoasipsiBieHHoro (Hypericum perforatum), BMecTo 3THX TpemaparoB CIeIyeT
Ha3Ha4aTh MpernapaTel, He obnanatomue (WM oOJagarone B MHUHUMAJIBHOW CTETICHH)
CIOCOOHOCTBIO MHIyIIUPOBATh 3TOT U30()EPMEHT.

Aumayuowl (npenapamsi, cooeparcawjue antoMuHus 2UOPOKCUO/MALHU 2UOPOKCUO)

Ecnu anTanupl He00X0MMBI, pEKOMEHYETCsl UX NMPUHUMAaTh HE MEHEee YeM 3a 2 yaca J0 WU
yepes 2 yaca nocJje npuema JazaTuHuoa.

Bnokamopur Ha-2ucmamunosvix peyenmopos u uHeubumopbt npomoHHOU NOMNbL

JlnutensHOE  TOJABIIEHHE  CEKPEeLUMH  KHUCIOTHI  JKEIyJOYHOro  Ccoka  OJokaropamu
H2-rucTaMuHOBBIX peLienTOpOB U MHTUOUTOPaMH ITPOTOHHOW MOMITEI (Hanpumep, GaMOTHINHOM
¥ OMETPA30JI0M) MOXKET MIPUBOANUTH K CHIKCHHIO KOHIICHTPAILIUH JTa3aTHHHOA.

CoBMecTHOE NMPUMEHEHHUE 3TUX TPETapaToB W Ja3aTHHHOA HEe peKOMeHAyeTcs. B kadecTBe mx
JIbTEPHATUBBI MOXKHO HMCIOJB30BaTh aHTAIU/bI (32 2 yaca 0 WM 4yepe3 2 yaca Iocje mpuema
Jla3aTHHUOA).

Bansane JlaSaTI/IHI/I6a Ha JpYyruc JCKAapCTBCHHBIC ITPCIIapaThl

Hazatuan® sBisiercst mHTHOMTOpoM u30depmenta CYP3A4, mosTomMy ero coBMECTHOE
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npuMeHeHue ¢ cyOcrpatamu u3ohepMeHTa CYP3A4 n&&l@%ﬁﬁgﬁﬂ lﬁgﬁ'—clml;r_é 'j)igﬂ}:'loro

cyocrpara. Cyb6crpatsl n3zodepmenta CYP3A4 ¢ y3kuM TepaneBTUYECKUM JIHUANa30HOM, TaKHUe
Kak ajaeHTaHWI, acTeMU30J, TepheHaINH, U3ANpHI, MUKIOCHOPUH, (DEHTAHWI, MHMO3H]I,
XMHUJIUH, CUPOJIUMYC, TAKPOJUMYC M aJKAJIOUIbl CIIOPBIHBH (3PrOTAMUH, IUTHIPOIPTOTAMHUH )
CIIe/TyeT MCIOIb30BaTh C OCTOPOIKHOCTHIO Y MAIMEHTOB, TOTYYarOIIUX J1a3aTHHUO.

4.6. @epTHIBHOCTH, 6EPEMEHHOCTD U JIAKTALUS

>K€HH_[I/IHLI C ACTOPOAHBIM ITOTCHIIMAJIOM (KOHTDaL[eHI_II/ISI Y MYKYMH U )KeHIJ_[I/IH)

My»X4UHBI 1 )KEHIIUHBI IETOPOJHOIO BO3pACTa, BEAYIIHE MOJIOBYIO )KU3Hb, BO BpEMsI JICUCHUS U
B TCYCHHE MHUHHMYM 3 MECAIECB TIOCIE JOJDKHBI MCIOJIb30BaTh 3(PQPEKTHUBHBIE METObI
KOHTpaleniuu.

bepemeHHOCTD

[To pe3ynbTaTam MOCTPEruCTPAIIMOHHBIX UCCIEAOBAHUNA OTMEUYEHO, YTO IPUMEHEHHE 1a3aTHHU0A
BO BpeMsi OEpPEMEHHOCTH MOXKET MPUBOJUTH K CAMOMPOU3BOIILHOMY a0OPTY, a TAaKXKE BBI3BIBATh
QHOMAJIMM Pa3BUTHS IUJIOJa M HOBOPOXKIEHHBIX. Ecnum OepeMeHHOCTh HACTyNuja BO BpeMs
JICYCHUsST Ja3aTUHUOOM ClIeJlyeT HEMEIJICHHO MPOMH(DOPMHPOBATH MANMUEHTKY O BO3MOXXHOM
pHUCKe I T10/1a.

JlakTauus

HMeroTcss HeI0CTaTOYHBIC/OTPaHUYCHHBIE JAaHHBIE O BBIJCICHUH Ja3aTUHHOA C TPYIHBIM
MOJIOKOM Yy  4YeJOBeKa WM  JKUBOTHBIX. DUBUKO-XUMUYECKHE U  HMEIOUIUecs
dbapmakoIMHAMUYECKHE/TOKCUKOJIOTHYECKIE JaHHbIe MO Ja3aTHHHOY YKa3bIBalOT Ha TO, UYTO
npenapar BhIACIAETCS ¢ TPYAHBIM MOJIOKOM, M3-3a YETO HEJb3sl UCKII0UYaTh HAIMYME PUCKA IS
MJaJIeHIIa Ha TPYIHOM BCKapMJWBaHMH. B mepwon JsedeHus [Ja3aTUHHOOM TpPyIHOE
BCKapMJIMBAHUE CIEIYET MPEKPATUTD.

DepTUabHOCTD

B uccnenoBaHusx Ha KUBOTHBIX Ja3aTUHUO HE BIMSUT Ha (PepTHIILHOCTh CaMI[OB M CAMOK KPBIC
(cm. pazgen 5.3). HeoOxoaumo mpenynpekaTh MaueHTOB MY>KCKOTO I0JIa COOTBETCTBYIOIIETO
BO3pacTa O BO3MOXXKHOM BIMSHUHM Ja3aTHHHOAa Ha (QEepTHIILHOCTh, TPU OSTOM BO3MOXKHO
noTpedyeTcsi pacCCMOTPETh BOIIPOC O KOHCEPBALIUU CIIEPMBI.

4.7. BuausiHHe Ha CIOCOOHOCTH YNPABJAATH TPAHCIOPTHBIMHU CPeACTBAMM U padoTaTh C
MeXaHH3MaMHu

Hccnenoanuii mo BIMSHUIO Mpenapara Ha CIOCOOHOCTh K BOXKICHUIO U YIIPABICHUIO TEXHUKOMN
HE TPOBOAMIOCH. ECIM manMeHT oTMeYaeT CBSI3aHHBIE C JICYEHHEM CHUMITOMBI, TaKHe Kak
TOJIOBOKPY)KEHUE M HApYyIIEHHUs 3PEHUs, BIUSIONIME HAa €ro CIOCOOHOCTh K KOHILIEHTPALUU H

OBICTPOTY PEAKIINU, PEKOMEHIYETCSI OTKA3aThCsl OT YIPaBICHUS aBTOMOOWIIEM M BBITOTHEHUS
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

BHUMAaHHUA U OBICTPOTHI IICHXOMOTOPHBIX PEaKIHii.
4.8. HexenarejbHble peaKuu

Pesrome mpoduisg 6esonacHOCTH

VY GoNpIIMHCTBA B3POCIBIX MALMEHTOB HEXeJlaTelbHble peakluu ObUIM MPEXOASIIUMU, JICUSHHE
Ja3aTHHUOOM OBLIO MPEKpAIIeHO M3-3a HeXKENATENbHBIX peakuuil y 12 % manueHToB ¢ BIEpBbIC
BBISIBJICHHON xpoHudeckoi ¢dazoit XMJI Ph+, a takxke y 15 % manueHToB B XpOHHUYECKOU (haze
XMIJI ¢ pe3uCTeHTHOCTbIO K MMAaTUHUOY WM €ro HemepeHocuMmocthio, y 16 % — B ¢aze
akcenepanuu XMJL, y 15 % — B ¢a3e muenougHoro OnactHoro kpuza XMJI, a taxxke y
8 % manuentoB ¢ OJIJI Ph+.

Cpenu nereit ¢ xponuudeckoi (azori XMJI Ph+ BBHUAy cepbe3HBIX HEXENaTeNbHBIX peaklui
Tepanus Ja3aTuHuOOM Oblia mpekpaiieHa y 1,5 % naiueHros.

[Tpodwie OezonacHOCTH MpUMEeHEHUs nazatiuanOa y aereit ¢ XMJI Ph+ B xpornueckoii ¢ase B
LIEJIOM COOTBETCTBOBAJ JIaHHBIM IPUMEHEHHUS Y B3pOCIBIX NAIMEHTOB, 3a HCKJIIOUYEHHEM
OTCYTCTBHSl CJIy4aeB JIETOYHOM TUIIEPTEH3UH, MEPUKAPAUAIBHOTO BBINOTA, ILIEBPAIBLHOTO
BBIIIOTA, OTEKA JIETKUX.

Tabauunoe PE3I0OME HEXKENATCIILHBIX PEaKIINN

YacToTa BOSHHKHOBCHHSI paclpeiesisiiach B COOTBETCTBUE CO CIICAYIOIIUMHU KaTErOPUSIMH: OYCHb
gacto (> 1/10); gacto (ot > 1/100 go < 1/10); mewacto (ot > 1/1000 mo < 1/100), peaxo
(ot > 1/10000 mo < 1/1000), ouens penxo (< 1/10000), gacroTa HeusBecTHa (HAa OCHOBAHHUH

HMCIONIUXCA JaHHBIX YaCTOTY BO3SHUKHOBCHUSA OLUCHUTDH HGBOSMO)KHO).

Hngpexyuu u unsasuu

Quenv wacmo | uaekuuu (B TOM uncie OakTepHalibHble, BUPYCHbIE, TPUOKOBBIE)

Yacmo ITHEeBMOHUS (B TOM yHClie OakTepualibHasi, BUPyCHasl U TpUOKOBast), HH(EKLIUU
BEPXHHUX JIbIXaTeNbHBIX IyTEH, TepreTHUecKue HH(MEKINU, SHTEPOKOJIHT,
Cercuc (B TOM YHCJIEe HEYACTO — C JIETAJIbHBIM UCXO0JIOM)

Hapywenusa co cmoponst Kpogu u 1umgamuyeckoil cucmemol

Ouenb yacmo | MuesnoOCyIpeccusi (BKJIOYasi aHEMHI0, HEHTPONIEHUIO, TPOMOOIIMTONICHUIO)
Yacmo bebpuiibHasT HEUTPOTIEHUS

Heuacmo auMbaaeHonaTus, TMMQGOTECHUS

Peoko DpuUTpOOIACTOTICHHS

Hapywenus co cmoponst ummynnoii cucmemol

Heuacmo PEaKIMU TUIIEPUYBCTBUTEILHOCTH (B TOM YHUCJIE y3JI0BaTasi )puTeMa)

Peoko aHaQUIAKTHYECKUHA [IOK

JHOOKpUHHbIE HApYUWIeHUA

Heuacmo ['mnotupeos

Peoko THIIEPTUPE03, THPECOUUT

Hapywenua memaboauzma u numanus

Yacmo HapyIIeHWs anmeTuTa (BKJIIOYas CHWKCHHE alllleTHTa, paHHee HACBIIICHHE,

ITOBBIIICHHUC aHHeTI/ITa), THIICPYPUKCMUA
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TUICPXOJICCTCPUHEMUSI
Peoxo caxapHblii quaber

Hapywenusa co cmoponsl HepEHOUL cuCHIeMbl

Ouenv yacmo

roJioBHas 00Jib

Yacmo

OeccoHHMIla, Jemnpeccusi, HeWpomatus (BKIOYass — nepupepUyecKyro
HEHWpONaTHio), TOJIOBOKPYKEHUE, M3BpaAIlIECHUE BKYCa, COHJIUBOCTD

Heuacmo

0eCIOKONCTBO, dMOIMOHAIbHAs J1a0UIBHOCTh, MCUX03, CHIKEHHUE JTHOUIO,
KpOBOU3JIMSAHUSA (TaKM€ KaK BHYTPUMO3TOBas IeMaToMa, BHYTPHMO3IOBOE
KPOBOU3IIMSHUE, SIUAYpalbHas T€MATOMa, BHYyTPUUEPEITHOE KPOBOU3IIHUSIHUE,
reMOPParu4eckKUuii  MHCYJIBT, cy0apaxHOHMJAIBHOE  KPOBOUBIHSHHE,
cyOnypanbHas remaroma, cyo1ypaibHOE KPOBOU3IUSIHUE), TPEMODP, 0OMOPOK,
aMHe3Hsl, HapylIeHUE PaBHOBECHUS

Peoko

CyIOpOTH,  HapylIeHHWEe  MO3TOBOrO0  KpoBooOpamieHuss  (MHCYJIBT),
TPaH3UTOpPHAsl HILIEMUYECKasl aTaka, BOCHAJICHHE 3PUTEIBHOTO HEPBA,
napasyu VII mapel 4epenHo-MO3roBbIX HEPBOB (JIMIIEBOTO HEPBA), aTaKCHS,
JIEMEHLHUs

Hapywenusa co cmoponsl opzana 3peHus

Yacmo 3pUTEIbHBIE PACCTPOMCTBA (HEUETKOCTh, pPACIIBIBYATOCTb, CHU)KEHUE
OCTPOTBI 3PEHHUSA), CYXOCThb TIJa3, KpOBOM3JIMSHUS B CKIepy IJiaza,
KOHBIOHKTHUBAJIbHBIE KPOBOU3JIHSHHUS

Heuacmo KOHBIOHKTUBUT, HAPYIIEHUE 3pEHHs], CBETOO0S3Hb, CIIE30TCUCHHE

Hapywenus co cmoponst opzana ciyxa u 1abupunma

Yacmo

LIyM B yIIax

Heuacmo

BEPTHIO, NIOTEPS CIIyXa

Hapywenus co cmoponwl cepoya

Yacmo

NepUKapIUalbHbI BBINOT, apUTMUS (BKJIIOYAsl TaXUKapJUIO), HapyLICHUs
byHkuMu cepaua (BKJIHOYAs JKENYJA0YKOBYIO JTUCPYHKLHUIO, CEpIACUHYIO
HEJI0CTaTOYHOCTb, 3aCTONHYIO CEpACUYHYIO HE/I0CTaTOYHOCTb,
KapAMOMHUONATHIO,  3aCTOMHYK  KapJUOMHONATHIO,  JMACTOJINYECKYIO
JTUCOYHKIUIO,  yMEHbIIEHHE  (Qpakiuu  BbIOpOCa,  KEIYJOUYKOBYIO
HE/I0CTaTOYHOCTh), YyYallleHHOe cep/leOueHne, MOBbIIIEHHEe AaKTHUBHOCTH
MO3TOBOI'0 HATPUIYpETUUECKOT0 MENTUAA, AUCPYHKIINS MPAaBOT0 KETyJ0UKa,
KEJIY0YKOBasi THIIOKUHE3US

Hevuacmo

ymmaenne uHtepBaia QT wna OKI, creHokapaus, Kapauomeramnus,
NepUKApIUT,  JKEIYJOYKOBas  apuUTMHsl  (BKJIIOYAs  SKEITYJOYKOBYIO
TaxuKapJui0), UHPApPKT MUOKapJa (B TOM YHCIE C JIETaJbHBIM HCXOJIO0M),
u3MeHeHue 3youa T, moBbIlIeHHEe aKTUBHOCTH TPOIIOHHUHA

Peoxo

MHUOKapJIUT, OCTPBI KOPOHAPHBIA CHHAPOM, OCTAHOBKA Cepla, YUIMHEHHE
uHTepBasia PR, nmemuueckas 001€3Hb cep/lia, MIEBPONEPUKAPIUT

Hapywenusa co cmoponwt cocyoos

Ouenv yacmo

KPOBOTEUCHHs (TaKue KaK HOCOBbIE KPOBOTEUEHUs, KPOBOTOUMBOCTH JIECEH,
reMaToMBl, IETEXUH, MypIypa), KpOMe JKeITyJOUYHO-KUIIEYHBIX KPOBOTEUEHHH
Y KPOBOU3JIUSHUN B LICHTPAJIbHON HEPBHOU CUCTEME

Yacmo «TIPHIIUBBD», TOBBIIICHUE apTEPHATLHOTO JTABJICHHUSI
Heuacmo CHI)KEHHE apTepUAJIbHOTO J1aBiieHus, TpoMOodieduT, Tpom003
Peoxo «JIETOYHOE CEP/LIE», OCTPbI KOPOHAPHBINA CUHAPOM, «MPAMOPHOCTH KOXKH,

TpoM003 rI1y0OKHX BEH, SIMO0IIHs

Hapymemm CO CmOpOHblL obIXamebHou cucmemol,

cpedocmenus

0p2ano06 ZpyOHOUl KilemKu u

QOuenv yacmo ‘ HHCBpaHLHLIﬁ BBIINIOT, OABIIIKA
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nerkuX, MHEBMOHHT, HeToMHAS MMIepTetsis

Yacmo JIETOYHbIE HH(PMIBTPATHI, OTE
Kalesab

Heuacmo OpoHxuanbpHas acTMa, OPOHXOCIAa3M, JISTOYHAsI apTepHalibHAs TUIICPTEH3US,
nuchoHus

Peoxo OCTPBIN PeCIUPATOPHBIN TUCTPECC-CUHAPOM, JIETOUHAst SMOOJIHS

Kenyoouno-kuuieunvle napyuienus

Ouenv yacmo

Japesi, TOITHOTA, PBOTA, OOJIH B XKHBOTE

Yacmo

BOCMAJICHUE  CIM3HCTBIX  00ojouek  (BKIIOYas  MYKO3UT/CTOMATHT),
KEITyJOYHO-KHUIIIEYHBIE KPOBOTCUCHHU S, JUCTICTICHS, B3y THE )KUBOTA, 3aIIOPHI,
TacTPHT, MOPAKEHUS MATKUX TKaHEH MOJIOCTH pTa (BKIIIOYAst CyXOCTh BO PTY,
XCHIIUT, My3bIPHKOBBIC BBICHIIAHKS Ha T'y0aX, CyXOCTh I'y0, S13BBI Ha ry0ax,
9pPO3UU  CIU3HCTOM  OOOJIOYKHM  TOJOCTH  pTa), KOJUT  (BKJIHOYAs
HEUTPONEHUYECKUN KOJINT)

Heuacmo mucdarusi, aclluT, aHATbHbBIC TPEIUHBL, H3bA3BICHUS BepxXxHUX 0TAeoB KKT,
MaHKPEaTHT, 330(aruT, racrpod3odareayibHas pedrokcHas 001e3Hb
Peoxo KEIYJAOYHO-KHIIIEYHAsT JHTEPONMATHUs C TMOTeped Oenka, KHIIEYHAS

HCTIPOXOAMMOCTD, OCTpLIﬁ ITaHKPCATHUT, aHaJbHBIN CBHII]

Hapywenusa co cmoponsl neueHu u ycenuegvblgo0Auux nymei

Heuacmo

XO0JIECTA3, XOJICOUCTUT, I'CIIATHUT

Hapywenusa co cmoponsl K0xcu U NOOKOHCHBHIX MKAHe

Ouenv yacmo

KOXKHasi ChIb (BKJIHOYasl JIEKAPCTBEHHYIO Chlllb, IPUTEMY, MYJIbTH()OPMHYIO
OPUTEMY, DPUTPO3, MAIYJE3HYIO Cblllb, MSATHUCTO-NAIYJE3HYIO CBIIb,
IIyCTYJIE3HYIO  CBIllb,  INEIYIIEHUE  KOXH, BE3UKYJSIPHYIO  CBIIb,
MaKyJIONyCTYJIE3HYIO Cblllb, 3KC(POJUATUBHYIO ChIllb, I'€HEPAIN30BAHHYIO
9pUTEMY, TE€HUTAIbHYIO Chlllb, TEIJIOBYIO Cblllb, O€Nble YIpPH, MOTHULY,
MyCTYJIE3HBIN TICOPHA3, ChIb, SPUTEMATO3HYIO ChIIb, (YOJUTUKYISIPHYIO CHIIb,
TEHEPAIM30BaHHYIO ChIlb, MAKYJISIPHYIO ChIllb, 3yAIIYIO ChIllb, Pa3ApaXXeHUE
KOXH, TOKCHYECKYIO KOXHYIO CBIllb, BE3UKYJE3HYIO YPTHUKApHYIO ChblIlb,
BaCKYJUTHYIO ChIIIb)

Yacmo 3yJ, yrpeBas ChINb, AJOMENHUs, CYXOCTh KOXH, THIIEPTUAPO3, KPAUBHHIIA,
JEpPMAaTUT (BKJIIOYAst K3EMY)

Heuacmo KOXKHBI€ 3Bbl, OYyJUIE3HBIN JepMaTo3, HapyIeHHUs] TUTMEHTAIH, TOPAKEHUS
HOTTEeW,  (QoTOoCceHCHOWIM3anusi, TMAaHHUKYJIHT, CHHAPOM  JIAJOHHO-
MOJOLIBEHHON  APUTPOJIM3ECTE3UH, W3MEHEHHUs BOJOCSHOIO IOKPOBA,
HeUTpoUIbHBIN JepMaTo3

Peoko JeUKOLMTOKIACTUYECKUIA BaCKYJIUT, (UOPO3 KOKH

Hapywenusa co cmoponsl mpluieuHoil, CKe1emHoll U cOeOUHUMENbHOU MKAHU

Ouenv yacmo

KOCTHO-MBbIIIIeUHAas 00JIb

Yacmo apTpayrusi, MblIIeYHas c1ab0CTh, MUANTHUS, KOCTHO-MBIIIIEUHAsi CKOBAHHOCTb,
MBILIEYHBIE CTIA3MBI

Heuacmo pabIOMHOJIN3, MHO3UT, TEHIMHUT, OCTEOHEKPO3, apTPUT

Peoxo 3aMeJIeHHass WHBOJIONMS Snudu3a, 3aJepkka pocra (YacToTa ITaHHBIX

HEXEJIATEeJIbHBIX PEeaKIUi B UCCIICIOBAHMSIX YV IETEH OTMEUEHA KaK «4acTO»)

Hapywenus co cmoponst nouek u mouegvleo0aujux nymeii

Heuacmo noYyeyHasi HeIO0CTaTOYHOCTb, YYaIlleHHOE MOYEHCITyCKaHUE, MPOTEUHYpPHS,
reMaTypust
Peoko HapyueHne QyHKIMU TOoYeK

Eepemenuocmb, n0Cﬂep0008blﬁ nepuoo U nepuHamaibiovleé COCMOARUA

Peoxko

CaMONPOM3BOJILHBIN a00pT

Hapywenus co cmoponst penpodyKmugnoii cucmemosl U MOJI0UHBIX JHcelle3
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Heuacmo IMHEKOMACTHS, — HAPYLICHHS _ MCHCTPYAIRAOTO — (uKid, |~ BArAHATLHbe

KPOBOTEUYEHHsI, MATOUHBIE KPOBOTECUCHHSI

Obdwue napywienus u peakyuu 6 mecme 66e0eHus

Ouenv wacmo | nepudepudeckue OTEKH (BKJIIOYAs JIOKAIM30BAHHBIE OTEKH IOJKOXKHON
KJIETYATKU DPA3JIMYHON JIOKAIM3ALUHU, I'PAaBUTALMOHHBIE OTEKH), OTEK JIMILIA
(BKJIIOYAsI OTEK SI3bIKA, OTEK I'y0, OTE€K 00JacTH PTa, OTEK KOHBIOHKTUBBI, OTEK
B 00JaCTH IJa3a M BEK, OTEK OpOUTAJIbHOW KJIETYATKH, NEpUOpPOUTaIbHBIE
OTEKH, MaKyJIIpHble OTEKH, OTE€YHOCTh JIUI[A), MOBBIIIEHHAS YTOMJISEMOCTb,
HOBBILICHHE TEMIIEPATYPHI Tea

Yacmo reHepaJIn30BaHHbIE OTEKW (BKJIOYas 3aaepxkKy kuakoctd, otek JKKT,
TeHEepAM30BaHHbI  OTEK, nepudepudeckuidi  OTeK, OTeK,  OTeK,
00yCIIOBJICHHBIN CeplIeYHON HEIOCTaTOYHOCTHIO, MapaHedpaibHbI BBIMOT,
MOCTHPOIIETYPHBIN OTEK, BUCIIEPAIbHBINA OTEK), acTeHUs, 00Jb, 00JIb B TPy Iy,
03HO0, CHIDKEHHUE WM YBEJIMYSHHE MACChI TeJIa, CIYTAHHOCTh CO3HAHUS
Heuacmo HEIOMOTaHHuE, MOBBIIICHUE aKTUBHOCTU KpeaTHH(POCHOKMHA3HI, TOBBIIICHUE
AKTUBHOCTH TramMMa-TIIOTaMHJITPAHCIICNITUAA3bl, MPOYME TMOBEPXHOCTHBIC
OTEKH (BKJIOYasi OTEYHOCTh MOJIOBBIX OPraHOB, OTEK B MECTE pa3pe3a KOXKH,
OTEK IMOJIOBBIX OPraHOB, OTE€YHOCTH MOJIOBOTO 4WIEHA, OTEK IMOJIOBOTO YJICHA,
OTE€K MOIIOHKH, OTE€YHOCTb KOXH, OT€YHOCTh SIMUEK, BYJbBOBAarMHAJIbHYIO
OTEYHOCTb)

Peoko HapyILIEHUE OXOJIKH

Kpome TOro, mpu nmpuMeHeHHMH Ipernapara HoJdydeHa MH(pOpMaLus O CICAYIOIIUX SBJICHUSX,
4acToTa KOTOPHIX HE YCTaHOBJICHA, /WM CBSI3b MX C IPUMEHEHHEM Ja3aTHHNOA He JOKa3aHa:
Hnghexyuu u uneazuu: peaktuBanus supyca renatura B (BI'B).

Hapywenus co cmoponul cepoya.: Gubpuinsus npeacepauil/TperneraHue npeacepamii.
Hapywenus co cmoponul cocyoos: TpomboTHueckas Mukpoanruonatus (TMA).

Hapywenus co cmopoHvl OblXamenbHOU CUCEMbl, OP2AHO8 2PYOHOU KIEeMKU U CPeOOCMEeHUs.:
UHTEPCTUIIMAIBHBIC 3a00JI€BaHUS JIETKUX, ITHEBMOHHSI.

Kenyoouno-kuweunvle napyuienus: X exy04HO-KUIIEYHOE KPOBOTEUEHHUE C JIETATbHBIM HCXOJIOM.
Hapywenus co cmoponul kodicu u nookodicHvix mranei. cuaapoM CtuBeHca-J[>KOHCOHA.
Hapywenus co cmoponsl nouex u mouesvbig00awux nymeti. HEPPOTUUECKUIN CUHIPOM.
Jlabopamophvle u uncmpymenmanbHvle OaHHbIE:

- TPOMOOIIUTONEHUS, aHEMUSI U HEUTpONeHUs 3 WiIu 4 cTeneHH, OCOOEHHO y MAaIMEeHTOB ¢
no3aauMi azamu XMJT wiau octpeim OJIJT Ph+;

- TUMOKaIMEMUs, TUIIOKANbIIMeMHUs, Tunogdocharemus;

- MOBBILIEHNE aKTUBHOCTH MEYEHOYHBIX TpaHCaMUHa3 (anaHuHaMuHOTpaHchepasbl (AJIT),
acrapraramuHoTpancdepassl (ACT));

- MOBBIIIEHUE KOHIIEHTpaUU OWIMpyOrHA W/WIIM KpeaTHHHHA B CHIBOPOTKE KPOBH.
Hanbomnee yacThIMu HeXeNaTeIbHBIMHI PEAKIIUSMH IIPH MPUMEHEHUH a3aTHHNOA Y TIAIIMEHTOB C
BIiepBhIe BhISIBICHHBIM XMJI Ph+ B XpoHudeckoit (aze SABIAIOTCS 3a7epKKa )KUJIKOCTU U TUapes,

a y NanucHTOB C PE3UCTCHTHOCTHIO UM HCICPCHOCUMOCTBIO MMaTUHUOAa — 3aACPIKKA KUAKOCTU
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W Juapesi, TOJOBHasi 0O0Jb, OABIIIKA, CHIMb, YCTaJ'IOCTB,( qgﬁ%‘%ﬁg&ghﬁ;hj ?Tgt:l-t:% |kax

JKETYIOYHO-KHUIIIEYHbIE KPOBOTEUEHUS U JAPYTHE).
W3meHeHuss 1a0OpaTOpHBIX TIOKa3aTeled y JeTeid COOTBETCTBOBAIM W3MEHEHHUSM JTHX
MoKa3aresel y B3pOoCibIX IMallueHTOB.

Jletu ¢ OJIJI Ph+ npu ucmonb30BaHuy qa3aTiHNOa B KOMOMHALIMN C XUMHUOTEpaIInei

HexenarenbHble peakuuy, ONUCaHHBIE B JBYX MEIUATPUUECKUX HCCIIEIOBAHUSAX, B KOTOPBIX
Ja3aTMHUO MPUMEHSIICS B COUYETaHUU C XMMUOTEpAIeil, COOTBETCTBOBAIM U3BECTHOMY MPODHITIO
0€30I1aCHOCTH  Jja3aTMHUOA Yy B3pOCIBIX M OXHIAaeMOMY H(PQPEeKTy OT XUMHOTEpaluH, 3a
WCKJIIOYCHHEM MEHBIIEH BCTPEYAEMOCTH IUIEBPAJIBHOIO BBINOTA y JETEH 10 CPAaBHEHHUIO CO
B3POCJIBIMH.

B nmerckoMm wccienoBaHUM OCTPOro JUMQOOIACTHOTO JIeHKOo3a MoKa3aTenu JabopaTOPHBIX
OTKJIOHEHUIl COOTBETCTBOBAIM H3BECTHOMY Mpoduio 0Oe30macHoCTH Uil J1abopaTOPHBIX
apaMeTpoB y B3POCIBIX HAIMEHTOB C OCTPHIM JUMQOOIACTHBIM JIEHKO30M, MOIy4aBLIMX
(OHOBBII KypC XUMHUOTEPAIIUH.

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKITINAX

Baxxno coo061math 0 mo/103peBaeMbIX HEXKeNaTeIbHBIX PEAKIUAX MOCe perucTpaliy npemnapara ¢
HENbI0 O0ECeueHUs HEMpPEePHIBHOTO MOHUTOPUHTA COOTHOIIEHUS «IOJIb3a — PHUCK»
JICKApCTBEHHOTO Tpernapara. MeIuuHCKIM pa0OTHUKAM PEKOMEHIYeTCs COOOIIaTh O JIHOOBIX
MO/I03PEBACMBIX HEXKENIATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO Tpernapara 4epe3 HallmOHAJIbHBIC
CHUCTEMBl COOOIIEHHsT O HEXKeJIaTeNbHBIX pPEeaKIUsIX TOCYIapcTB - uleHoB EBpasuiickoro

9KOHOMHUYECCKOIo COro3a.

Poccniickas @enepanns

OenepanbHas cinyx0a 1mo Haa3opy B chepe 3mpaBooxpanenus. Aapec: 109012, r. Mocksa,
CrnaBstHCKas miomianp, 1. 4, ctp. 1.

Tenedon:+7 800 550 99 03

DnextpoHHas noura: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru

Caiit B MH(POPMAIIMOHHO-TEIEKOMMYHHUKAIITOHHOMN CeTH «nTepreT:

https://www.roszdravnadzor.gov.ru/

4.9. Tlepemno3upoBka
CHUMOTOMBI
[lepeno3upoBka Aa3aTHHHOOM 3apETHCTPUPOBAHA Y JBYX MAI[MEHTOB, MPHHUMABIINX B TedeHHE |

Henenu o 280 Mr npenapara B A€Hb, YTO MPUBEJIO K 3HAUUTETLHOMY CHKEHHIO YMCIIa TPOMOOIIUTOB.
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(MOCNEOCBATENEHDCTE 0001)

JleueHune

B cnyuae mnepeno3upoBku TpeOyeTcs THIATENbHOE HAONIOJCHUE 3a MAlMEHTaMH C IIEJIbO

KOHTPOJIA CTCICHU MUCIIOCYIIPECCUU,; TIPU H€O6XOZ[I/IMOCTI/I — CUMIITOMAaTU4YCCKas TCPaIius.

5.  ®APMAKOJOI'MYECKHUE CBOVMCTBA

5.1. dapmakoauHAMH4YeCKHe CBOMCTBA

dapmakoTepaneBTHUECKas rpymIa: IPOTUBOOITYXOJIEBbIE CPEICTBA; MHTMOUTOPHI TPOTEHHKHUHA3;
uHruouTopsl Tupo3uHkuHaszsl BCR-ABL.

Kon ATX: LO1IEAO2

MexaHu3M IeHCTBUS

Hazatuaun6 narudupyet tuposunkuHazy BCR-ABL u tupo3unkunassl cemericta SRC, a Takxke
MHOTHE Jpyrue OHKOreHHbIe KuHa3bl, BKItodas c-KIT, kunazy adppunoBoro (EPH) peuenropa u
PDGFp-peuentop. [la3aTunu® cBs3bIBaeTCS C aKTUBHONM M HEaKTUBHOW ¢dopMamu QepmeHTa
BCR-ABL u B cyOHanomossipHbix koHeHTpanusix (0,6-0,8 HMonb/mMiT) HHTUOHpYET ee.

q)aDMaKOZ[I/IHaMI/I‘-IeCKI/Ie Bd)d)eKTBI

B ycnoBusx in Vitro na3atuHuO MposBIIsET aKTHBHOCTh HAa KJIETOYHBIX MOJIEIISAX JICHKO3a, Kak B
OTHOILIEHUM YYyBCTBUTEIbHBIX, TaK M PE3UCTEHTHBIX K MMATHHHUOY KieTokK. JlazaTuHu®
IPE0I0JIEBAaeT PE3UCTEHTHOCTh K HMMATHHUOY, CBsA3aHHYyIO c rumepakcnpeccueii BCR-ABL,
myTarusiMu  joMeHa BCR-ABL  kuHa3pl, akTUBalMed aJbTEPHATHBHBIX MEXaHU3MOB,
uHayuupytomux kuHaszbl cemeiictBa SRC (LYN, HCK), a taxke c rumepakcrpeccueil resa
MHO>KE€CTBEHHOM JIeKapCTBEHHON pe3ucTeHTHOCTH. [Ipu uccnenoBannn myranuii jomena BCR-
ABL B X01€ KIMHUYECKUX UCCIEAOBAHNUN Y NAIIUEHTOB C BIIEPBBIE BBIABICHHBIM XPOHUUECKUM
MHENONEHKO30M B XPOHUYECKOH (hasze, MPEKpaTUBILUX MPUEM Aa3aTUHUOA, OBUIM BBISBICHbI
mytaruu T3151, F3171/L u V299L. Ha ocHoBaHMM 3KCIEpUMEHTOB IN VItro mgasatuHuO, mo-
BUJUMOMY, HE MTPOSBIIIET aKTUBHOCTH B OTHOLIEHUH MyTarmu T3151.

5.2. dapMakOKHHeTHYeCKHe CBOHCTBa

Abcopbrus

AGcopbuust ObicTpas. MakcuManbHas KOHIEHTpalusi Ja3aTUHUOA TIOciie IpuemMa BHYTPb
HabmotaeTcs yepes 0,5-3 yaca y B3pocibix 1 yepes 0,5-6 4acoB y nereit Bcex BO3paCTHBIX TPYIIIL.
[Tnomans o kpuBoi «koHLEeHTpauus-BpeMs» (AUC) u BbIBeIeHUE ABISIOTCS 10303aBUCHMbBIMH
B Auama3oHne 703 oT 25 mo 120 mr 2 pasa B geHb. CpenHuil o0 TEPMHHATBHBIA MEPHO
MOJTyBBIBEICHUS na3zaTuHUOa y B3POCIIBIX MAIMEHTOB COCTaBIIsIE€T
5-6 4acoB, y nereii 2-5 4acos.

[Tpn mpueme ogHokpatHO# 1036l 100 Mr na3atiHuOa y B3pocibix yepe3 30 MUHYT IMocie mnpuema

IIUILIM C BBICOKUM COJZIEp’KaHHEM upa orMmedaercs yeenudenue cpeaneri AUC Ha 14 %; nocne
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ot 01.04.2026 Ne 6647
(NOGHEAOBATENEHOCTE 00)

1)
IpreMa IUILIY ¢ HU3KUM coJiepaHueM xupa — Hal21 %. [IprueMTini bIBACT CYILCCTBEHHOTO

COOTBETCTBYET 3KCMEPTHOMY OTUYETY

BJIMSIHUSL HA BCachiBaHWe. [Ipy MpHMEHEHHH HATOIAK BapHaOEIbHOCTh CHCTEMHOTO BO3ICHCTBUSI
nazatuHuOa (kodddumment Bapuanuu 47 %) oka3amach BBIIIE, YeM TPH MPUEME C HEKUPHOU
(koo duument Bapuanuu 39 %) u xupHo (Ko3hpuumenT Bapuarun 32 %) numiei.

Hcxonss U3 pe3ysbTaToB MOMYJIIIIMOHHOTO (hapMaKOKMHETHYECKOTO aHalln3a BapuaOeIbHOCTh
CHCTEMHOT'O BO3JICHCTBHS Ja3aTWUHHOAa B OCHOBHOM OOYCIIOBJICHA BHYTPHHHIMBHYaJIbHON
BaprabeIbHOCTRI0 OUoAOCTYMHOCTH (Kod(ddumment Bapuaruu 44 %) U B MEHbIIEH CTENECHU
MEXHHIUBH Ty AJIbHOM BapraOeIbHOCTHI0 OMOAOCTYITHOCTH U KiMpeHca (KodhPuirenT Bapuanuu
32 % u 30 %, coorBercTBeHHO). CiyuyaiiHas BHYTPUUHAMBHAyalbHas BapHaOeIbHOCTh
NPEIOIOKHUTEIBHO HE BIMSIET HA CYMMapHOE CUCTEMHOE BO3AeHCTBHE U A(P(DEKTUBHOCTh U
0€30MacHOCTb.

Pacnpenenenne

Kaxymmiics o0beM pacrpeneieHusi Ja3aTuHuOa y MalueHToB cocTaBiseT 2505 1, dro
CBUJICTEIILCTBYET O 3HAYUTEIHLHOM pACIPENCIICHUH BO BHECOCYAMCTOM MpocTpaHcTBe. [lpm
UCIIOJIb3YEMBIX B KIIMHUYCCKOW MPAKTUKE KOHIICHTPAIMSX CBS3BIBAHUE Na3aTUHUOA ¢ OenkamMu
ILUTa3MBI cocTaBasgeT 96 %.

BI/IOTDaHCd)ODMaHI/IH

N3odepment CYP3A4 sBnseTcs OCHOBHBIM (DEPMEHTOM, OTBETCTBEHHBIM 3a METa00IU3M
nazatuan6a. Iocne mpuema BHYTps 100 Mr [*C]-maszatmHuGa 370poBBIME TOGPOBOIBIIAMH,
29 % palnOaKTUBHOCTH B TUIa3Me MPUXOMIIOCH Ha JIOJIFO HEM3MEHEHHOTO nazatuanoa. Cys mo
KOHIICHTPAIIMK B IJIa3M€ W aKTHBHOCTH IN Vitr0 MOKHO MPEINOOKUTh, YTO METaOOIUTHI HE
UTparoT OOJBIION posin B (hapMaKOJIOTUYECKOM JIEHCTBUU Ta3aTUHUOA.

OIMMHUHALHS

Jla3aTuHUO BBIBOJUTCS, TJABHBIM OOpa30M, KHUIICYHUKOM, TNPEUMYIIECTBEHHO B BHJIC
merabomutoB. Ilocme OmHOKpaTHOTO mpuema BHYTph [*Cl-maszatmrmba 4 % u 85 %
PaZMOaKTUBHOCTH BBIBOJAUTCS MOYKAMU U KUIIIEYHUKOM, COOTBETCTBEHHO, B TeueHue 10 cyTok.
Hewmsmenennniii nma3zatuau® coctaBiusger 0,1 % wm 19 % 03B, BBIBOAMMOH IIOYKAMU H
KHUIIIEYHHKOM, COOTBETCTBEHHO, OCTAIbHAS YaCTh JIO3bI ITPEJICTABICHA META0OTUTAMH.
dapMaKOKHHETHKY JTa3aTHHHOA H3yJaTH y 8 TTAIUEHTOB C YMEPEHHBIMH HAPYIICHUSAMH (DYHKIIHN
MEYCHU TIOCTE OJHOKPATHOTO MpHueMa mpernapara B g03e¢ S0 Mr ' y 5 MalUeHTOB C TSHKEIBIM
HapylieHneM (QYHKIIUU TEYeHH TOocIe OJHOKPATHOrO MpueMa mpemnapara B go3e 20 mr B
CpaBHEHHUU C (papMaKOKWHETUKOU y 3I0POBBIX I0OPOBOJIBIIEB MOCTE MMpreMa ipenapara B 103¢ 70
Mmr. 3HadeHus1 Cmax 1 AUC st nazatunauba O6putn Hioke Ha 47 % u 8 %, cCOOTBETCTBEHHO, MPHU
YMEPEHHOM MOBPEKICHUH MIEYESHHU, 10 CPABHEHUIO CO 3HAYCHUSMH y 3JIOPOBBIX TOOPOBOJIBIIEB. Y

NAIMEeHTOB C TSOKENbIM HapylIeHHeM (YHKUUU Me4eHnn cHukeHue 3HaueHU Cmax 1 AUC s
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(NOCNEOOBATENEHOCTE 0001)

nmasatunanOa nocturaio 43 % u 28 %, COOTBETCTBEHHO.

COOTBETCTBYET ZKCNEPTHOMY OTUETY

VY manueHToB ¢ HapyLIEHUSIMH (PYHKIIUH MToYeK (papMaKOKMHETHKA Aa3aTHHUOA HE U3MEHSCTCS.
eTu

B xome wuccnenoBanus ¢GapMakOKMHETHMKH C Y4YacTHEM [MalMeHTOB JETCKOro BO3pacra

perynupyemoe no3upoBkoil aeiictBue na3zatuHuOa (Cavg, Cmin B Cmax) OBUIO CXOXHM JUIs

NAIMEHTOB C XPOHUYECKUM MHe0Ierko30M (XMJI) B xpoHnyeckoi (pa3e 1 MarreHToB ¢ OCTPBIM

1M OOIACTHBIM JIGHKO30M C MONIOKHUTENbHOU prunanenshuiickoit xpomocomoit (OJIJI Ph+).

CYH_IGCTBCHHBIX pa3J'IPI‘IPII>i B (bapMaKOKI/IHeTI/IKC MCXKAY J€TbMHA U ITIOAPOCTKAMU HE Ha6J'II-OI[aJ'IOCB.

6. ®APMAIEBTUUYECKHUE CBOWCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BeLECTB

JIaKTO3bI MOHOTHJIPAT

[lem1r0s103a MUKPOKpUCTAJUTMYECKAs]

['unposnosa (ruApOKCUIPONIIILIEIIIION03A)

Harpus kpockapmeriosa

Marnus cteapar

Obonouxka mabremku:

Kommo3zurust ais 0607109k 6€10ro 11BeTa (Ha OCHOBE IMOJIUBUHUIIOBOTO CIIUPTA):
IToNnMBUHUIOBBIA CIUPT

Turtana auokcun (E171)

Tanpk

Maxkporosa 3350/4000 (TTOIUATUICHTIIUKOIB )

6.2. HecoBMecTHMOCTH

He npumenumo.

6.3. Cpok rognoctu (Cpok XpaHeHHs!)

3 roxa.

6.4. Oco0ble Mepbl MPeI0CTOPOKHOCTH NMPH XPaHEHUH

XpaHuTb IIpu TeMIiepatype He Boime 25 °C.

6.5. XapakTep H cojiep:kaHue NePBUYHONH YIIAKOBKH

[To 10 TabneTok B KOHTYpHOU S4YEHKOBOW yIMaKOBKE, COCTOALIEH U3 (OJIBIY OPUEHTHPOBAHHBIN
nonuamu/amomMuanid/monusuHUIxIopus (OITA/An/TIBX) u Gonasru alroOMUHHEBOW MeyaTHOU
JTAKUPOBAHHOM.

[To 3 nnm 6 KOHTYPHBIX TYSHKOBBIX YIAKOBOK BMECTE C JTMCTKOM-BKJIAJIBIIIIEM IOMEIIAIOT B MAYKY
KapTOHHYIO.

6.6. Oco0ble Mepbl NPEIOCTOPOKHOCTH NPH YHHYTOXKEHHM WCNOJbH30BAHHOTO
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JIeKAPCTBEHHOT0 MNpenapara WJIH  OTXQIOB, %ﬁﬁlﬁ%?“Tﬁ%@c'Jﬁd%ﬁLhnﬂ

JIEKAPCTBCHHOI'0 IIpenapara, ujim paﬁoTbI ¢ HUM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7.  JEPXATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

Poccniickas @enepanys

AO «buneprusn»

143930, MockoBckast o6nacTs, r.0. banammuxa, r. bamammuxa, mxp. CanteikoBka, mi. PasuHCKoe,
I. 69, o1. /moment. 1/41, opuc 106A

Ten.: 8 (495) 580-55-02

dakc: 8 (495) 580-55-03

Onekrponnas mouta: info@binergia.ru

7.1. IlpencraBuTe b iep:KaTesisi perucTPalMOHHOIO YA0CTOBEPEeHH s

[Iperen3un norpedbuTeNe HAOPABIATE 110 aAPECY:

Poccuiickas ®@enepanus

AO «buneprus»

143930, MockoBckas ob6nactb, T.0. bamammxa, r. banammxa, Mmxp. CanteikoBka, 11. Pa3uHckoe,
I. 69, o1. /moment. 1/41, opuc 106A

Ten.: 8 (495) 580-55-02

daxkc: 8 (495) 580-55-03

OnekrpoHHas nodra: safety@binergia.ru

8. HOMEP PETUCTPAIMOHHOTI'O YOCTOBEPEHUA

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOT O ITPEITAPATA

JlexapcTBEeHHBIN ITpenapaT OTHOCUTCS K KATETOPUM OTITYCKa: 110 PELEenTy

O6ma51 XapaKTCPUCTHKA JICKAPCTBCHHOTI'O IIpCIiapaTa I[a3aTI/IHI/I6-BI/IHepl“I/IH AOCTYIIHA B CIUHOM

pEeEeCTpe 3apeTUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB EBpa3niickoro 3KOHOMHYECKOTO CO03a.
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