COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 30.11.2023 N= 25283

OBILASI XAPAKTEPUCTHUKA JIEKAPCTBEHHOFO TIPEITAPATA “70)

1. HAUMEHOBAHUE JIEKAPCTBEHHOTI' O ITPEITAPATA
Mupconn®6, 20 mr, TabIeTKH, MOKPHITHIC IJICHOYHOH 000710YKOH
Mupconn6, 50 mr, TabeTkH, MOKPHITHIC IJICHOYHON 000710YKOH
Mupcouu0, 70 Mr, TabIeTKH, TOKPHITHIC TUICHOYHOH 000JI0YKOMH
Mupconu0, 80 Mr, TabeTKH, TOKPHITHIE TUICHOYHOH 000JI0YKOMH
Mupconn6, 100 Mr, TaGIETKH, TOKPBITHIE TUICHOYHON 000JI0YKOM

Mupconn6, 140 mMr, TaGIETKH, TOKPBITHIE TUICHOYHON 000JI0YKOM

2. KAUECTBEHHBIN U KOJIUYECTBEHHBIN COCTAB
JleiicTByro111ee BEIIECTBO: Aa3aTHHHO.

Mupcoau®, 20 mr, TabaeTKH, HOKPBITHIE [IJIEHOYHOW 000JI0UYKOM

Kaxxnas tabnerka comepxut 20 Mr nazaruauoa.

Mupconu6, 50 mr, TabJIeTKH, ITOKPBITHIE INIEHOYHOU 000JIOYKON

Kaxxnas tabnerka comepxut 50 Mr ga3zaTuHuoa.

Mupcoau®6, 70 mr, TabJIeTKN, HOKPBITHIE IJIEHOYHONW 000JI0UYKOM

Kaxxnas Tabnerka comepxut 70 Mr nazaruauoa.

Mupconu6, 80 mr, TabJIeTKH, ITOKPBITHIE INIEHOYHOU 000JIOYKOU

Kaxxnas tabnerka comepxut 80 Mr nazarunuba.

Mupconu6, 100 mr, Ta0JIETKH, IOKPBITHIE IIEHOYHOW 000JI0UYKOMI

Kaxnas tabnerka comepxut 100 mr nazatuauoa.

Mupconun6, 140 mr, TabIeTKH, HOKPBITHIE INIEHOYHOW 000JI0UYKOM

Kaxxgas tabnerka comepxut 140 mr nazatunuoa.

ITomupIit MEPCUCHb BCIIOMOI'aTCIIBHLIX BEIICCTB IIPUBEACH B pa3JiCjIC 6.1.

3. JEKAPCTBEHHASI ®OPMA
Ta0neTku, NOKPBITIE TNICHOYHOH 000I0UKOM.

MI/IDCOHI/I6, 20 mr, Ta6HeTKI/I, IMOKPBITHIE INICHOYHOM 000JI0YKOM

Kpyrnbie 1BOSKOBBITTYKITbIE TaOJETKH, TMOKPBITHIE TIJICHOUYHON OO0OJOYKOM OEIoro WM MOYTH
Oenoro 1iBeta. Ha monmepedunoM paspese siapo 6e10ro uiru 0e1oro ¢ )KeITOBATHIM OTTEHKOM I[BETA.

Mupconu6, 50 mr, TabJIeTKH, ITOKPBITHIE INIEHOYHON 000JIOYKOH

Kpyriibie 1BOSIKOBBIMYKJIbIE TAOJIETKH, MTOKPHITHIE TNICHOYHON 000I0UKON OT CBETIO-KEITOTO JI0
xentoro 1Bera. Ha momepeuHom paspese siapo Oenoro miu 0eaoro ¢ KeITOBAaThIM OTTEHKOM

IIBETA.
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Mupconu®6, 70 mMr, TaOIETKH, HOKPBITEIE [JICHOY

Kpyribie ABOSKOBBITYKJIbIE TAOJETKH, MOKPHITHIE IUIEHOYHOW OOOJOYKOW OT KPacHOro M0
KpacHO-KOpHYHEBOro IBeTa. Ha momepeyHom paspese supo 0enoro uiau 0esioro ¢ >KeaToBaThIM
OTTEHKOM IIBETA.

Mupcoau6, 80 mr, TabIeTKN, HOKPBITHIE IJIEHOYHONW 000JI0UYKOM

Kpyribie TBOSIKOBBITYKIIbIC TAOJIETKH, MOKPBITHIC IUICHOYHOW OOOJOYKOW OEIOr0 WM TOYTH
6enoro nsera. Ha momepeunoM pazpese sapo 6e710ro Uitk 6€10ro ¢ )KeITOBATHIM OTTEHKOM IIBETA.

Mupconu6, 100 mr, Ta0IeTKN, TOKPBITHIE IJIEHOYHOW 000JI0UYKOM

OBaJIbHBIC TBOSIKOBBIMYKJIIbIC TAOJIETKH, TOKPHITHIC INICHOYHOH 000JI0YKOM OT CBETIO-XKEITOTO 0
xenroro 1npera. Ha momepeuHom paspese siapo Oenoro mim 0enoro ¢ >KeNTOBAaThIM OTTCHKOM
aBETa.

Mupconu6, 140 mr, Ta0JIeTKN, TOKPBITHIE IJIEHOYHOW 000JI0UYKOMI

OBaJIbHBIC JIBOSIKOBBIIYKJIbIE TAOJIETKH, TOKPBITHIC TUICHOYHOH OOOJOYKOW OT KpPacHOro Jo
KpacHO-KOpHYHEBOro 1Beta. Ha momepednoM paspese sapo 0enoro wim Oelloro ¢ KeITOBaThIM

OTTCHKOM IIBETA.

4. KIMHUYECKUE JAHHBIE

4.1. lloka3aHusl K IPUMEHEHHUIO

JleueHne OHKOIOTMYECKUX 3a00ICBaHUI Y B3POCIbIX

« BrepBbie BbISIBIEHHBIN XPOHUYECKUH MUEIOIEHKO3 C OJIOKUTENbHON (punanenbhuiickoi
xpomocomoii (XMJI Ph+) B xponuueckoi dase;

« XMJI B xponumueckod (aze, ¢aze axcenepauuu wid (paze MHUEIOUIHOTO WIH
TUMQOUAHOTO OJIACTHOTO Kpu3a TMpH PE3UCTEHTHOCTH WM HENepeHOCUMOCTH
MpebIAyIIeN Tepanuu, BKI0Yasi MIMaTUHUO;

«  Octpplil TMMQPOOIACTHBIN JIEWKO3 C MOJIOKUTEIbHON (uianenbGuiickoil XpoMocoMoit

(OJUT Ph*) mpu pe3ucTEHTHOCTH MM HENEPEHOCHMMOCTH MPEIBILYIIEN TEPAIUH.

JleueHre OHKOJIOTHYECKHUX 3200JIEBAHUHN V JIETEH B Bo3pacTte oT 3 et xo 18 jmer

«  XMJI Ph* B xponudeckoii dase;
- Bnepsbie Boisiiennbiit OJIJT Ph™ B koMOWHAIINE ¢ XUMHOTEpATTHEH.
4.2. Pe:xuM 103UPOBAHMS M CIIOCO0 NPUMEHEHU

PexuMm no3upoBanus

Pexomenoyemvie nauanvhvle 003l npenapama Mupconub y 63pocivix
« 100 mMr oguH pa3 B IeHb (YTPOM HIIM BeuepoM) B XpoHudeckoil paze XMJI;

* 140 Mr oauH pa3 B eHb (YTPOM HJIM BEYEPOM) B OCTAIBHBIX CITydasX.
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XpoHuueckou gaze unu enepsvie svisgnrenuwviii OJ1JI Ph+
Haznauenue 10361 mpemnapara OCyIIECTBIISIETCS Ha OCHOBAHUHU Beca peOEHKa, OIMH Pa3 B JIEHb
(yrpom unm Beuepom). Ilepepacuer 103bl JOJDKEH MPOBOAMTHCS Kaxkiable 3 Mecdla, MpH
HEOOXOJMMOCTH - Yallle.

« 40 mr mpu Bece ot 10 kr 10 MeHee deM 20 KT,

« 60 mr mpu Bece ot 20 kr 10 MeHee yem 30 Kr;

« 70 mr nmpu Bece ot 30 Kr 10 MeHee YeM 45 KT,

« 100 mMr npu Bece MUHUMYM OT 45 KT.
[IpenapaTt He peKOMEHI0BaH JI€TSAM ¢ Maccol Tena meHee 10 Kr.
JnumenvHocms nevenus:
B kiIMHHMYECKMX HCCIEeNOBaHMIX JiedeHHe B3pocibix mamueHToB ¢ XMJI Ph+, XMIJI B ¢aze
akcenepanuu, Mueaoo6gactTHoro au6o muM@ooaacTHOro Kpusa (mo3aHss (aza 3a00yIeBaHus) UK
OJUJI Ph+ w nemmarpudeckux OombHbIX ¢ XMJI Ph+ pazatmHHOOM TpPOMOIIKAIOCH [0
IPOrpecCUpoBaHusl  3a00JieBaHUs WJIM HENEPEHOCUMOCTH JIEKApCTBEHHOrO  Ipemnapara.
[TocneacTBHsl OTMEHBI TEPAUK C TOYKU 3PEHUS AOJITOCPOYHOTO MPOTrHO3a 3a00JIeBaHUsI MOCHEe
JOCTHKEHHUSI LUTOTEHETHYECKOr0 WM MOJIEKYJSIPHOTO OTBeTa (B TOM YHCIE IOJHOTO
nurorenernueckoro oreera (I[1LO), 6ompioro monekynsapuoro orseta (bMO)) He u3ydanuce.
B xnuHMueckux vccnenoBanusax y neauarpuiaeckux 6omapHbeIx ¢ OJIJI Ph+ nazatnnn6 HazHavamm
B TIOCTOSIHHOM PEXUME B JOOABICHHUH K MOCIEA0BATEIbHBIM IIUKJIAaM OCHOBHON XUMHOTEpAIHU
Ha IpOTsKEeHUU He Oosiee 2 jeT. B cirydae nmocnenyroleit nepecaiki CTBOJIOBBIX KJIETOK IpenapaT
MupcoHn6 MOXHO IPUMEHATH €111e B TedeHHe | roja nocie TpaHCIUIAaHTalUK.
VYBenuueHrne UM yMEHbIIEHUE J03bl MOXET ObITh PEKOMEHJIOBAHO C YYETOM KIMHHYECKOTO
OTBETa U MEPEHOCUMOCTH IIpenapara MnauueHTOM.
TlosviueHnue 003vl y 83pOCIbIX:
B cnyuae orcyTcTBHSI reMaTOIOTHYECKOTO UIIH [IUTOI€HETUYECKOTO OTBETA PU PEKOMEHTyEeMOI
HAYaJIbHOM J103€ BO3MOYKHO yBEJIMUYEHHUE J103bI NTpenapaTta Mupconuo ao:

« 140 mr oxuH pa3 B ieHb ipu Xporuueckoit (aze XMJI u OJIJI Ph™.

« 180 mr oauH pa3 B AeHb npu nmo3aHux (hazax XMJI (daza akcenepanuu wim 61acTHOTO

kpusa) wim OJIJT Ph'.

Tosvluenue 0ozl y demeii:
B ciyuae oTcyTCTBHS reMaToI0rH4eCcKOro, IUTOr€HETUYECKOT0 MITU MOJIEKYJIIPHOTO OTBETA IPU
peKoMeHyeMol HauanbHOM no3e y mauumeHToB ¢ XMJI Ph+ B xponuueckoir ¢aze mpu
MIEPEHOCUMOCTH Teparuy BO3MOXKHO YBEJIMUEHUE 1035l penapata MupcoHud no:

« 50 mr npusece ot 10 xr 10 meree yem 20 Kr;
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« 70 mr mpusece ot 20 xr 10 MeHee yem B0 Kr;

« 90 mr nmpusece ot 30 kr 10 MeHEE YeM 45 KT;

« 120 mr npu Bece MUHUMYM OT 45 K.
He pexomenmyercs MOBBINICHHE 03kl MamueHTaMm aeTckoro Bo3pacta ¢ OJIJI Ph+, Tak kak
Ja3aTUHUO MPUMEHSIETCSI COBMECTHO € KypcaMu XUMUOTEpaIuu.
Koppexyus 0o3vl 6ciedcmaue nodounvix sghgexmos

Muenocynpeccusi 63pocavie/demu.

ITpu Muenocynpeccuu cienyeT yMeHbIIUTh J03Y, IPEPBAaTh TEPAIINIO WIK OTMEHUTH ee. B ciydae
HE00XO0IMMOCTH CJIey€eT IIPOBECTH TPAHCPY3HIO TPOMOOLIUTAPHON HIIU SPUTPOLUTAPHON MACCHI.
[Tpu ycTOMUMBOM MUEIOCYIPECCUH BO3MOXKHO IPUMEHEHNE TeMOIOATUYECKHX (PaKTOPOB pOCTa.
Koppexyus 003v1 npu Hetimponenuu u mpomooyumonerHuu y 63pocivix

Xpouuueckas aza XMJI (nauanvrnas 0oza 100 m2 00ur pas 6 oenv)

[Ipu abcomoTHOM uncie HeHTpoduios < 0,5 x 10%/1 mwin uucie TpombormTos < 50 x 10%/1:

1. Caenatp mepepsiB B JISYEHUHU IpenapaToM MUpcoHHO 10 AOCTHKEHHS a0COITIOTHOTO YMCIIa
neiirpoduios > 1,0 x 10%m u uncna TpomGormTos > 50 x10%/11.

2. B0300HOBUTH Teparuio B IIpexKHEH J103¢.

3. Ipu KonuuecTBe TPOMOOIMTOB MeHee 25 X 10%/11 1ii a6CoMoTHOM YHcIie HeHTPOo(hHIOB MeHee
0,5x10%mn, Habmonarommxcs 6osee 7 JHEH - CAENATh TEPEPHIB B JICUCHUH U MOCIE JOCTHXECHHUS
MCXOJIHBIX TIOKa3aTelied, Tepanuio BO30OHOBUTH B CHIDKEHHOMU 103¢ 80 Mr 1 pa3 B eHb (BTOpOM
smu30/1). [[1s manueHToB ¢ BHOBH BBISBICHHBIM XPOHMUYECKUM MHUENIONIEUKO30M B XPOHUYECKOM
¢aze mpu HACTYMIIEHUHU TPETHETO AH30/1a TPOMOOIUTO/HEUTPOTIEHUH CHIUXKAIOT 103y 10 50 mr 1
pa3 B neHb. [Ipu HACTyIUIEHUU TPETHErO AMHU30/1a TPOMOOIMTO/HEHTPOTICHHH Y TAI[MCHTOB C
apyruMu  (pazaMu MHEONICHKOo3a M HAIMYMH yCTOWYMBOCTH K MPEIIICCTBYIOMICH Tepanmuu
JIPYTHUMH TIpenapataMu (BKJIIOYas UMMAaTUHUO) UM €€ HEeTIePEeHOCUMOCTH MPEKPAIIAOT JeUYeHHe
npemnapaToM MupcoHuo.

XMJI (s paze akcerepayuu uru baacmuoz2o kpusza) u OJIJI Ph+ (nauanvuas 0osa 140 me 1 pas 6

Oenw). ITpu abcomomuom yucie netimpodunos <0,5 x 10°/1 wu yucie mpomboyumos <10 x 10°/:

1. YcraHoBuTh, 0OyCIOBJICHA JIM IUTONEHHUS JEHKO30M (acmuparusi Uil OHOIMCHUS KOCTHOTO
MO3Ta).

2. Ecnm muTomieHUsT He CBs3aHa C JICHMKO30M, JICYCHHE CIIAyeT MpepBaTh JI0 JAOCTHIKCHHS
abcomoTHOro umcia HeiTpodpuno > 1,0 x 10%nm u umcma TpomGormros > 20 x 10%m u
BO300HOBHUTH TEPAIUIO B MIPEKHEH J03€.

3. B cinywae penuanBa IIUTONIEHUHM CIEAYeT CHOBAa YyOEOUTHCS B MPHUPOJAE LUTONCHUH H
BO300HOBHUTH Tepanuio B cHMKEHHOM 103¢ 100 mr 1 pa3 B geHs (BTOpOit s3mm301) uiau 80 mr 1 pas

B JIEHb (TPETUi AMHU3011).
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4. Ecau BO3HHKIIAS OUTOIICHHUA CBs3aHa C

yBenuueHuu 10361 10 180 mr 1 pa3 B 1eHb.

[Tpu pa3BUTHU TSHKEIBIX HETEMAaTOJIOTHYECKUX MOO0YHBIX A (ekToB I cTerneHu u BhINIE JICYCHHUE
MIPUOCTAHABIMBAIOT 10 UCYE3HOBEHMSI CUMIITOMATUKH MOOOYHOrO 3 deKTa Wi A0 yIydlIeHUs
COCTOSIHUS NalnuenTa. JleueHrne MOXHO BO30OHOBUTH B CHHKEHHOM J103€.

Koppexyus 003wt npu netimponenuu u mpomboyumonenuu y oemeti npu XMJI Ph+ 6 xponuueckoii
Qase.

1. Ecom uuromnenusi coxpassercs Oojee 3 Helmenb cielyeT YCTaHOBUTH, OOYCIIOBJIEHA JIU
LUTOIEHUS JIeHKO30M (aciupanus Wid OHONCUSI KOCTHOTO MO3Ta).

2. Ecnu iuTorneHus He CBsI3aHa C JIGMKO30M, CJIENIaTh IIEPEPHIB B JICUCHUH MpenapaToM MupcoHuo
710 TOCTHXeHUs abCONMOTHOTO uncia Heifrpodunos > 1,0 x 10%1 u uncna tpombonuTos > 75 X
10%/1. BO306HOBHTB TEPAITHIO B IIPEXKHEH HIIH CHIDKECHHOI J103€.

3. B cnyuae peunauBa UTONEHUH CIIEAYET CHOBA YOEIUTHCS B IPUPOJIE IIUTONIEHUH (acTIUpalus
WK OMOTICHS KOCTHOTO MO3Ta) U BO30OHOBHUTH TEPAIHIO B CHIDKEHHOH J103€.

Pexomendosannas cxema CHUNCCHUS MAKCUMAIbHOU cymoyHou 0o3vl _npu XMJI Ph+ s

XpoHuueckou aze y oemell.

lcxonHas 103a [lepBUYHOE CHMKEHUE 103l [IoBTOpHOE CHUKEHHE O3Bl
40 mr 20 mMr -

60 Mr 40 mr 20 mr

70 mr 60 mMr 50 Mr

100 mr 80 mr 70 mr

B ciaywsae mnosiBieHMsT HEWTpPONEHMH TpeThel CTemeHHu M Bbllle (MJIM €€ IOBTOPHOIO
BO3HMKHOBEHUS ) JIEUEHUE MpernapaToM MupcoHHO JT0KHO ObITh IPUOCTAHOBIIEHO U MOXKET OBITh
BITOCJIEJICTBUY BO30OHOBIIEHO B CHUYKEHHOM J103€.

BpemenHoe ymeHblleHHME J103bI IPU NPOMEXKYTOUHBIX CTENEHAX LMUTONEHHUH MOMKET
MCIIOJIb30BAThCS AJI1 YMEHBIIEHUS! CUMIITOMOB WJIN YJIyUYIIEHHUS COCTOSHUS.

Koppexyus 0o3v1 npu netimponenuu u mpomboyumonenuu y oemeti ¢ OJIJI Ph+.

[Tpy BO3HMKHOBEHMH reMaToJIOrMUYeCcKUX OOOUHBIX sBJIeHUI 1—4 Kitacca y malueHToB JIeTCKOTo
Bo3pacta ¢ OJIJI Ph+ xoppekmus 10361 He peKoMeHayeTcs. B cimydae, eciiu HEUTpOTIeHUS W/UITH
IIUTONEHUS MPUBOIAT K 3a/I€pIKKe CIIeayIomero 06joka Tepanuu 6onee yeM Ha 14 gHel, iedeHue
Ja3aTMHUOOM ClleZlyeT IpepBaTh U BO30OHOBUTH CO CIIEAYIOLIETo OJ0Ka Teparuu B TOU XKe J103€.
Ecnu neiftponenus u / Ui TPpOMOOLIMTONEHHS] COXPAHSIOTCS, a CIEAYIOUINI OJIOK JIeUeHUs
3aJiep>KUBaeTcs elle Ha 7 JHel, He00XO0AMMO MPOBECTH OLIEHKY COCTOSIHUS KOCTHOT'O MO3Ta JUIs

OLICHKN HAIOJHCHUA KICTKAMU W IPOLUCHTHOTO COACPKAHUA OJIaCcTHBIX KJETOK. Ecmm
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MOKa a0COTIOTHOE YMCIIO HEUTPO(DUIIOB HE JOCTUTHET 3HaueHus > 500 / MKJI, TOCIIe Yero TEPaInio
BO300HOBIISIIOT B CTaHJAApTHOM f03e. Ecim conepxanune kietok 6omee 10 %, MOKHO paccMOTPETh
BO3MOXXHOCTh MPOJIOJKEHUS JICUSHUSI.

Hezemamonoeuueckue nobounwvie sghghexmut.

[Ipr pa3BUTHM YMEPEHHBIX HEreMaTOJOTHMUECKUX MOOOYHBIX peaknuid (2 CTEeneHw) JedeHue
CJIelyeT IPUOCTaHOBUTH A0 TEX MOP, IOKA PEAKLINs HE PAa3pEIINTCS NN HE BEPHETCS K UCXOAHOMY
ypoBHIO. JIedeHne BO30OHOBIISAIOT B IPEKHEH J03€, €CITM ATO MEPBbIH clTydail TOOOYHOM peaKinu,
MocJie TOBTOPHBIX CIy4YaeB PEeKOMEHAYETCSl CHIKEHUE A03bl 1a3aTHHUOA.

[Tpu pa3BUTHH TSHKEIBIX HETEMATOJIOTHYECKHX OOOYHBIX 3 hekToB (3 nin 4 cTeneHn) JieueHue
NPUOCTAHABIMBAIOT JI0 UCYE3HOBEHHSI CUMIITOMATUKHA TOO0YHOTO 3(exra mmm 10 ymydnieHus
COCTOSTHUS ManuenTa. JleueHrne MOXHO BO30OHOBUTH B CHIKEHHOM J103€.

V¥ B3pocaeix nanueHToB ¢ XMJI no3y pekomenayercst cau3uthb co 100 mr 1 pa3 B cytku 10 80 mMr
1 pa3 B cyTkH, a Ipu HEOOXOTUMOCTH AonoiaHuTeNbHO ¢ 80 Mr 1 pa3 B cytku g0 50 mr 1 pa3 B
CYTKH. Y B3pOCIBIX ManueHToB ¢ no3aaumu (Gazamu XMJI nimu OJIJI Ph+, monygarormmx 140 mr
l pa3 B cyTku, pekomMeHayeTcs CHikeHue 103bl 10 100 mr 1 pa3 B cyTku U jpaiee, eciu
notpedyercs - co 100 mr 1 pa3 B cytku 10 50 mr 1 pa3 B CyTKH.

VY mamuentoB aerckoro Bo3pacta ¢ XMJI Ph+ B xpoHndeckoil (haze ¢ HereMaTroJOorH4ecCKUMHU
NOOOYHBIMHU PEAKIUSMU CHUKEHHUE JI03bl JIOJDKHO MPOBOIAUTHCS aHAJIOIMYHO PEKOMEHIAIUSIM,
NPUBECHHBIM BbIIIE JUISI CHUDKEHUS J103bl IPU T€MATOIOTHYECKUX MTOOOUHBIX peaKIusX.

[Tpu nosiBIeHNU HEreMaToJIOrMYeCKUX MoO0UHbIX peakiuii y neteit ¢ OJIJI Ph+ cnenyer cHmkath
03y Ha OJIMH YpOBEHb B COOTBETCTBHUM C PEKOMEHJALUSAMU IO CHUXEHHIO JO3bl IS
reMaToJIOrM4eckuX MOOOYHBIX peakuuil (omucaHbl BbIINIE). 3a HCKIIOYEHHEM HapylIeHUI
(YHKLIMU TEYeHHU B CIyyae HEreMaTOJIOTMUECKUX HeONaronpusATHBIX peakuui > 3-i creneHu
Tsokectd 'y nereil ¢ OJIJI Ph+ neueHwe AOMKHO OBITH MPHUOCTAHOBIEHO, M MOXET OBITh
BO300HOBJICHO B CHU’KEHHOMU J103€ MIOCIIE€ YMEHBIIEHUS TSHKECTH HEOIaronpusaTHBIX peakiuii 10 <
1-it crenenu. Eciu koHIeHTpamus npsiMoro OwinpyonHa Oosiee yeM B 5 pa3 BBIIIE BEpXHEU
rpanuisl Hopmbl (BI'H), Tepanuio oTMEHSIOT 10 TeX Mop, MOKa 3TOT IOKa3aTellb He BEpHETCA K
UCXOJTHOMY YPOBHIO WJIM TSDKECTh HEOIAronpusTHON peakliuu He yMEHbIIUTCA 10 < 1-if cTeneHu.
[Tpu moBeimenun aktuBHOCTH ACT/AJIT 60onee BI'H B 15 pa3 Takxe HE00X01MMa MPHOCTaHOBKA
Tepanuu 0 BO3BPALICHHS] K UCXOJHBIM 3HAUECHUSAM WJIM CHIKEHHS TsDKECTH HeOJarompusTHON
peakuuu 10 <l-it crenmenu. [Ipu penuarBe Mog0OHBIX HapylIeHU (YHKIMU TEYEHU IOCIe
BO300HOBJICHHS TEPANIMK Ja3aTUHUOOM /103y IperapaTa ciaelyeT CHU3UTb.

IInespanvhuiii binom

B cJIyda€ AWMArHOCTUKH IUICBPAJIBHOT'O BBIIIOTA JICUHCHHUC )IaSaTI/IHI/I6OM CIICOyCeT MIpepBaTh 10
6
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BBIPAXEHHOCTHU K UCXOJAHOMY ypoBHIO. Eciin anu30/1 HE KynupyeTcs B TEUEHNUE IPUMEPHO OJIHOM
HEJIENH, TO CIIeyeT PacCMOTPETh MPUMEHEHUE ANYPETHKOB UM KOPTUKOCTEPOUIOB, UIH 00X
IpyIn MpernapaToB oAHOBpeMeHHO. [locne pa3pelienrs nepBoro 3Mnu3oa CienyeT pacCMOTPETh
BOIIPOC O BO300HOBJICHUM Tepamnuu Ja3aTMHUOOM B paHee mnpuMeHsiBiieiics nose. Ilocie
pa3pelIeHus MOCIEAYIONIMX SMU30/I0B, Aa3aTUHHO CIeIyeT IPUMEHITh B YMEHBIICHHBIX J103aX.
[Tocne pasperienust TsoKENOro (crernenu 3 unm 4) snu3o/a, P HEOOXOAUMOCTH JICUSHHUE MOYKHO
BO300HOBUTh B YMEHBIIEHHOW /103¢ B 3aBUCHMOCTH OT HAYaJIbHOM TSKECTH HEKeIaTelbHOM
peaxIuu.
Koppexyus 003v1 npu conymemeyrowem ucnonvzosanuu uneubumopos uzopepmenma CYP3A4.
Crnenyer u3berarb COBMECTHOTO MTPUMEHEHHS CHIBHBIX HHTHOUTOpoB n3odepmenta CYP3A4 u
coka rpeiindpyra ¢ mpemnapatoMm MupcoHud, 1Mo BO3MOKHOCTH BBIOMpPATh albTEPHATUBHYIO
Tepanui0 ¢ MUHUMaJIbHBIM CHIDKeHUEM akThuBHOCTH u3odepmenta CYP3A4. Ecnu Heo6xoaumo
COITyTCTBYIOIIIEE UCIIOIb30BaHUE 1a3aTHHIOA 1 HHTUOUTOPOB CIIEAYET PACCMOTPETh YMEHBIICHUE
JIO3BI:

* 40 mr npu cyrouHoi no3ze 140 mr;

« 20 mr npu cyrounoi nosze 100 mr;

« 20 mr pu cyTouHoM j03€ 70 M.
[Ipu wucnone3oBanuu 103 60 wMr wim 40 wMr, cieayer paccMOTpPeTh BO3MOXKHOCTh
IOPUOCTAHOBJICHHUS  JIEUEHHMsI TMpernaparoM MUpCOHMO 10 TpeKpalleHuss Tepanuu ¢
ucrosib3oBaHueM UHruoutopos msodepmenra CYP3A4. BozoOHOBIeHHE Tepanmuu BO3MOXKHO
yepes3 HEJEIIo MOCIIe MPEeKpalleHus! UCIOIb30BaHUS HHTUOUTOPOB.
[Ipenmnonaraercsa, 4TO CHMXKEHUE A03bI OYJET JOBOAWUTH IUIOLAAb KPUBOW «KOHIIEHTpAIUs-
BpeMs» (AUC) no 3HaueHuit, Habmonaembix 6e3 uarnouropoB CYP3A4, onHako KIMHUYECKUE
JTaHHbIE C M0JI00HON KOppeKLuel 1036l OTCYTCTBYIOT. B ciyuae HEMepeHOCMMOCTH CHUXKEHHOM
03Bl  CIIEyeT TMpeKpaTuth mnpuMeHeHue uUHruouTopoB CYP3A4 wunum npuocTaHOBUTH
UCIIOJIb30BaHUE Ja3aTMHMOA 10 MpeKpalleHuss MPUMEHEHHUs HMHruouTopoB. Bo3zoOHOBIEHHE
nprema J1a3aTHHIOa BO3ZMOXKHO Yepe3 HeJleIto Mocie MPEeKpalleHus IpueMa HHIMOUTOPOB.
Ilpumenenue npu Hapyuienuu hyHkyuu novex
[Toueunslit KIIMpPEHC Aa3aTUHUOA U €r0 METa0OIUTOB cocTaBisieT <4 %, O3TOMY KOPPEKIIUH J03bI
IIpU HapylIeHHON (QYHKIUU MOYeK He TpedyeTcs.
Ilpumenenue npu nHapyuienuu QyHKyuu neveHu
Hazatunu® MmetaGonusupyercs TJAaBHBIM O0pa3oM IE€YEHbIO, IMOITOMY IIpernapar CleayeT
HCIIOJIb30BaTh C OCTOPOKHOCTHIO y MAallMEHTOB C HapyUIeHHEM (PYHKIMU MEYEHH YMEPEHHOH U

TSKEJIOU CTEIIECHU.
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HpuMeHeHuey nayuermoe noasx cu10c0 603pacmda

KnuHnyeckn 3HAUMMBIX pa3iuuuii B (PapMaKOKMHETHKE Yy MOXKWIBIX MAIEHTOB HE BBISBJIICHO,
MO3TOMY KOPPEKIHS J103bI HE TpeOyeTcsl.

Cnoco0 rmpuMeHeHus

TabneTku cienyer NpUHUMATh BHYTPb HEIUKOM; HE3aBHCUMO OT IIpUeMa MUIIH.

4.3. IlpoTuBONOKA3AHUS

«  ['unepuyBCTBUTENHHOCTD K Ia3aTUHUOY WIIH K IPYTHM KOMITOHEHTaM Ipernapara;

»  BbepeMeHHOCTb U NepHO IPYAHOTO BCKAPMIBAHUS;

«  Jlerckuii Bo3pact 1m0 3-X jeT mo nokazaHusM XMJI Ph+ B xponmueckoii (asze, BrepBbie
BeIsgBicHHBINA OJIJT Ph+;

«  Jlerckuii Bo3zpact 70 18 j1eT 0 Ipyrum MoKa3aHUsIM.

4.4. OcoOble ykazaHHusl U MepPbl NPEeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

[leueHoOYHAsT HEIOCTATOYHOCTH; OAHOBPEMEHHBIH IPHEM AaHTHUKOATYJISIHTOB W IIPEMNaparos,
BIMSIOIUX Ha (PYHKIUIO TPOMOOIUTOB; yAJUHEHHE MHTepBana QT WM pHCK ero yIiIMHEHUsS
(Tak)ke Mpu OJTHOBPEMEHHOM IIPHUEME MTpenapaToB, YTHHsOMMX uHTepBan QT); oJHOBpEeMEHHOE
npuMmeHenue c¢ cyocrpatamu u3zodpepmenta CYP3A4; ogHOBpeMEHHOE MPUMEHEHUE C
uHruouTopamMun wim uHAykTopamu u3odepmenta CYP3A4 ¢ y3kuM  TepaneBTHUECKUM
JTara3oHoM.

Oco0ble yKazaHus

Muenocynpeccus

[Ipu nedyeHun Ja3aTUHUOOM MOTYT BO3HMKAaTh TSDKEIblE TPOMOOLUTOINEHUS, aAHEMHS H
HelTponeHus. Yaiie OHU PerucTpUpyroTcs y nauueHToB ¢ no3auumu gazamu XMJI nimu OJIJI
Ph*, yem y nmaienToB ¢ xpoHudeckoi azoir XMJI.

[Tpu MOHOTEpANUK 1a3aTHHUOOM B3POCIIBIX MAMEHTOB ¢ TO3qHUMH (azamu XMJT wiu OJIJI Ph*
MOJIHBIM KJIIMHUYECKUIN aHallu3 KPOBU HEOOXOAMMO IPOBOAMTH €XKEHENEIbHO Ha MPOTSKEHUU
NEPBBIX 2 MEC, a Jajiee €KEMECIYHO WM 110 KIMHUYECKUM TOKa3aHUSM.

V B3pocibix marmenToB u aereit ¢ XMJI Ph* B xpoHudeckoii ase moiHbli KIHHUYECKHI aHaTN3
KpPOBH CJIELYET MPOBOJUTH KaXK/bI€ JIBE HEJENM NEpBble 12 Henenb JeueHus, 3aTeM Kaxable 3
Mecsa Wi M0 KIMHUYECKUM MOKa3aHUsAM. Y B3pOCIBIX MalMEHTOB ¢ Mo3aHUMH (azamu XMJI
umi OJIJI Ph* mpu MoHOTEpanuu 1a3aTHHUOOM aHaIn3 KPOBH CIIEAYET IIOBTOPATEH €KEHENEILHO
IIEPBBIC JIBa MECsLA JICYCHUS, 3aT€M - €KEMECAYHO WIM 10 KIMHUYECKUM IoKasaHusM. Ilpu
neuennn jereit ¢ OJIJI Ph* komOuHarmeit 1a3atiHUGa ¥ XMMHOTEPAITHH MTONTHBIA KITHHHYECKHI
aHAJIW3 KPOBU CJeNyeT MPOBOJIUTH MEpe] HayaloM KaXAoro OJIoka XUMHOTEpanuu U II0

KJIMHAYECKUM ITOKa3aHusIM. Bo BpEMA KYPCOB XHUMHUOTCpAIIMKU aHAJIN3 KpPOBU HGO6XO}II/IMO
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00OBIYHO 00PATUMO U MTPOXOTUT MPU BPEMEHHON OTMEHE WIIM CHIXKCHUU J03bI 1a3aTHHUOA.
Kposomeuenus

VY manmeHToB ¢ XpoHu4eckoi dazoit XMJI, moaydaBmux qa3aTHHUO CITyYaauch KPOBOU3IHSHUS
3 unu 4 crenenn. Y nanueHTos ¢ no3gaumu Gpazamu XMJT umu OJIJT Ph* Guin oTMedens! cirydan
TSDKEJIBIX KPOBOMBJIUSHUN B IICHTPAIBHYIO HEPBHYIO CHUCTeMY (B TOM dwHcie (aTaabHBI).
Tsixenble Kemy10YHO-KUIIEUHbIE KPOBOTEUCHHS 3 Wi 4 cTeneHu OTMEUeHbI Y 4% MainueHToB ¢
no3auumu pazamu XMJL. [Ipu TSKeNnbIX KenyAOYHO-KHUIIEYHBIX KPOBOTEUEHUSX BPEMEHHO
IPUOCTAHABIMBAIOT TEPAIUIO U MPUMEHSIOT reMoTpaHcy3uto. Jlpyrue Tsxkelble KpOBOTCUEHUS
3aperucTpUpPOBaHbl y 2% MaIMeHToB. bONBIIMHCTBO ClTydyaeB KPOBOTEUEHUN CBSI3aHbI C TSKEION
TpoMOonuTonenue. [Ipemaparel, HHrHOMpyIoNHe GyHKIHA TPOMOOIIUTOB, U AHTUKOATYJISTHTHI
CleyeT MPUHUMATh C OCTOPOKHOCTBIO.

3adepoicka sncuokocmu

[Tpu npueme nazaTuHNOa MOXKET HAOIIOAATHCS 3a7epHKKa KUAKOCTU. Cpeu B3pOCIIbIX MallUEHTOB
¢ BriepBble BeisiBIeHHBIM XMJI Ph* 3anepikka suIKOCTH TSDKEION cTeneHd Habmoanack y 5 %
MAIMEHTOB.

V B3poCHBIX ¢ BIEpBBIE BhIABICHHBEIM XMJI Ph* mpu pe3sucTeHTHOCTH K UMATUHHOY WJIM €r0
HETIEPEHOCUMOCTBIO 3a/IepiKKa KUIKOCTH TsDKeJol creneHu (3 u 4) Oblia 3aperucTpupoBana y 6
%. Y B3pOCIBIX ManueHtoB ¢ mo3gaumu (asamu XMJI wau OJIJI Ph* 3amepxkka »)uIKOCTH
TSDKEJION cTeneHu Halmoganach B 8 % ciy4aeB, BKIIIOYash BBIPRKECHHBIN IIEBPANbHBIA U
nepuKkapauanbHbeld BRIIOT y 7 % u 1 % manueHToB, COOTBETCTBEHHO. BhIpakeHHBIM acuuT U
reHepaIn30BaHHbIN OTEK Pa3BMWIINCh y MeHee | % MalueHToB ¢ PEe3UCTEHTHOCThIO K UMATUHUOY.
VYV 1 % nanueHToB ¢ pe3UCTEHTHOCTHIO K MMAaTHHUOY 3apEeTUCTPUPOBAH TSHKEIBIM OTEK JIETKUX.
[Ipy mosiBJIEHMM ONBILIKK OOMM B TPYAHOH KJIETKE WM CYXOro Kaluisi HeoOXOoauM
PEHTTEHOJIOTUYECKUN KOHTPOIb OpPraHOB TPYIAHON KIETKU. 3aJep)KKa KHUAKOCTH OOBIYHO
KYMUPYETCS MPU MPUMEHEHUU TOMJEPKUBAIOIIECH TEpamuu C BKIIOYCHUEM JIUYPETHKOB WIIH
KOPOTKOTO Kypca TJIIOKOKOPTHUKOCTEpOUIOB. [Ipu BBIpaX€HHOM TIJIEBPAJIHBHOM  BBINIOTE
TpeOOBAIHMCh OKCUTEHOTEpamusi U TOPAKOIEHTe3. 3ajiepKKa >KUIAKOCTH HAONIoAanach Jaimie y
MalMEeHTOB, TPUHUMAIOLIMX MpEenapar ABa pa3a B CyTKH.

Takne moOounbie 3(PdekThl Kak 3a7ep)KKa >KHUIKOCTH, OJBIIIKA, OBICTpas YTOMIISIEMOCTD,
TJIEBPAJIBHBIN BBITIOT, Kallleh, KPOBOTEUYCHHS B HIDKHHUX OT/EJIAaX KETYTOYHO-KUIIIEYHOTO TPAKTa,
HapyIIECHHUS alleTUTa, B3IyTUE )KUBOTA, TOJIOBOKPYKEHUE, MEPUKAPAUATIbHBIN BBINOT, 3aCTOMHAs
cepieyHas HeJ0CTaTOYHOCTh, CHUKEHUE BECa, Yallle BCTPEUAlOTCs y MalMEeHTOB cTapiie 65 Jer,
MO3TOMY CJIelyeT 0OecledyuTh TUIaTebHOEe HaOIIo/IeHne 3a MalleHTaMU JaHHOM BO3PAaCTHOM

TPYIIIIBL.
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Yonunenue unmepsana QT

VY anunenue Q-T unTepBana HabII0Aa7I0CH MeHEe YeM y 1 % MaIMeHTOB ¢ BIEPBbIC BHIABICHHBIM
XMJI Ph™ B xponuueckoil ¢ase, moaydyaBIInX JA3aTHHUO, MPU 3TOM YIJIMHEHHE COCTABUIIO B
cpenrem 3,0 mc. Yumunenue QT wHTEpBasia IpH JICYCHUH J1a3aTHHUOOM HAOIIOAIOCh Y OoJiee
yeM 1% DalMEeHTOB C PE3UCTEHTHOCTBIO WIIM HENEPEeHOCUMOCThIO Tepanmuu HMaTHHUOOM.
Jla3zaTuHu® cieayeT HCHoib30BaThb C OCTOPOKHOCTBIO Yy TAlMEHTOB C yuIMHEHHbIM QT
MHTEPBAJIOM WM C PUCKOM €ro YUIMHEHUs (TUIOKAIMEMUs, TMIIOMAarHueMus, BpPOXKIECHHBIN
CUHJpOM yuinHeHHoro QT uHTepBaiia, Tepanus aHTHApUTMUYECKUMU U IPyTUMU TpenapaTaMy,
crnocoOHbIMU  yanuHATh QT  umHTEepBas, NpeAlIecTBYIOIAs Tepanus BBICOKMMH J03aMHU
anTpaniinHOB). Jlo HaszHaueHus mpenapata MHpPCOHHO CleAyeT NPOBECTH KOPPEKIHIO
TUIIOKAJIMEMUU U TUIIOMAarHUEMHH.

Hapywenus co cmoponwl cepoeuno-cocyoucmoti cucmemsi

VY nmanueHToB ¢ 3a00J1€BaHUSAMH Cep/lla B aHAMHE3€ UM PUCKOM MX Pa3BUTHS Cpelr MOOOUHBIX
peakuuii yaiie, yeM y APYyTuX rpymnn, oOHapyXUBAJIUCh HApyIIEHUS CO CTOPOHBI CEplEYHO-
COCYIIMCTOM CHCTEMBI (3aCTOWHAs ceplevHass HEIOCTATOYHOCTh/ cepledHas TUCPYHKIHS,
NEepUKapIUAIbHBIA BBINOT, APUTMHUSA, OILIyllEeHUE cepleOueHus, yuinHeHue uHrepBana QT,
UHpapKT MUOKapaa (B T.4. € JETaIbHBIM UCX0/10M). BBUly 3TOro y AaHHOW rpymnibl MalMeHTOB
HEOOXOJUMO TILATEIbHO KOHTPOJIMPOBATh IMApaMETPbl CEPACUHOM MAESITENBHOCTH C ILEINbIO
BBISIBJICHUS U, TP HEOOXOAMMOCTH, KOPPEKIIMU BO3MOKHBIX MOOOYHBIX PEAKIUIl CO CTOPOHBI
CepAEeYHO-COCYTUCTOMN cucTeMbl (00Jb B TPY/H, 3aTpyIHEHHOE JbIXaHue, NoTooTAeneHue). [lpu
pPa3BUTHUN HEXKEIATENIBHBIX SBJIEHUNH CO CTOPOHBI CEPAECYHO-COCYIUCTON CUCTEMBI JIEUECHHUE
IIpernapaToM clieyeT IpUOCTaHOBUTh. Bo300HOBIEHNE JIeUeHNsI BO3MOXKHO MOCJE BBIIOJHEHUS
(GYHKIIMOHAJIBbHOW OIIEHKH: MCXO/AHAs J103a MPHU CIa0BbIX/yMEPEHHBIX HEXKENATEeNbHbIX PeaKIUsIX
(< cteneHs 2), CHUKEHUE JT03bI TP TSKEINIBIX HEXKEJIATENbHBIX PEakIHsIX (> CTeneHsb 3).
Jlecounas apmepuanvrasn cunepmen3us

Jlerounas aprepuanbHas runepteHsus (JIAIY), moaTrBepxaeHHas MpHU MOMOUIM KaTeTepU3aluu
IPaBbIX OTAENOB Cepilla, MOXKET HaOJI0aThCsA KaK B XOJ€ JICUEHUS Aa3aTMHUOOM, Tak U IO
IPOILECTBUM rojia U 6oJjiee mocjae ero OKOHYaHus, 4acTo Ha (POHE COMYyTCTBYIOLIMX 3a00IeBaHUI
U OJIHOBPEMEHHOIO IIpUeMa JApYrux JIEKapCTBEHHBIX MpenaparoB. Jlo Haudana JedeHHs
npernapatoM MupcoHu6 cienyeT NpoOBECTH OOCIEOBAHHME MAlMEHTa C LEJIbI0 BbISBICHUS
BO3MOXKHBIX MPHU3HAKOB M CHMIITOMOB 3a00JieBaHUN cepjua U jerkux. Eciu B xoje jedeHus
npenapatoM MHUpPCOHMO Yy MalMeHTa OTMEYAIoTCA OJbIIIKa WIM YCTaloCTh, HEOOXOIMMO
UCKJTIOUUTh HaumbOoJiee TUMUYHYIO STHOJOTHIO, BKIIOYas IUIEBPAJIbHBIA BBIIOT, OTEK JIETKHX,
aHEMUIO U Hajuuue nHuiIbTparta B Jerkux. [Ipu 3ToM HE0OX0UMO YUUTHIBATh PEKOMEHIAINH,

JTaHHBIC B paszjeine 4.2. i ciaydaeB Pa3BUTHS HETEMATOJOTHYECKHX IMOOOYHBIX PEaKIHH: TPU
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MCYE3HOBEHHS CHMITTOMATHUKH MOOOYHOTO 3 (eKTa WK 0 YIIYUIIECHUS COCTOSIHHS IMallUeHTA.
Ecnu B mporiecce o0cietoBaHus MalueHTa He ObUT TOCTABIICH IPYTOl AUATHO3, CICAYET IPUHSTH
K paccmoTtpenuto auarHo3 JIAI. B cnydae noarBepxkaenHus JIAIT y naunumeHTta JjedyeHue
npernapatoM MupcoHu0 mnpekpamaT 0e3 MOCIeAyIOEro BO300OHOBIEHUS, 00ecreunB
MOCJIEYIOIUNA  KOHTPOJIbL COCTOSIHUSI TMAllMeHTa B COOTBETCTBUM CO  CTaHAApTHBIMHU
PEKOMEHIAIUSMH.

Peaxmusayus eupyca ecenamuma B

Nurun6urtopsl Tupo3unkuaassl BCR-ABL cBs3bIBaroT ¢ peakTuBanuei Bupyca remnaruta B (BI'B),
€IMHUYHbIE CITy4aW OMHCAHBI JUIs Ja3aTuHHOa. B HeKoTopbIxX ciydasx peaktuBanus BI'B mpu
NPUMEHEHHUHU JIPYTUX UHruouTopos Trpo3nHkrHa3sl BCR-ABL npuBoania K pa3BUTHIO OCTPOI
MEYCHOYHOMN HEJOCTATOYHOCTH WU (DYJIbMHUHAHTHOTO T€TIaTUTA, a B IOCIEIYIONIEM - K IIepecaike
MIEYEHU WM JIETAJIbHOMY UCXOJY.

[lepen Hauanom Tepanuu npenaparoM MupcoHHO AOKEH MPOBOAUTHCS CKPUHUHT HA HATMYUE
BI'B. [lns manueHTOB, MMEIOMIUX TMOJOKUTEIbHBIE CEPOJIOTHYECKHUE MPOObI, PEKOMEHIYyEeTCs
KOHCYJIbTallUsl CHEUUaNNCTa, UMeromero onsIT JieueHus BI'B. YV nauuenros-nocureneit BI'B,
HYXKJAIOIMXCA B JIeYeHHMH uHruouropamu tuposunkuHazel BCR-ABL, nHeobxoaumo
KOHTPOJIMPOBATh KJIMHWYECKHE U JabOpaTopHbIe ToKa3aTenu akTuBanuu BI'B Ha mpoTsxkeHnn
TEepanuu U HECKOJIBKO MECALIEB MOCIE €€ OKOHYaHus. J[JI1 NalueHToB ¢ peakTuBUpoBaHHEIM BI'B
Ha (oHe mnpUMeHeHus mpenapata MupcoHuO mokKa3zaHa HEMEAJIEHHAas KOHCYIbTaIllUsl Co
CIIELIMATIMCTOM I10 JieueHuro BI'B.

Cunopom uzuca onyxonu

beitn  3aperucTpupoBaHbl CllydaW Pa3BUTHS CHHJpPOMA JIM3UCA OIYXOJW Yy TAIMEHTOB C
PE3UCTEHTHOCTHIO K MPEAIIECTBYIONMIEH Teparnui UMaTHHHOOM, MMPEUMYIIECTBEHHO HA TO3IHUX
cTaauax 3aboneBaHus. BeiencTBue BOZMOXXHOCTH Pa3BUTHS CHHAPOMA JIU3MCA OMYXOJIH Mepe
Ha4yaJIOM JICUeHHs mpermapaToM MupcoHuOd HeoOXOAMMO TMOJICPKUBATH aJeKBAaTHBIM YPOBEHBb
TUAPATALNH, IPOBOAUTH KOPPEKIUIO YPOBHS MOYEBOM KHUCIOTH U KOHTPOJIHUPOBAThH COJICPKAHUE
AIIEKTPOJIUTOB B IIa3Me KpoBU. [lalineHThl Ha MO3IHUX CTaIUAX 3a00JIEBaHUS W/UIU C BBICOKOM
OIYXO0JIEBOM HAarpy3KOH HaXOASTCS B IPYIINE BHICOKOTO PUCKA, 110 3TOM IPUUNHE OHU HYKAAIOTCS
B 00J1€€ YacTOM 00CJIEJOBAHUH.

Bausinue na pocm u pazeumue oemeti u n0OpoOCmMKo8

B xuHMYECKHUX UCCIIeIOBAHMSIX MTPH JICUSHUH JeTel C BIIEPBbIE BRISIBICHHON XpOHIUECKOH (hazoit
XMUJI Ph™ wim nipyt pe3ucTeHTHOCTH/HENEPEHOCHMOCTH MMAaTHHIOA 110 MEHBIIEN Mepe Yepes JiBa
roja mocje OKOHYaHHS JjedeHus y 4,6 % TanueHToB HAOIIONATUCh TMOOOYHBIC SIBICHUS,

CBA3aHHBIE C POCTOM U Pa3BUTHEM KOCTeH (BK.]'IIO‘IaSI ClIydyan 3aMCIAJICHUS WHBOJIONUA 3HI/I(1)I/133,
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BBHUJIy KOHTEKCTa XPOHUYECKOTO 3a00JIeBaHUSI U MOIJICKUT JOJITOCPOUYHBIM HaOI0AeHUSIM. B
UCCIIEIOBAHMAX IIPH JIeYeHUH neauarpuueckux mnamuentoB ¢ OJIJI Ph' pasatmauGom B
KOMOHMHAIIMM C XUMHOTEpanued MakCUMyM 2 TOfa CIYyCTsd IOcJe JICUeHHUS OTMEYEH Ciydaid
MOOOYHBIX SBJICHUH, CBSI3aHHBIX C HAPYLICHUSIMHU POCTA U PA3BUTHUS KOCTEH.

Ilpouue

[Tpu MOBBINIIEHUU YPOBHS TpaHCAMWUHA3 WM OWIMPYOWHA CIEAyeT YMEHBIINUTh 03y IperapaTa
WJIM IPUOCTAHOBUTH €r0 MPUEM.

[Ipyn pa3BUTHM TUNOKAJIBLIUEMUU COCTOSHHE KOPPEKTHPYETCS MPUEMOM BHYTPb IpENnapaToB
Kanblvsl. Bo Bpems JieueHus U B TeUEHHE MUHUMYM 3 MECSIIEB MIOCIIe U MYXUMHAM, U )KEHIIIMHAM
HEOOXOAMMO HCIIONB30BaTh HAJCKHBIE METOAbl KOHTpameniuu. Ecnu Bo BpeMs JedeHHs
npernapatoM MupcoHu6 HacTynuia OepeMEHHOCTh, WM €CJIHM CTajJ0 M3BECTHO, YTO Iperapar
MCIIOJIL30BAJICSI BO BpeMsi OEpeMEHHOCTH, CIeyeT HEMEAIEHHO MPOUH(POPMHUPOBATH MAITUECHTKY
0 BO3MOXKHOM pHcKe mis miona. [Ipu nmpueme nazatuHnOa ObUTM OTMEYCHBI WHIWBHTYJIbHBIC
CIydad BO3HUKHOBEHHS TSDKEIBIX IMOOOYHBIX PEAKIHHA, IMOPAXKAIOMIMX KOXY M CIU3HUCTHIC
00o010ukH, B TOM uncie cuaapom CtuBeHca-/[oHcoHa U MHOTO(GOPMHOI 3puTeMbl. B citydae
MOSIBJICHUS TakuX M0oO0YHBIX 3(h(eKkToB, BBUAY MpHeMa IMpemnapara, JICYCHHE IMpenaparom
MupcoHn® HeOOX0IUMO MPEKPATHTD.

4.5. B3auMmojeiicTBHMe ¢ APYrHMH JIEKAPCTBEHHBIMM MpenapartaMu M Jpyrue BUAbI
B3aUMOJAEHCTBUH

[IpenapaThl, KOTOPbIE MOTYT IOBBIIIATH KOHIICHTPALINIO Z[a3aTI/IHI/I6a B IJ1a3MC€ KpOBH

Hneubumopuot uzogpepmenma CYP3A4

Jazatunuo ssusiercsa cyocrparoM uzopepmenta CYP3A4. Unrunduropsr nuzopepmenta CYP3A4
(HampuMep, KETOKOHA30J, MTPAKOHA30JI, SPUTPOMUIMH, KJIAPUTPOMHIIMH, PHUTOHABHP,
aTa3aHaBUp, UHIUHABUD, HEJI(UHABUP, CAKBUHABUD, TEIUTPOMUIIMH, IPEHII(PPYTOBBINA COK) MOTYT
NOBBILIATh KOHIEHTPALMIO Ja3aTMHHOA B IUIa3Me€ KpPOBHM, MO3TOMY cleayeT wu30erarb HuX
COBMECTHOIO NIpPHUMEHEHHUs C Ja3aTUHUOOM. IlanmueHTsl, Y KOTOpPBIX HE YyJaercs H30exkaTh
CHCTEMHOI0 MpHeMa MoIHoro uHruouropa mzopepmenta CYP3A4, nomKHBI HAXOAUTHCS TOJ
TIIATEIbHBIM HAOII0ACHUEM IS CBOEBPEMEHHOTO BBISIBICHUS PU3HAKOB TOKCHYHOCTH.

HDeHaDaTBI, KOTOPBIC MOTYT IMOHMXATh KOHIICHTPAIINIO JIaSaTI/IHI/I6a B Ij1a3sM¢€ KpOBH

Hnoyxkmopwt uzoghepmenma CYP3A4

Nunyxrops! nzodpepmenta CYP3A4 MoryT CHIKaTh KOHIEHTPALIMIO Ja3aTHHUOA B TIa3Me.
Crnenyer u3beratb COBMECTHOIO NMPUMEHEHUSI MOLIHBIX MHIYKTOpoB n3zodepmenta CYP3A4 c
nazatuHuooM. Ilanuentam, nmpuHHMaromuM HHAYKTOphl u3odepmenta CYP3A4 (mampumep,

JneKcaMeTa3oH, (eHUTOMH, KapOamaszenuH, pudamnuuuH, QeHodapOuTanm WM Hpenaparbl
12



ot 30.11.2023 N= 25283

3Bepo0ost mpoasipsBienHoro (Hypericum pe ’foratum':)l,-l'%:@%':%EEM%%I&GE%AWT

COOTBETCTBYET 2KCNEPTHOMY OTYETY

Ha3Ha4yaTh Mpenapatel, He oOmagaroniye (Wwim oO0NajaroIue B MHUHUMAIBHON CTETCHH)
CHOCOOHOCTBIO MHIyIUPOBATH 3TOT U30(PEPMEHT.

AHTanmael (HDeHaDaTBI, coacpxamue aJrOMHMHHUA THAPOKCHU/L /Maraus FI/II[DOKCI/II[)

Ecnm anTamuasl He0OXOIUMBI, PEKOMEHAYETCSl UX MPUHUMAaTh HE MEHEe YeM 3a 2 yaca /10 WIH
yepes3 2 yaca 1ociie pruema Ja3aTuHuoa.

BuokaTropst H2-rucTaMUHOBBIX PENENTOPOB M HHTHOUTOPHI IIPOTOHHOU ITOMIIBI

JmuTensHOEe TIOJABJIICHUE CEKPEIMM KHUCIOTHl JKEIYIOYHOro Coka Oyokatopamu H2-
TUCTAMHUHOBBIX PEIENTOPOB U MHTHOUTOPAMH MPOTOHHOW TOMIIBI (Harpumep, GaMOTHINHOM U
OMETIPA30JIOM ) MOKET MMPUBOJIUTH K CHUKCHHUIO KOHIICHTPAIMH Ja3aTHHHOA.

CoBMecTHOE MPUMEHEHUE ITHX IMPErmapaToB M Ja3aTHHHOA HE PEKOMEHIyeTcs. B kauecTBe ux
QJIbTEPHATUBBI MOKHO MCIIOJIH30BAaTh aHTAIU/bI (32 2 Yaca JI0 WK 4Yepe3 2 yaca mocjie npuema
npenapara MupcoHuo).

Bumsanaue ZI&33TI/IHI/I63 Ha JpYyruc JCKapCTBCHHBIC ITPCIIapaThl

Cyocmpamul uzoghepmenma CYP3A4

Hazatunu6 sBnsercs unrubutopom wuszopepmenta CYP3A4, mostomy ero CcoBMECTHOE
npuMmeHenue c cyocrtparamu uzopepmenta CYP3A4 MoxkeT ycunuTh JEHCTBUE [TaHHOTO
cybcrpara. Cybocrparsl nzopepmernra CYP3A4 ¢ y3kuM TepareBTUYCCKUM JAHAITa30HOM, TaKHE
KaK ajeHTaHW], acTeMHu30J, TepdeHaAWH, IU3aHPUJ, LUKIOCHOPHH, (EHTaHW], MUMO3UJ,
XUHUJIUH, CUPOJIUMYC, TAKPOIUMYC M aJKAJIOUAbl CHOPBIHBH (SPTOTaMHH, TUTHIPOIPTOTAMHH)
CJIeZlyeT UCIIOIb30BaTh C OCTOPOXKHOCTBIO Y MALMEHTOB, MOJIyYalOIUX J1a3aTHHUO.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTD M JAKTALMA

bepeMeHHOCTB

[TanenTam BO BpeMs JIeYeHHsS M KaK MHUHMMYM B Te€YeHHE 3 MecCsleB Iocie HeoOXOIMMO
UCIOJIb30BaTh HaJleXKHbIE METOJIbl KOHTpauenuuu. Ecau 0epeMeHHOCTh HacTynuia BO BpeMs
JedeHus npenaparoM MupcoHu0, a Takke eciii CTaJlo U3BECTHO, YTO MpenapaT UCIOJIb30BaJICs
BO BpeMsi OEpEeMEHHOCTH, CIeAyeT HEMEAJIECHHO MPOUH(DOPMHUPOBATh NAIIMEHTKY O BO3MOKHOM
pucke i miona. Ilo pesyiapTaTaM NOCTMApKETHMHIOBBIX HCCIIEJOBAaHMM OTMEYEHO, 4YTO
NpUMEHEeHHEe Ja3aTHHHOa BO BpeMsi OEpEeMEHHOCTH MOXET MPUBOJIUTH K CaMOIPOH3BOJIBLHOMY
abopTy, a TaK)Ke BbI3bIBATh AHOMAJIUU PA3BUTHUS IJI0/1a U HOBOPOXKACHHBIX.

JlakTanus

HeusBecTHO, NpoHMKAeT 1M Ja3aTHHUO B TpynHOe Mojoko. Ha BpeMms jeueHHs mpemnapaTom
MupcoHu6 KOpMIIEHHE TPY/IbIO CIIEAYET MPEKPATHUTb.

4.7. Bausinue Ha cnOCOOHOCTH YNPABJAATH TPAHCHOPTHHIMHU CpeICTBAMH H pPadoTaTh €

MEXaHU3IMaMu

13



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 30.11.2023 N= 25283

Uccnenoanuii mo BIUSHUIO MpenapaTa Ha CIO( 06HOCTE Q'%&;EH%%T/IT@'BEEHEEJIS i:le:)g[ﬂn/i'xoﬁ

HEe mpoBoAmiIock. Ecnu OOMpHONW OTMEYaeT CBS3aHHBIE C JICYCHHEM CHMIITOMBI, TaKhe Kak
TOJIOBOKPY)KEHUE M HApYyIICHHs 3PEHUs, BIUIIOIIME HA €ro CIIOCOOHOCTh K KOHIEHTpAalHuu U
OBICTPOTY pEaKIMH, PEKOMEHYeTCS OTKa3aThCsl OT YNPaBICHHS aBTOMOOWJIEM M BBIIOJIHEHHS
NOTCHIMAIBHO OMNACHBIX BHJOB JAEATEIBHOCTH, TPEOYIONIMX ITOBBIIIEHHONH KOHICHTpPAINN
BHUMAaHHUA U OBICTPOTHI ICUXOMOTOPHBIX PEaKIHi.

4.8. HexenarejbHbIe peakuuu

Pesrome nmpoduiist 6e30macHOCTH

Y OOJIIIMHCTBA B3POCIBIX IMAlMEHTOB IMOOOYHbBIC SIBICHUS OBLUIM MPEXOASIIMMU, JIEYCHHE
Ja3aTHHUOOM OBIJIO TPEKPAIeHO H3-3a MOOOYHBIX peakuuil y 12 % mNamueHToB C BIEpBBIC
BBISABJIEHHON XpoHmueckor (azoii XMJI Ph', a Taxxke y 15 % nmanueHTOB B XpOHUYECKOH (ase
XMIJI ¢ pe3uCTEeHTHOCThIO K HMMAaTHHUOY WU €ro HemnepeHocuMoctbio, y 16 % - B dase
akcenepauu XMJL, y 15 % - B ¢a3e muenounnoro 6mactHoro kpuza XMJL, a takxe y 8 %
nanuentos ¢ OJIJI Ph'.

Cpenu neteii ¢ xponndeckoit ¢azoit XMJI Ph™ B Buy cepbe3HbIX OOOUHBIX PEAKLUN Teparus
na3aTUHUOOM ObLta mpekpaiieHa y 1,5% mnamnueHrTos.

[Ipoduib Ge30MacHOCTH NPUMEHeHHs aa3aTuHub y aereit ¢ XMJI Ph™ B xponunueckoit dase B
IIEJIOM COOTBETCTBOBAJI IAHHBIM Ha B3POCIBIX MAIMEHTAX, 32 UCKIIFOUEHHEM OTCYTCTBUS CIIy4YacB
JIETOYHOHN TUTIEPTEH3UH, IEPUKAPAUATBHOTO BBITIOTA, TUIEBPAIILHOTO BBIITOTA, OTEKA JICTKHX.

Tabanunoe DPE3IOME HEKENATEIbHBIX PEAKIINN

HesxenarenbHble peakiyy, MPeICTaBICHHbIE HUXE, IEPEYHCICHbl B 3aBUCUMOCTH OT aHaTOMO-
¢uznonornueckoi KiaccUPUKAMM M YacTOThl BCTpeyaeMocTH. YacToTra BCTpEeUaeMOCTH
oTpeeNseTcs CAeaAYIoIUM 00pa3oM: odeHb dacto (>1/10), gacro (>1/100, o <1/10), HeuacTo

(>1/1 000, 1o <1/100), peaxo (>1/10 000, ro <1/1 000), ouens peako (<1/10 000).

CucteMHO-OpraHHbIN
Kareropus 4actoTsl HexenarenbHas peakuus
KJ1acc
Hnghexyuu u unsazuu | OueHb 4acTo uHpekuuu (B TOM uHcae OakTepHalbHBIE,
BUPYCHBIE, TPUOKOBBIE)
Yacro MHEBMOHUS (B TOM uyHcie OakTepuanbHasi,
BUpYyCHass W TpuOKOBas), WHQEKIUH BEPXHUX
JIbIXaTeNbHBIX MyTeH, repreTudyeckue HHPEKIuH,
HHTEPOKOJIUT, CETNCUC (B TOM YHUCIE HEYACTO - C
JIETaJIbHBIM UCXOJIOM)
Hapywenus co | O4eHb yacto MUEJIOCYTIPECCHS (BKITIOUAst aHEMHUIO,
CMOpPOHbI  KpOBU U HEUTPOTICHHUIO, TPOMOOIIMTOTICHHIO )
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CucreMHO-OpraHHbIN

Kareropus yactotsl

| — -
LT DR ITCITErL

I TE

HexenarenbHas peakius

KJ1acc
qumMpamuyeckou Yacto (beOpriibHas HEUTPOTICHUS
cucmembl

Heuacro mumdaneHonaTus, JuMQpOTeHUs

Penxo 3pUTPOOIACTONCHUS
Hapywenus co | O4eHb penko peakuuy TMIEepUyBCTBUTEIBHOCTH (B TOM 4YHCIIE
CMOPOHbL  UMMYHHOU y3JI0BaTasi SpuTeMa)
cucmembl -

Penxo aHa(pUITAKTHYECKUI 0K
OHOooKpuHHbLe Heuacro THIIOTHPEO3
Hapyuenus

Penxo TUIIEPTUPEO3, TUPEOUJUT
Hapywenus Yacto HapyIeHHs alneTuTa (BKJIoYasi CHUXKEHUE
Memabdonuzma u anrneTuTa, paHHEee HACBIIICHUE, TOBBIIICHUE
numanus anreTuTa), THIepypPUKEMUS

Heuacto TUII0abOYMUHEMUS, CHUHJPOM JIM3MCa OIyXOJIH,

00e3B0OKMBaHUE, THIIEPXOIJIECTEPUHEMHUS
Penko caxapHbIii quabder

Hapywenus co
CMOPOHbL HEPEHOU
cucmemul

QueHp 4acTo

roJIoBHas 00JIb

Yacto

OeccoHHUIla, JAenpeccusi, Helponatus (BKJIOYas
nepupepuyecKyro HENponaTHio),
rOJIOBOKPY’KEHUE,

W3BpaIllCHHUE BKYCa,

COHJIMBOCTD

Heuacto

OCCIIOKOMCTBO, HSMOIIMOHAIbHAS JIAOWIIBHOCTb,
CHI)KEHHE IMOWA0, KpPOBOM3IUSHUSA
KaKk  BHYTPHUMO3TOBas

NICUX03,
(Takue reMaroma,
BHYTPHUMO3IOBO€ KPOBOM3JIMSIHUE, DIUAYPATbHASA
reMaromMa, BHYTPHUUYEPENIHOE KpPOBOW3JIMSHHUE,
reMOpparuueckuii UHCYJbT, cyOapaxHOUIaIbHOE
KpOBOM3JIMSAHUE,  CyOnaypajbHas

KpPOBOUBJIUSHUE),

reMaToMma,
cyomypanbHOe TpemMop,
00MOpOK, aMHE3MsI, HapyIlIeHUEe PABHOBECHS

Penxo

MO3T0BOTO
TpaH3UTOpHAs

CYJOpOTH,
KpOBOOOpAIICHHUS

HapyIICHHUE
(MHCYTIBT),
UIIEMUYECKas aTaka, BOCIAIECHUE 3PUTEIIBHOIO
HepBa, mapanud VII mapel yepenmHO-MO3roBbIX
HEpBOB (JIM1IEBOTO HEPBA), aTAKCHS, IEMEHIUS

Hapywenus co
CMOPOHbL Opeana

Yacto

3PUTCIIBHBIC paCCTpOﬁCTBa (HequKOCTL,
pacCijibIB4aTOCTh, CHUIKCHUC OCTPOTHL 3pCHI/IH),
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CucreMHO-OpraHHbIN

KJ1accC

Kareropus yactotsl

| — -
LT DR ITCITErL

I TE

COOTBETCTBYET 2KCNEPTHOMY OTYETY

HexenarenbHas peakius

3penust

CYXOCThb IJIa3, KPOBOM3JIMAHHA B CKIICPY IJia3a,
KOHBIOHKTUBAJIBHBIC KPOBOU3JIUAHUA

Heuacto

KOHBIOHKTHUBUT, HapyICHUs 3pC€HM,

CBGTO6OH3HB, CJIC30TCUCHUC

Hapywenus co
CMOPOHbL Opeana
cayxa u 1abupunma

Yacto

LIyM B yIIax

Heuacto

BEPTUTO, MTOTEPS CITyXa

Hapywenus co

CMOPOHbL cepoya

Yacto

MePUKApIUATBHBIA BBINOT, apUTMUS (BKIIIOYas
cepana
TUCQYHKIIHIO,

3aCTOMHYIO

TaxuKapJIuio),
(BKITFOUAS

HapymieHus (QyHKIHH
KEITY0UYKOBYIO
CEp/ICUHYI0  HEJOCTaTOYHOCTb,
CEep/ICUHYI0 HEOCTaTOYHOCTh, KapANOMHUOIIATHIO,
3aCTOMHYIO KapIHMOMHOIATHIO, JANACTOINYECKYIO
TUCYHKIUIO, YMEHbIIeHHe (pakuuu BbIOpoca,
KEIYJOYKOBYIO HEIOCTaTOYHOCTb), YYallleHHOE
MIOBBILIICHUE

cepaneOueHue, AKTUBHOCTHU

MO3TroBOI'o HanHﬁypeTquCKOFO nenTujia,
I[I/IC(b}IHKI_II/IH IIPpaBoOro KeJIIyaA04Ka, KEIyJ09KOBasd

THUIIOKHMHEC3UA

Heuacto

ymmaenue uaTepBasia QT na OKI', creHokapaus,
KapJuOMeraius, TepUuKapIuT,
apuTMUS (BKJIFOYAs KEITYIOYKOBYIO TAXUKAPIHUIO),

eIy JOUKOBast

uH(papKT MUOKapaa (B TOM 4YHCIE C JIETATbHBIM
UCXOZ0M), u3MeHeHus 3yOma T, moBbIIIeHHE
aKTUBHOCTH TPOIIOHHHA

Penxo

MHOKapAUT,
OCTaHOBKA cepjla, yUIMHeHHe WHTepBasia P-R,
0oJ1e3Hb cepaua,

OCTpBII KOPOHApHBIM  CHHIAPOM,

UIIeMHUYecKas
IJIEBPONEPUKAPIUT

Hapywenus co

CMOPOHbL COCYO08

QueHp 4acTo

(Takue
KPOBOTOYMBOCTh
nypiypa),

KPOBOTEUECHU I u

KPOBOTCUCHHS KakK HOCOBEIE
JICCEH,

KpoMme

KpOBOTCYCHU,
TéMaTOMBlI, MNETEXUHU,
KECITYJOYHO-KHUIICYHBIX

KPOBOM3IIMSHUN B IEHTPAJIIbHOW HEPBHOU CHUCTEME

Yacro «IIPUJIUBLBD, ITOBBIIICHUC ApTCPUAIIBHOTO
JaBJICHUSA
Heuacto CHHIXCHHC ApTCpHUAIIBHOTO JaBJICHHA,

TpoMO0oPIIeOUT, TPOMOO3
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HexenarenbHas peakius

KJ1ace
Penko «JIETOYHOE  Cepale», OCTPhI  KOpOHApHbBIN
CUHAPOM, «MPAaMOPHOCTh KOXH», TpomO03
IIyOOKHX BEH, IMOOIHS
Hapywenus co | O4ueHb yacTo IIJIEBPAJIbHBIN BBIIIOT, OJIBIILIKA
Cmoponbl Yacto JETOYHbIE  WHQUIBTPATHI, OTeK  JIETKHX,
ObIXamenvbHol ;
MTHEBMOHHT, JIETOYHAsl TUNIEPTEH3US, KaIlEIh
cucmemyvl,  OpP2aHO8
zpy()Hozj xnemrxu u|Hedacto 6p0HXI/IaJILHa$I acTtma, 6p0oncna3M, JIETO4YHas
cpeaocmeyuﬂ apTcpualibHasd rurCpTCH3ul, I[I/IC(bOHI/ISI
Penko OCTPBI  PECHUPATOPHBIM  AUCTPECC-CUHIPOM,
JIero4Has YMOOIHs
Kenyoouno- OueHp YacTo Jiapesi, TOIHOTa, pBOTa, OOJIU B KUBOTE
Kuuetriote Yacto BOCMAJIEHUE CIM3UCTBIX 000J04YeK (BKIOYas
Hapymenuz MYKO3UT/CTOMATUT), KEITyJOUHO-KUILIEYHbIE
KpPOBOTEUEHMS, JUCIENCUs, B3AYyTUE KHBOTA,
3amophl, TacTPUT, MOPAXKEHUS MITKUX TKaHEH
MOJIOCTU pTa (BKJIIOYasi CyXOCTh BO PTY, XCIIIUT,
My3bIPHKOBBIE BBICHITIAHUS HA I'y0ax, CyXoCTh I'y0,
3Bl Ha Ty0ax, 3pO3UM CIU3UCTOW OOOJIOYKH
MOJIOCTH pTa), KOJIUT (BKITFOUAs
HEUTPONEHUYECKUN KOJIHT)
Heuacto mucdarusi, — aclUT,  aHalbHBIE  TPEIIUHBI,
M3bS3BICHUS BEPXHUX OTHAEIOB JKEIyJI0YHO-
KHUIIIEYHOTO TpaKTa, MaHKpPEaTUT, 330(Qarur,
ractpoasodareanbHas peQuirokcHas 001e3Hb
Penxo KETYIOYHO-KHUIIEYHAsi SHTEPONATUsl C MOTEepei
Oenmka, KHIIEYHAs HEMPOXOAUMOCTb, OCTpPbI
MaHKPEATUT, aHAJbHBII CBUIIL
Hapywenus co|Heuacto XOJIECTa3, XOJEUNUCTUT, TeaTUT
CMOpOHbl  nedeHu U
JHCENUeBbIBOOAUSUX
nymeu
Hapywenus co | OueHpb yacTo KOXKHasi Chlllb (BKJIOYAsl JIEKAPCTBEHHYIO ChIIlb,
CMOpPOHbL  KOJMCU U SpUTEMy, MYIbTU(DOPMHYIO IPUTEMY, IPUTPO3,

NOOKOJNCHBIX MKAHel

NamyJIC3HYKO Cblllb, IMATHUCTO-IIAITYJIC3HAA CBbIIIb,
MyCTYJIC3HYIO [MCITYyHICHUC
BC3UKYJIAPHYIO CBIIIb, MAKYJIOIIYCTYJIC3HYIO ChIIIb,

CBIIIb, KOXH,

9KC(ONMATUBHYIO  CBIllb, TE€HEPATN30BAHHYIO
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HexenarenbHas peakius

KJ1acc
pPUTEMY, T€HUTAIBHYIO CbIllb, TEIUIOBYIO CHIIIb,
Oenmple yrpHW, MOTHUILY, MYCTYJIE3HBIH IICOpHa3,
CBIllb, PUTEMATO3HYIO CbIllb, (DOTUKYISPHYIO
CBIllb, TEHEPATM30BAHHYIO CbIllb, MAaKYJSPHYIO
CBIllb, 3YIALIYIO Cblllb, pPa3ApaXKEHUE KOXKU,
TOKCHYECKYI0 KOXHYIO CbIllb, BE3HKYJIE3HYIO
YPTUKAPHYIO ChIllb, BACKYJIUTHYIO ChIIIb)
Yacro 3yl, YrpeBasi Chlllb, aJOMEIUsl, CYXOCThb KOXH,
TUNEPTUIpo3, KPANUBHUIA, JEPMATUT (BKIIOUas
IK3EMY)
Heuacro KOXHBIE A3BbI, OyIJIJIE3HBIN epMaTO3, HAPYIICHUS
MUTMEHTAlUH, MOpaXKCHUS HOTTEH,
dboroceHCHMOMIU3aIMs, TAHHUKYJIHUT, CHHIPOM
JIAJJOHHO-TIOA0IIIBEHHON SPUTPOAN3ECTEINH,
U3MEHEHUS BOJIOCSIHOT'O MOKPOBA,
HEUTpOo(UIbHBIN 1epMaTO3
Penxo JCHKOIMTOKIACTUYECKUIA  BacKynuT, (ubpo3
KOXH
Hapywenus co | OueHpb 4acTo KOCTHO-MBIII€YHasi 00JIb
CMOPOHbBL MbIULEYHOT,
ckenemuoi 4| dacto apTpairusi, MbIIIeYyHas CiabocTh, MHUANITHS,
CoOCOUHUMENbIOL KOCTHO-MBIILIEYHAs CKOBAaHHOCTb, MBIILIECYHBIC
E— CIa3Mbl
Heuacto pabIOMUOIN3, MHO3UT, TEHIUHUT, OCTEOHEKPO3,
apTpuUT
Penko 3aMeJUICHHas WHBOJNIONMS Snudu3a, 3a7epixka
pocTta (4acToTa JaHHBIX MOOOYHBIX 3(PPEeKTOB B
MCCIIETOBAHMSIX y JIETe OTMeUeHa KaK «4acTo»)
Hapywenus co|Heuacro rmoveyHas HEJI0OCTaTOYHOCTH, y4YaIieHHoe
CMOpPOHbL  NOYeK U MOYEHCITyCKaHUE, IPOTEUHYPHS, TeMaTyPHsI
MOUEBbIBOOAUUX
3 Penko HapylieHne QyHKIUU TTOYeK
nymeii
bepemennocme, Penxo CaMOTIPOU3BOJIHHBIN a00pT
nociepooosyblil
nepuoo u
nepuHamaivHble
COCMOAHUA
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CucreMHO-OpraHHbIN

Kareropus yactotsl

(O CAEACBATENEROCTE 0003)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

HexenarenbHas peakius

peakyuu 6 mecme

86e0eHUs

KJ1acc
Hapywenus co|Heuacro IMHEKOMACTHUS, HapyIIEHUs MEHCTPYaJbHOI'O
CMOpOHbL LIMKJIa, BarMHaJIbHbIE KPOBOTEYEHHUS, MAaTOYHbIE
PenpoOyKmuHoU KPOBOTEYECHHUSI

cucmemvl U MOJIOYHBIX

Jcenes

Obwue napywenus u|OueHb yacTo nepugepudeckue OTEKH (BKIIIOUAst

JIOKAJIM30BAaHHBIC OTCKMU ITOJKOXKHON KJIeTYaTKU

pa3IMYHON  JIOKaJIM3alMd,  TpaBUTALMOHHBIC
OTEKH), OTEK JuIla (BKJIIOYas OTEK s3bIKa, OTEK
ry0, oTek o0nacTu pra, OTeK KOHbIOHKTHBBI, OTEK

B o0jlacTH rja3a Hu BCK, OTCK Op6HT3.J'IBHOfI

KJICTYaTKH, HepI/IOp6I/ITaHBHLIe OTCKH,
MaKyJISIpHBIC OTCKH, OTCYHOCTbD nnua) ,
IOBBIIICHHAA YTOMIISIEMOCTD, IOBBIICHHEC

TEMIIEpaTyphl TeNa

Yacto

reHEpaAIM30BaHHbBIE OTEKU (BKIIIOYAsl 3aJCPIKKY
KUAKOCTH, OTEK KENyI0UYHO-KUIIEYHOTO TPAKTa,
TCHEPAJIM30BAaHHBIA OTEK, MEpUPEPHUICCKUIN OTEK,
00yCIIOBICHHBIN cepAeHYHOMI
napaHedpaabHbIHI

OTCK,  OTEK,

HEJOCTATYHOCTHIO, BBIIIOT,
MOCTIPOLIETYPHBIA OTEK, BUCIEPATBHBIN OTEK),
acTeHusi, 00ib, 00JIb B TPYAH, 03HOO, CHUKEHUE
WM  YBEIMYEHUE MacChl

TCJIa, CIYTAaHHOCTDH

CO3HaHHUA

Heuacto

HCAOMOI'aHHC, ITOBBIIICHUC AKTUBHOCTH
eraTI/IH(I)OC(l)OKI/IHEBLI, MMOBBIICHHUEC AKTHMBHOCTHU
raMmMa-riIrOTaMUJITPaHCIICTITHAA3bl, mpoyune
MOBEPXHOCTHBIC OTCKHU (BKJ’IIOLIaSI OTCYHOCTH
IMOJIOBBIX OpPraHoB, OTCK B MECTC pa3pc€3a KOXKHU,
OTCK IIOJIOBBIX OpPraHoB, OTCYHOCTL IIOJIOBOTO
YJICHA, OTCK IIOJIOBOT'O YIC€HA, OTCK MOIIOHKH,
OTCYHOCTH OTCYHOCTH

BYJIbBOBAIr'MHAJIbHYHO OTC‘IHOCTB)

KOXH, SIMYCK,

Penxo

HapyHICHUEC ITOXOOKH

Kpome moeo, npu npumenenuu npenapama_noayyena UHd)ODMCZuM}Z o CJZ(?OVIOWUX ABTIEHUAX,

yacmonia Komopbuvlx He YChAHO6/1eHA, U/ U Ce53b UX C NpuUmMeHeruem npenapama He 00KA3aHA:

Hugpexyuu u uneazuu

PeakTuBanus Bupyca renarura B.
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Hapywenus co cmoponvl cepoya

OUOpMILIAIUS IPEICEPIUI/TpETIeTaHUE PEACEPIMIA.
Hapywenus co cmoponwl cocyoos

TpomOoTuueckas Mukpoanruonatus (TMA).

Hapywenus co cmopoHbl 0bixamenvHou cCucmembl, 0Opeanos pyOHOU KIemKU U cpeooCmerus
WNuTepcTunmaibHblie 3a001€BaHuUs JIETKUX, THEBMOHUS.
Kenyoouno-xuweunvie napyuienus

XKenynouHo-KHIIEUHOE KPOBOTEUEHHUE C JIETAIbHBIM HUCXOA0M.
Hapywenus co cmoponbl Kodicu t NOOKONCHbIX MKAHelU
Cunnpom CrueHca-/[>koHCOHA.

Hapywenus co cmopoHbl nouex u Mo4egbl8005auux nymeil
Hedporuueckuii cunapom.

Jlabopamopnvie u uncmpymenmanbHvle OaHHblE

- TpomOouwuTorneHusi, aHeMusi U HEUTpONeHHus 3 WK 4 CTEeNeHH, OCOOEHHO y MAIMEHTOB C
no3aumu pazamu XMJT win octpeiv OJLJT Ph.

- I'unmoxanuemusi, runokaisuemMus, runodocdaremus;

- IloBbllieHNe aKTUBHOCTH N€YEHOUHBIX TpaHcaMUHa3 (atlaHuHaMuHoTpaHchepassl (AJIT),
acrmapraramuHoTpancdepassl (ACT));

- IloBplieHne KOHIEHTpAUY OUIMPYOHHA W/WIIM KPEaTHHHHA B CBIBOPOTKE KPOBH;

- HauOonee yactbiMu MoO0YHBIMU P PEeKTaMU IPU IPUMEHEHUHU Aa3aTHHUOA y MAI[MEHTOB
¢ Brepsbie BoisiBiIeHHBIM XMJI Ph™ B xpoHnueckoii (ase sSBIAoTCS 3a1epiKKa JKUAKOCTH U Uapes],
a 'y MalueHToB ¢ PE3UCTEHTHOCTHIO MIIM HETIEPEHOCUMOCTBIO MMAaTHHIOA - 3aIepKKa KUJKOCTH U
napesi, TOJIOBHasE OOJb, OBIIIKA, CHINb, YCTAJIOCTh, TOIIHOTA, KPOBOWMBIHUSHHSA (TaKUe Kak
ey TOYHO-KUIIEYHbIE KPOBOTEUEHUS U PYTHUE).

W3MeHeHHs 11a0OpaTOpHBIX IOKa3aTeled y JeTedl COOTBETCTBOBAIO H3MEHEHHMSIM ATHUX
MOKa3aTesie y B3pOCIIbIX MAIIMEHTOB.

Hetu ¢ OJUJI Ph* npu ncnonbp30BaHuM 1a3aTHHHOA B KOMOWHAITUY ¢ XUMHUOTEpAIIHeil.

[ToGouHble peakuu, ONMMCAHHBIE B IBYX NMEAMATPUUECKUX UCCIIEOBAHUAX, B KOTOPBIX 1a3aTHHUO
OPUMEHSUICS B COYETAHMM C XUMHOTepamnuel, COOTBETCTBOBAJIM HW3BECTHOMY Mpoduio
0€30macHOCTH Ja3aTHHUOA y B3pOCHBIX M OXuAaeMoMy 3(dekty oT xummorepanuu, 3a
HUCKJIIIOUEHHEM MeHbIIIeH BCTPCHACMOCTH IIICBPAJIBHOTO BBIIIOTA Yy HeTeﬁ M0 CpPaBHCHHUIO CO
B3pOCIBIMH.

B nerckoM wuccnemoBaHMM OCTpOro JIUMQOOIACTHOrO Jieiiko3a MOKazaTeslu J1adopaTOpHBIX
OTKJIOHEHHII COOTBETCTBOBAJIM M3BECTHOMY NpO(QUII0 OE30MacHOCTH JUIsl J1aOOpaTOPHBIX

nmapamMeTpoOB Yy B3POCIBIX MAIUEHTOB C OCTPHIM JUM(OOIACTHBIM JIEHKO30M, IOTYYaBIIAX
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(G OHOBBII KypC XUMHUOTEpAUH.

COOGH.ICHI/IC 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo0maTe 0 mo103peBacMbIX HEXKEIATEIBHBIX PEAKIUAX TIOCTIE PETUCTPAIIMH TIperapara ¢
LEeNbI0 O00ECIeYeHUs] HENPEPHIBHOTO MOHUTOPHUHIA COOTHOLIEHUS «IOJIb3a — PUCK»
JIEKapCTBEHHOT'O TMpernapara. MeIuuHCKUM pabOTHUKAM PEKOMEHIYETCs COOOIIaTh O JIF0OBIX
MOJI03PEBACMBIX HEKENATEIBHBIX PEAKIUAX JICKAPCTBEHHOTO Iperapara 4epe3 HallMOHAIbHbBIE
CUCTEMBI COOOINEHUS O HEXKENATEIbHBIX PEaKIHsIX TOCyJapcTB — WieHOB EBpasuiickoro
SKOHOMHYECKOT'0 CO03a!

Poccuiickasa ®@eoepayus

®denepanibHas ciryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBHanzop)

Anpec: 109012, r. Mocksa, CriaBsiHCKast IIIoIiaab, 1. 4, ctp. 1

Ten.: +7-800-550-99-03

OnekrpoHHas modra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpPMAIIMOHHO-TEJICKOMMYHHUKAIIMOHHON ceTH «VIHTepHET» !

www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CHMIITOMBI

[Tepeno3upoBka ga3aTHHUOA 3apPETUCTPUPOBAHA Y IBYX MAIMCHTOB, IPUHAMABIINX B TeUcHUE |
Hepaenu mo 280 Mr mpemapara B JICHb, YTO TPUBENIO K 3HAYUTEIBHOMY CHIDKCHHUIO YHCIIA
TpoMOoLMTOB. B cryuae mepeno3upoBku TpeOyeTcs TiiaTenbHOe HAaOMI0JeHHE 3a MAIUEHTaMHt C
HEJIbI0 KOHTPOJISl CTETIEHH MUEJIOCYTIPECCUH.

JleueHme

CuMnToMaTH4ecKast TCpammus.

5. ®PAPMAKOJOT'MYECKHUE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHEe CBOICTBA

dapmakoTepareBTHUECKas TPYyTIa: IPOTUBOOITYXO0JIEBbIE CPECTBA; MHTHOUTOPHI IPOTEHHKUHA3;
UHruoUTOpH THpO3uHKMHA36I BCR-ABL.

Kox ATX: LO1EAO2.

MexaHn3M IeiCTBUS

B ycnoBusix in Vitro ga3atuHUO NpOSIBISET aKTUBHOCTh Ha KJICTOUHBIX MOJENSX JICHKO03a, KaK B
OTHOILIEHUM YYBCTBUTEIBbHBIX, TaK M PE3UCTEHTHBIX K HMATHMHUOY KJeTok. JlazaTuHu®
IPE0I0JIeBAaeT PE3UCTEHTHOCTh K MMAaTUHUOY, CBsi3aHHYI0 c rumnepakcnpeccueir BCR-ABL,
mytanusmu  omeHa BCR-ABL  kwHa3bl, akTUBalnued aJbTePHATHBHBIX MEXaHU3MOB,

unaynupyronmx kuHasel cemeiictBa SRC (LYN, HCK), a takxke ¢ rumepIkcnpeccueil rexa
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ABL B X0/1¢ KITUHUYECKHUX HCCIEAOBAHNN Y TAIIICHTOB C BIIEPBBIC BHISIBJICHHBIM XPOHUYECKUM
MHEONEHKO30M B XPOHUYECKOH (hasze, MPEKpaTHBIIUX MPUEM Ja3aTUHUOA, ObUIM BBISBICHBI
mytaruu 13151, F3171/L u V299L. Ha ocHoBaHMH SKCHEPUMEHTOB IN Vitr0 ma3atuHuO, mo-
BUIMMOMY, HE MIPOSIBIIAET AKTUBHOCTH B OTHOLIEHUM MyTanuu T3151.

dapmakoauaamuyeckue d3PHeKTol

Hazarunu6 narudupyet tuposunkuHasy BCR-ABL u tupo3unkuHassl cemeiictBa SRC, a Taxoke
MHOTHE JApyrue OHKOTeHHbIe KuHa3bl, BKItovas ¢c-K1T, kunaszy agppunosoro (EPH) peuenropa u
PDGFB-penienitop. Jla3aTuHUO CBs3BIBACTCS C AKTHBHOM M HEAaKTHMBHOW (opmamu ¢epmeHTa
BCR-ABL u B cyoHanomonsspabIx kKoHIeHTpanusx (0,6—0,8 HMoib/MiT) HHTHOUPYET €e.

5.2. dapmaKkoKHUHETHYeCKHUe CBOHCTBA

AGcopbuus

AOcopbuust ObicTpas. MakcuManbHas KOHIIGHTpalus Ja3aTHHHOA MOcie MpHeMa BHYTPb
HaOmogaetcs yepes 0,5-3 yaca y B3pocisix 1 uepes 0,5—6 4acoB y eTei Bcex BO3paCTHBIX TPYIIL.
[Tnomaae noj KpuBoii «koHIeHTpanus-BpeMs» (AUC) 1 BbIBeIeHHE SIBISIOTCS 10303aBUCUMBIMU
B auarazone 103 oT 25 mo 120 mr 2 pa3a B geHb. CpenHuid oOImUN TEPMUHAIBHBIN MEPUO
MOJTyBBIBEJICHUS Aa3aTHHUOA y B3POCIBIX MAIMEHTOB COCTABIAET 5—6 4acoB, y AeTel 2—5 4acos.
[Tpu npueme ognokpaTHOM 10361 100 Mr nazaruHmOa y B3pOCiabix yepe3 30 MUHYT mociie mpruemMa
IUIIK C BRICOKHM COJIEpKaHUEM Kupa oTMmedaercs yBenmnuenune cpeaneii AUC na 14%; mocne
npueMa NUINM C HU3KUM cojepxkaHueM >xupa - Ha 21%. IlpueM numm He okas3bIBaeT
CYUIECTBEHHOI'O BIMSHUS Ha BcachiBaHue. IIpu npuMeHeHMHM HaTomaK BapuabeIbHOCTh
CHUCTEMHOTI'0 Bo3/ieiicTBU Aa3aTHHKHOA (K03 dunineHT Bapuanuu 47%) okazanach BbIIIE, YEM IIPU
npueMe ¢ HeXKupHoH (koaduimeHT Bapuauuu 39%) u xxupHoit (korpdunmeHt Bapuauuu 32%)
MTULLEH.

Hcxons W3 pe3ysbTaToB MOIMYJSALMOHHOTO (apMaKOKMHETHYECKOIO aHalu3a BapHadenbHOCTh
CHUCTEMHOI'O BO3JEHMCTBUS Ja3aTUHMOA B OCHOBHOM OOYCIIOBJIEHAa BHYTPUUHAWBHIYyabHOM
BapuadeNbHOCThIO OMonoCTymHOCTH (Koddduiuent Bapuanuu 44%) U B MEHBIIEH CTECHU
MEXUHANBH Ty aJIbHON BapraOenbHOCTHIO0 OMOJOCTYITHOCTH U KiUpeHca (Ko GUIIMEeHT BapHaluu
32% wu 30%, coorBercTBeHHO). CnywaiiHas BHYTPUMHIUBUAyaJIbHAs BapuabeIbHOCTb
MPENOJIOKUTEIBHO HE BIMSET HA CyMMapHOE CHUCTEMHOE Bo3zeicTBHE U 3(()EKTUBHOCTh MM
0€30MacHOCTb.

Pacnpenenenue

Kaxymmiics o0beM pacrpeneneHuss na3aTuHHOAa Yy NalMeHToB cocraBiser 2505 1, uro
CBUJICTENILCTBYET O 3HAYUTEIILHOM paCHpelesIeHnd BO BHECOCYAMCTOM IpocTpaHcTBe. [lpu

HCIIOJIB3YEMBIX B KIIMHUYECKON IMMPAKTUKEC KOHLUCHTPpAIUAX CBA3BIBAHUC }IaSaTI/IHI/I6a ¢ Oenkamu
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IUIa3MBI cOCTaBIIsIET 96%.

COOTBETCTBYET 2KCNEPTHOMY OTYETY

Buorpancdopmarus

N3odpepment CYP3A4 sBisiercss OCHOBHBIM (PEpPMEHTOM, OTBETCTBEHHBIM 3a METa0OJIH3M
nazatunn6a. Ilocie nmpuema BHyTph 100 Mr [*4C]-naszatnan6a 310poBeIME 10OpoBOIBIIAMH, 29 %
PaZMOaKTUBHOCTH B IIa3Me€ MPHUXOAMIOCH HA OO0 HEU3MEHEHHOro nazatuHuba. Cyns 1o
KOHIICHTPAIIMK B IUIa3ME€ W aKTUBHOCTH IN VItr0 MOXXHO MPEIIOJI0XKHUTh, YTO METa0OJIMTHI HE
UTPAIOT OOJIBIION POIH B (hapMaKOJIOTUIECKOM JICHCTBUU Aa3aTHHUOA

OJIMMHUHALNS

[Ipemapar BBIBOAUTCS, TIJaBHBIM 00pa3oM, KHUIIEYHUKOM, IPEUMYILIECTBEHHO B BUJE
merabomutoB. Ilocme omHOKpaTHOTO mnpuema BHYTph [*CJ-masatunmba 4 % u 85 %
PaAMOAKTUBHOCTH BBIBOJAMTCS MOYKAMH M KHUIICYHUKOM, COOTBETCTBEHHO, B TedeHHe 10 CyTOK.
Heusmenennreni nmasatnau® cocrtaBmsier 0,1 % wm 19 % 103bl, BBIBOAMMOM IIOYKAMH U
KHUIIEYHUKOM, COOTBETCTBEHHO, OCTAJIbHASI YaCTh JI03bI MIPEICTABICHA META0OTUTAMH.
dapMaKOKHHETHKY JTa3aTHHUOA N3YYall Y 8 MAIIMEHTOB ¢ YMEPESHHBIMU HAPYIICHUSMU (YHKITHH
IIEYEHH TOCTIe OJHOKPATHOTO IMpHeMa Iperapara B 03¢ 50 M M y 5 HalueHTOB C TSHKEIBIM
HapylieHneM (GYHKIUM TEYeHH TOocie OJHOKPATHOrOo mpuema mpemapata B jgoze 20 Mr B
CpaBHEHMH C (hapMaKOKWHETHKOM y 3J0pPOBBIX JOOPOBOJIBIIEB MTOCIIE TpUeMa mpenapata B 1o3e 70
mr. 3nadenus Cmax u AUC s nazatuau6a Obutn Huke Ha 47 % u 8 %, COOTBETCTBEHHO, MPU
YMEPEHHOM MOBPEXICHUH TICYSHH, 110 CPABHEHHUIO CO 3HAYECHUSIMH Y 3/IOPOBBIX T0OPOBOIIBIEB. Y
MAIMEHTOB C TSHKENBIM HapylieHneM (pyHKIuu nedeHnu cHikeHue 3nadennii Cmax u AUC mns
nmasatunnOa mocturaio 43 % u 28 %, COOTBETCTBEHHO.

VY nanueHToB ¢ HapyImeHusIMU (QYyHKITUHU MOYeK (apMaKOKHHETHKA JTa3aTHHUOA HE U3MEHSCTCS.
B xome wuccnemoBaHus (QapMaKOKHHETHKM C Yy4YacTHEM MAIMEeHTOB JIETCKOTO BO3pacra
perynupyemoe no3upoBkoi neiictBue nazatuHuOa (Cavg, Cmin U Cmax) OBUIO CXOXUM JUIs
MAIMEHTOB C XpOHMYECKUM Muenoneliko3oM (XMJI) B xpoHndeckoii ¢aze ¥ MaueHTOB C OCTPHIM
uM(OOGIACTHBIM JIEHKO30M C TIOJIOKUTENBHON (uitanebduiickoit xpomocomoii (OJIJT Ph*).

CyIecTBeHHBIX pa3audnii B hapMaKOKHMHETHKE MEXTY IETbMH U IMOJIPOCTKAMH HE HAOJII01aI0Ch.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTebHbIX BelIeCTB

Snpo TabJIeTKH:

KonoBuaon (kommuaon VA64)
CunukaTuHUPOBaHHAs LEJUIH0JI03a MUKPOKPUCTAJUIMUECKAS [COCTaB: LEJUII0I03a
MHKpPOKpHUCTAITHYECKast - 98 %, KpeMHHS JUOKCH]] KOJIOUIHBIN - 2 %]

Kpocnosunon
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Maruus creapat

CocTaB IeHOYHOU 000JIOUKH:

I1oNMMBUHUIOBBINA CIIUPT

Makporoa 4000

Kpacurens xuHOIMHOBBIN sxenThii E104

Kpacurens xene3a okcuz kpacHbiit E172

Kanbius kapbonat

Tanbk

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

3 rona.

6.4. OcoOble MepbI NPEIOCTOPOKHOCTH NIPH XPAHEHHUH
ITpu Temnieparype He Bbiie 25 °C.

6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

IlepBruHas ynakoBKa J€KapCTBEHHOIrO IIpenapara

st 0ozuposok 20 me, 50 me, 70 me:

[To 60 TabmeTok, MOKPBITHIX IUIGHOYHON OOOJIOUKOW, BMECTE€ C MAaKETHUKOM OCYIIUTEIs
(cunMkarenp) MOMeNIal0T B OaHKY MOJIMMEPHYIO U3 TOJIMATHICHA HU3KOTO JIaBJIECHUS/BBICOKOM
IUIOTHOCTHU C KPBILIKOM HATATMBAaeMOM M3 MOJUATUIIEHA BBICOKOIO JIaBJICHUS/HU3KON MJIOTHOCTH
C KOHTPOJIEM MTEPBOTO BCKPHITHSI. CBOOOIHOE MPOCTPAHCTBO 3aAIOJIHSIOT BATOM MeauIinHCKoM. Ha
0aHKM HAKJIEWBAIOT ATHKETKM M3 OyMard STUKETOYHON WM MUCYEH WM U3 TOJUMEPHBIX
MaTepHasoB, CAaMOKJIEAIIAECS.

s 0ozuposok 80 me, 100 me, 140 me:

[To 30 TabmeTok, MHOKPBITHIX IUIEHOYHON OOO0JIOUKOW, BMECTE€ C MaKETHUKOM OCYIIUTEIs
(cunMkarenp) MOMeNIal0T B OaHKY MOJIMMEPHYIO U3 TOJIMATHIICHA HU3KOTO JIaBJIECHUS/BBICOKOM
TUIOTHOCTHU C KPBIIIKOM HATATUBAeMOM M3 MOJUATUIIEHA BHICOKOTO JIaBIECHUS/HU3KON MIIOTHOCTH
C KOHTPOJIEM MEPBOTO BCKPHITHS. CBOOOIHOE MPOCTPAHCTBO 3aAIOIHIIOT BATOW MeauIMHCKOM. Ha
0aHKM HAaKJIEMBAIOT ATHKETKM M3 Oymaru STUKETOUYHON WM MUCYeH WM U3 TOJUMEPHBIX
MaTepHaJIOB, CAMOKJIEAIIAECS.

BropuuHas ynakoBKa JIEKapCTBEHHOI'O Mpermapara

ITo 1 GaHke BMecTe C HHCTPYKHHCﬁ Mo MPUMCHCHHUIO NOMCHIAIOT B ITA4YKy M3 KapTOHA JIA
HOTpC6HTCJ'ILCKOﬁ Taphbl. Ha Ma4YKy MOXKCET HAKJICUBATHCA CaMOKJIICAIIAACA OJTHKETKA C

MapKupoBKOi. [Tauky moMemarT B rpynnoBYIO YIIAKOBKY.
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6.6. Ocodbie mepoi mpenoctopokuocti__npu' | Vinromenii | Héonkidiiiioro

JIEKAPCTBEHHOT0 mMpenapara MJIH OTXO0A0B, MNOJYYEHHBIX TMOcCJe TNpPUMEeHEeHUs
JIEKAPCTBEHHOT0 MpenapaTa u Apyrue MaHUMyJIsIUU ¢ NPenapaTom

Oco0bie TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMUOHHOI'O YAOCTOBEPEHMUSA

Poccuiickaa ®eoepayus

AO «®apmacunre3-Hopa»

FOpuouuecxuii aopec: 197350, r. Cankr-IletepOypr, nopora B Kamenky, a. 74, aut. A,

noment. 1-H

Ten.: +7 (812) 240-45-15

Anpec anekTpoHHO# mouThl: info-psn@pharmasyntez.com

7.1. IlpeacTaBUTENb A€PsKATE/Is] PETHCTPALMOHHOTO Y10CTOBEPEHUsI

IIpereH3un HOTDC6HT€HCﬁ CICAYECT HAITPAaBJIATH IO aAPECY.

Poccniickas @enepanns

AO «®apmacunre3-Hopa»

197350, r. Cankr-IletepOypr, yiu. JIéTunka Akaesa, 1. 8, k. 3, cTp. 1
Ten.: 8-800-100-15-50

Anpec snekTpoHHO# mouThl: info-psn@pharmasyntez.com

8. HOMEP PETUCTPAIMOHHOTI'O YIOCTOBEPEHUA

9. IATA TNEPBUYHOMN PETMCTPAIIMM (IIOATBEPXIEHWSI PETWCTPAIIUU,
INEPEPETUCTPALIUN)

JlaTa niepBoii perucTpanuu:

10. JATA MIEPECMOTPA TEKCTA

OO1ast xapakTepuCTHKa JIEKapCTBEHHOTro nipenapata MUpcoHUO JOCTyHA HAa HH(OPMAIIMOHHOM

nopraje EBpaSHﬁCKOFO OKOHOMHYCCKOI'0 COr03a B I/IH(bOpMaI_II/IOHHO-KOMMYHHKaHHOHHOﬁ CETHU

«utepuer» https://eec.eaeunion.org/
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