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OBILASI XAPAKTEPUCTHKA JIEKAPCTBEHHOTOITPERAPATA = Y002)

1. HAUMEHOBAHUE JJEKAPCTBEHHOI'O IIPEITIAPATA
Hazaruaun®, 20 mr, TabJIeTKH, TOKPHITHIC TJICHOYHON 000JI0YKOM.
Hazaruaun®, 50 mr, TabIeTKH, TOKPHITHIC TIJICHOYHON 000JI0YKOM.
Jazatunu6, 70 Mr, TabJIETKH, TOKPHITHIE TUIEHOYHON 000JI0UYKOH.
Jazatunu6, 80 Mr, TabIeTKH, TOKPHITHIE TUIEHOYHON 000JI0YKOH.
Hazaruaun6, 100 Mr, TaGIETKH, TOKPBITHIE TUICHOYHOW 000JIOUYKOM.

Hazatuaun®6, 140 Mr, TaGIETKH, TOKPBITHIE TUICHOYHOW 000JI0UYKOM.

2. KAUECTBEHHBIN 1 KOJIUMYECTBEHHbBIN COCTAB
JleiicTBytol1ee BEIIECTBO: Aa3aTHHHO.

Jlazatuaun0, 20 Mr, Ta0JIETKH, HOKPBITHIE INIEHOYHOU 000JIOYKOM

Kaxxnas Tabnerka copepxut 20 Mr n1azarunuoa.
BcrmomorarenbHbie BEmecTBa, HATMYME KOTOPHIX HAZ0 YYHUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: jlaktosa (cm. pasuen 4.4.).

I[a3aTI/IHI/I6, 50 mr, Ta6J'IeTKI/I, MOKPBITHIC TNIEHOYHOM 000JI0YKOH

Kaxxnas tabnerka comepxut 50 Mr nazatunuoa.
BcrmomorarenbHbie BelIecTBa, HATMYME KOTOPHIX HAZ0 YYHTHIBATH B COCTABE JIEKAPCTBEHHOTO
npemnapara: Jaktosa (cMm. paszzen 4.4.).

Jlazatuau6, 70 Mr, Ta0JIETKH, HOKPBITHIE INIEHOYHOU 000JIOYKOM

Kaxxnas tabnerka conepxut 70 Mr nazaTuHuoa.
BcrmomorarenbHbie BemIecTBa, HATMYME KOTOPHIX HAZ0 YYHTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: jakrosa (cMm. paszzen 4.4.).

I[a3aTI/IHI/I6, 80 mr, Ta6J'IeTKI/I, MOKPBITHIE TNIEHOYHOM 000JI0YKOU

Kaxxnas tabnerka conepxut 80 Mr nazaTuHuoa.
BcrmomorarenbHbie BelIecTBa, HATMYME KOTOPHIX HAZ0 YYHTHIBATH B COCTABE JIEKAPCTBEHHOTO
npernapara: Jjakro3a (cM. paszaen 4.4.).

Jaszaruau6, 100 mr, TaOJIETKH, ITOKPBITHIE INIEHOYHOU 000JI0OYKOH

Kaxnas tabnerka conepxut 100 mr nazatuamnba.
BcnoMoraTenpHbIe BEmIeCTBa, HAJMYWE KOTOPBIX HAJO YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npernapara: Jjakro3a (cM. paszaen 4.4.).

I[aSaTI/IHI/I6, 140 mr, Ta6J'ICTKI/I, IMOKPBITHIC TINIEHOYHOM 000J109KOM

Kaxnas tabnerka conepxut 140 mr nqazaruauoa.
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npemnapara: jakros3a (cMm. paszaen 4.4.).

[TonHbll epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEJICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTKu, MOKPHITHIE INICHOYHOU 000I0YKOA.

Jlazatuau06, 20 mr, Jazatuaud, 50 mr, Jazatuau0, 70 mr, Jaszatuun6, 80 mr, Jazatunub, 100 mr,

Ta6J'I€TKI/I, MMOKPBITHIC INICHOYHOM 00010YKOH

Kpyrible TBOSIKOBBITYKJIbIC TAOJIETKH, IMOKPBITHIC TUICHOYHOH 000JIOYKOW O€lI0ro MM MOYTH
OeJoro 1BeTa.

Jlazatuau0O, 140 mr, Ta0JETKHU, ITOKPBITHIE IUIEHOYHOU 000JI0UKOM

OBayibHBIE ABOSIKOBBIITYKJIBIC Ta6JIeTKI/I, IIOKPBITLIC IUIEHOYHOM 000JIOUKOH Oea0ro MM MOYTH

OeJoro 1BeTa.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloxka3aHusi K NPUMEHEHHIO

I[a3aTI/IHI/I6 ITO0Ka3aH K IPUMCHCHHUIO YV B3POCJIBIX:

* BriepBbie BBISIBICHHBI XPOHUYECKHN MHEIOJIEHKO3 C IMOJOKUTEIHHON (ranenbuiickoi

xpomocomoit (XMJI Ph*) B xponuueckoit dase;

* XMJI B xponuueckoit (aze, (aze akcenepanuu uiu (aze MUEIOHIHOTO, UIH JTUMGPOUTHOTO

0JIaCTHOTO KpH3a MPU PE3UCTEHTHOCTH WJIM HENEPEHOCUMOCTH MPEebIIyLIel Tepanuu, BKItoYas

MMAaTHUHHO;

* Octpblii TUMQOOIACTHBIM JEMKO3 C MOJIOKUTEIbHOU (punanenbuiickol XpoMOoCoOMOi
+ (V3

(OJIJI Ph™) npu pe3ucTeHTHOCTH MIIH HEMIEPEHOCHUMOCTH MPEbIIYIICH TeparnuH.

I[aSaTI/IHI/I6 IMOKAa3aH K NPUMEHEHUIO V ICTEH B Bo3pacTte oT 3 jo 18 aerT:

* XMJI Ph* B xpoHuueckoii ase;

* Briepssie BoisiBnennsiii OJIJI Ph* B koMOMHAIMK ¢ XMMHOTEPAITHEIA.

4.2. Peskum 103MPOBaHNS M CIOCO0 NPUMeEHEHUs!
Tepanust 1oKHA TPOBOAUTHCS BPauOM, UMEIOIIUM OIIBIT JIEUYSHHS MAIIEHTOB C JIGHKO3aMH.

PexuMm no3upoBanus

Pexomenodyemvie nauanvnvle 003bl npenapama Jazamunub y 63pocivix.:

* 100 Mr oauH pa3 B IeHb (YTPOM WJIM BedepoM) B XpoHUUecKkoit paze XMJI;

* 140 Mr oauH pa3 B JIeHb (YTPOM UJIM BEYEPOM) B OCTAIBHBIX CIydasX.

Pexomenoyemvle nauanvivie 003l npenapama Jazamunub y oemeii no noxazanusm XMJI Ph* ¢

xXponuueckoil (aze unu énepevie evissnennwviti OJI Ph™:
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wim BedepoM). [lepepacuer 10361 JOHKEH MPOBOIUTHLCS KaXKAbIE 3 MecsIa, P HEOOXOAMMOCTH
— yaie.

* 40 mr nipu Bece ot 10 kr 10 MeHee uem 20 Kr;

* 60 mr nipu Bece ot 20 kr 10 MeHee yeM 30 Kr;

* 70 mr nipu Bece oT 30 Kr 10 MeHee yeM 45 Kr;

* 100 mMr mpu Bece MUHUMYM OT 45 KT.

Jazatuaub He ciaeayeT NPUMEHSTh Y IeTel B Bo3pacTe 70 3-X JIeT U Maccoi Tena meHee 10 kr mo
nokazanusaM XMJI Ph* B xponnueckoit dase nmu OJIJI Ph* g nannoM 1eKkapcTBEHHON GOPMEL.
BbezonacHocts U 3¢ ¢deKTHBHOCTh Y AeTeil B Bo3pacte A0 18 JieT mo ApyruM MOKa3aHUSM Ha
JTaHHBII MOMEHT HE YCTAHOBJICHBI. /[JlaHHBIE OTCYTCTBYIOT.

JnumenvHocms nevenus

B ximHHWYeCKMX HCCIEeIOBAaHUSIX JIEYEHHE B3POCIBIX NanueHToB ¢ XMJI Ph*, XMJI B baze
aKcesepalyu, MUEI00JIacTHOTO 00 TruMdo0IacTHOTO Kpr3a (mo3aHss (aza 3a00IeBaHMs) HITU
OJIUI Ph" u mnemuarpuyeckux OompHbIXx ¢ XMJI Ph™ gasatmHunGoM IpoOmOIKAIOCH 0
MPOrPEeCcCUPOBaHUsl  3a00JieBaHUSl WM HEMEPEHOCHMMOCTH JIGKAPCTBEHHOTO  Ipemnapara.
[TocneacTBusl OTMEHBI TEPANIUU C TOYKU 3PEHUS JOJITOCPOYHOIO MPOTHO3a 3a00JeBaHUs MOCIe
JOCTHDKCHHUSI IIMTOTCHETHYECKOTO WJIM MOJIEKYJIPHOTO OTBE€Ta (B TOM YHCIIE TIOJHOTO
nurorenernueckoro oreera (I[1LO), 6ombioro monekynspHoro orsera (bMO)) He nzyyanuce.

B KIMHUYECKUX MCCIIEN0BAHUAX Y TeanaTpruueckux 60mbHbIx ¢ OJIJT Ph* nasaTtnan® nasHavanu
B TIOCTOSTHHOM PEXKMME B I00aBIEHUU K MOCIIEI0BAaTeNbHBIM [IUKJIAM OCHOBHOW XHUMHOTEPANIUN
Ha TMPOTSHKEHUW He Oosnee 2 net. B ciywae mocnepyromiei mepecajkud CTBOJOBBIX KIIETOK
Ja3aTHHUO MOXHO MPUMEHSITH €Ille B TeueHue | roja mocje TpaHCIIaHTallUH.

VYBenuueHrne WU YMEHbBIIEHHE J03bl MOXET OBITh PEKOMEHJOBAHO C YUETOM KIMHHYECKOTO
OTBETa U MEPEHOCUMOCTH IIpenapara naueHTOM.

Tlosviuenue 003b1 y 83pocivix

B ciiygae oTcyTCTBUS réMaTOIOrHYECKOTO MU IIUTOTEHETUYECKOT0 OTBETA MPU PEKOMEHTyeMOM
HAYaJIBLHOU /103€ BO3MOXKHO YBEIMUEHHUE J103bI penapara J{azatuaub 10:

* 140 mr oxuH pa3 B ieHb pu Xxporuueckoit dasze XMJT u OJIJI Ph*.

* 180 mr oamH pa3 B neHb npu no3aaux ¢azax XMJI (pa3za akceneparuu uiam 6J1aCTHOTO KpU3a)
v OJIJI Ph',

Tosviwenue 003wl y demeii

B cnydae oTcyTCTBUSI FeMaTOJIOTMYECKOT0, IIMTOTEHETUYECKOTO MIIH MOJIEKYJISIPHOTO OTBETA MPHU
PEKOMEHyeEMOM HaualbHOM 103e y mamumeHtoB ¢ XMJI Ph* B xponuueckoit ¢asze npwu

NEPEHOCUMOCTH TE€PANNU BO3MOXKHO YBEJIMYEHHUE 103bl IIpenapata JlazaTuaub 1o:
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* 50 mr nipu Bece ot 10 kr 10 MeHee uem 20 Kr;

* 70 mr nipu Bece oT 20 kxr 10 MeHee yem 30 Kr;

* 90 mr nipu Bece oT 30 Kr 10 MeHee yeM 45 Kr;

* 120 Mr pu Bece MUHUMYM OT 45 KT.

He pexkomeHmyeTcs MOBEINIEHHE 103bI IanueHTam aerckoro Bospacra ¢ OJIJI Ph', rak kak
Ja3aTUHUO MMPUMEHSIETCS COBMECTHO C KypCaMu XUMHUOTEPAIHu.

KODDGKHHH J03bI BCJIICACTBHUEC HEXKCIATCIBHBIX DeaKHI/Iﬁ

Muenocynpeccus 63pocivie/Oemu

ITpu Muenocynpeccuu cienyeT yMeHbIIUTh 103y, IPepBaTh TEPANNIO WIM OTMEHUTS ee. B ciyyae
HEOOXOIMMOCTH CJEyeT MPOBECTH TPAHCHY3HIO TPOMOOIIMTAPHON I SPUTPOLIUTAPHON MACCHI.
[Tpu ycTOWYMBON MHETIOCYIIPECCUU BO3MOYKHO IPUMEHEHUE TeMOIIOITHUECKUX (DaKTOPOB POCTA.
Koppexyus 0031 npu neiimponenuu u mpomooyumonenuu y 63pocivlx

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

IIpu aGcomoTHOM uncie HeiTpodutos < 0,5 x 10%m wu uncie TpombormTos < 50 x 109/

1. Cnenaths mepepbIB B JIedeHHUHU TpenaparoM JlazaTHHHO 10 AOCTHKEHHs a0COJIIOTHOTO YHCIIa
HelTpoduios > 1,0 x 10%1 u yncna tpom6onuToB > 50 x 10%/1.

2. Bo300HOBHTH Teparuio B IPeKHEH J103¢.

3. IIpu komuuecTBe TPOMOOIUTOB MeHee 25 X 10%/1 umm a6comoTHOM unciie HelTPOhUIOB MeHee
0,5 x 10%1, Habmronaronmxcs 6onee 7 AHEH — CAeNaTh HePEPHIB B ICUCHUH U TOCIE TOCTIIKEHHS
UCXOJIHBIX TIOKa3aTesel, Tepanio BO30OHOBUTh B CHIDKEHHOU J03e 80 mr 1 pa3 B 1eHb (BTOpOI
ATU30/).

JUisl TalieHToB ¢ BHOBH BBISIBJICHHBIM XPOHUYECKAM MHUEIOJIEHKO30M B XpPOHUYECKOH (haze mpu
HACTYIUIEHUH TPETHEro 313012 TPOMOOIIMTO/HEUTPONIEHUH CHIDKAIOT 103y A0 50 Mr 1 pa3 B 1€Hb.
[Tpu HacTyIUIEHUH TPETHETO 3MN30/1a TPOMOOIIMTO/HEUTPONIEHUH Y TALIUEHTOB ¢ IPYTUMH (hazaMu
MUEeNoJIeKo3a U HATMYMKM YCTOWYMBOCTH K MPEAIIECTBYIOIIEH Tepanuu IpyTiMU MpernapaTaMu
(BKJTFOUAss UMATUHKO) WM €€ HETIEPEHOCUMOCTH MPEKpaIIaloT JieueHue npenaparoM Jlazatuauo.
XMUJT (8 ¢paze axcenepayuu uru dnacmuozo kpuza) u OJII Ph* (nauanvnas dosa 140 me 1 pas 6

oenb)

Ipu abcomoTHOM uucie Heiirpoduos < 0,5 x 10%1 umm gucie TpomGonuTos < 10 x 10%m:

1. YcranoBuTh, OOyCIIOBIIEHA JIM ITUTOTICHUS JICWKO30M (acmuparvs Wi OHOTICHS KOCTHOTO
MO3Tra).

2. Ecium uuTomeHHWs HE CBA3aHAa C JIEMKO30M, JIEYEHHE CIIEAYeT MpepBaTh JO JOCTHXKEHUS
abcomoTHoro umcna Heitrpodunos > 1,0 x 10%1 u umcnma TpomGomuros > 20 x 10%1 u
BO300HOBHUTH TEPAMHIO B MPEKHEHN J03€.

3. B cnydae penmmuBa IUTONEHUH CIEAyeT CHOBa YyOEIWUThCS B TMPUPOJAE IUTONCHHH M
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B JIEHb (TPETUH AMU301).

4. Ecnu BO3HHKINAs IUTONCHUS CBSI3aHA C JIGKKO30M, CIEAYeT PacCMOTPETh BOMpPOC 00
yBesnueHuu 10361 10 180 mr 1 pa3 B 1eHb.

[Ipu pa3BUTHH TSDKEIBIX HETEMATOJIOTMYECKUX HEXKeNaTelbHbIX peakiuii Il crernenn u Bhimie
JIeYeHUE MPUOCTAHABIIUBAIOT JJO UCUE3HOBEHUSI CUMIITOMATUKHU HEXEIATSIbHOU PEaKIMK WIH J10
YIYYIIEHUS] COCTOSIHUS ManueHTa. JIedeHne Mo>KHO BO30OHOBHUTH B CHHKEHHOM J03€.
Koppexuus 0o3vl npu neiimponenuu u mpomboyumonenuu y 0emeu npu XMJI Ph' ¢ xponuueckoi

g22a3e

1. Eciu muronenus coxpansercs Oosee 3 Hemenb ClEAyeT YCTaHOBUTH, OOYCIIOBJICHA IU

LUTOIEHUS JIEMKO30M (acnupanus Win OMONCUS KOCTHOI'O MO3Ta).

2. Eciiu nuTONeHUs He CBSA3aHa C JICHKO30M, C/IeNIaTh IIEPEPHIB B JICUCHUH ITpernapaToM JlazaTuHuO
JI0 JIOCTMDKCHHS aOCONIFOTHOTO uucia HerTpoduimoB > 1,0 x 10%n1 u uwcia TPOMOOITUTOB
> 75 x 10%1. Bo306HOBUTH Tepanuio B MpeKHei NIK CHIKEHHOM J03€.

3. B ciyuae penuanriBa IUTONICHUH CIIEAYET CHOBA YOSIUTHCS B TIPUPOJIC ITUTONICHUH (aCTTUPAIIHS
WM OUOIICHS KOCTHOTO MO3ra) M BO30OHOBUTH TEPAIUIO B CHHKCHHOM J103€.

PexoMeH/I0BaHHAsI CXe€Ma CHHKEHHsI MAKCHMMAJIbHO# cyTouHoii 10361 mpu XMJI Ph* B

XpoHu4eckoii ¢ase y aerei

Hcxoanas no3a IlepBuunoe cuu:keHue 10361 | [loBTOPHOE CHUKEHME 103bI
40 mr 20 mMr -
60 Mr 40 mr 20 mr
70 mMr 60 Mr 50 mr
100 mr 80 mr 70 mMr

B cnydae mnosBneHUsT HEUTpONEHUM TpEThel CTENeHH U Bbllle (WIM €€ MOBTOPHOIO
BO3HUKHOBEHUS ) JieueHue npemnapaTom JlazatuHuO 10KHO OBITh MPUOCTAHOBIIEHO M MOYKET OBITh
BIIOCJIE/ICTBUHM BO30OHOBIIEHO B CHHYKEHHOH J103€.

BpemenHoe yMeHbLIEHME 03Bl TPU NPOMEXKYTOUYHBIX CTENEHSAX LUTONEHHUM MOKET
MCIIOJIb30BATHCS JI1 YMEHBILIEHUSI CUMIITOMOB WJIU YIYYIIEHUS COCTOSHUSI.

Koppexuus 0o3vl npu Hetimponenuu u mpombouumonenuu vy demeil ¢ OJIJI Ph™*

[Ipy BO3HMKHOBEHWHW TeMaTOJOTHYECKHX HEKEIaTeNbHBIX SIBICHUU 1-4 Kjacca y MalMeHTOB
+ .
netckoro Bo3pacta ¢ OJIJI Ph™ koppekius 10361 He pekoMeHayeTcs. B ciayuae, eciiu HeUTporeHus
W/WASTM IATOTIEHUSI TIPUBOJAT K 3aJ€PiKKe Clenyromero 6joka tepanuu Oosiee yeM Ha 14 mHel,
JICYCHUE Ja3aTUHUOOM CJIeIyeT IpepBaTh U BO3OOHOBHUTH CO CIICIYIOIIETo OJI0OKA TEparuy B TOM
ke no3e. Eciau HeWTpomneHus W/MiaM TPOMOOIMTOIIECHHSI COXPAHSIIOTCS, a CICAYIOUHMA 00K

JICUCHUS 3aJICPKUBACTCA CIIC HA 7 I[Hefl, HCO6XOI[I/IMO MMPOBECTHU OLCHKY COCTOSAHHSA KOCTHOTO

5
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cojepxanue kierok menee 10 %, ciaeayer MpUOCTAaHOBUTH JICUCHUE A3aTHHUOOM JI0 TE€X IOp,
MOKa abCOIFOTHOE YUCIIO HEUTPOPHIIOB HE TOCTUTHET 3HAUeHUs > 500/MKII, TIOCTIE YeTro Tepanuio
BO300HOBJISIOT B cTaHAapTHOM A03e. Ecnu conepxanue kinetok 6omee 10 %, MOXKHO paccMOTpeTh
BO3MOXXHOCTh MPOJIOJKEHUS JICUSHUSI.

Hezemamonozuueckue nedcenameibHvle peaKuuu

[Tpu pa3BUTHN YMEPEHHBIX HET€MATOJIOTMUECKUX HEKENATEIbHBIX peakLnil (2 CTENEHN) JIeUeHNE
ClIelyeT IPUOCTaHOBUTH A0 TEX 0P, II0KA PEAKLIMs HE Pa3pELINTCS WK HE BEPHETCS K HCXOTHOMY
ypoBHIO. JleueHre BO3OOHOBIISAIOT B MPEXKHEH 03€, €CIU ATO MEPBbIN Clydyall HeXelaTeIbHON
PEaKIMH, TTOCIIe TIOBTOPHBIX CITy4aeB PEKOMEH]IYETCSl CHIYKEHHE J03bI Ja3aTHHUOA.

[Tpu pa3BUTHM TSKENbIX HEreMaTOJIOIMUECKHUX HEXeNaTeNbHbIX peakiuil (3 uim 4 creneHu)
JIEYEHUE IPUOCTAHABIIMBAIOT 10 MCUE3HOBEHUS CUMIITOMAaTUKH HEXKENATEIbHOW peakuy WIH 10
YIYYIIEHUs! COCTOSHUS MalueHTa. JleueHne MO>XHO BO30OHOBUTD B CHM)KEHHOM J103€.

V¥ B3pocinbix nanueHToB ¢ XMJI no3y pekomenayercs cHuzuthb co 100 mr 1 pa3 B cytku 10 80 mMr
1 pa3 B cyTkH, a npu HEOOX0AUMOCTH JomnonHuTenbHO ¢ 80 mr 1 pa3 B cytku 10 50 mr 1 pa3 B
CYTKHU. Y B3pOCIBIX MAlMEHTOB ¢ no3auuMu (aszamu XMJI umu OJIJI Ph*, monyuaromux 140 mr
1pa3 B cyrku, pekomeHayeTcs cHuxeHue 103bl A0 100 mr 1 pa3 B CyTku U jainee, €ciu
notpedyetcst — co 100 mr 1 pa3 B cytku 10 50 mr 1 pa3 B CyTKH.

V marmenTtoB gerckoro Bospacrta ¢ XMJI Ph* B xponnueckoil (ase ¢ HEreMaroJOrHIeCKUMH
HE)KENIATEIIbHBIMU  PEaKLMsSIMU  CHW)KEHME J03bl  JOJDKHO  IPOBOJUTBHCS  aHAJIOTUYHO
PEKOMEHIAlUsAM, NPHUBEIEHHBIM BBIINIE JUISI CHIJKEHUS J03bl IIPU TIeMaTOJIOTMYECKHX
HE)KeNaTeJIbHbIX PeaKIUsiX.

[Ipy MOSBJIEHMH HErEMATOJOIMYECKUX HEXeNaTeabHbIX peakiuil y nereir ¢ OJIJT Ph™ cinexyer
CHW)XKATh 103y Ha OJIMH YPOBEHb B COOTBETCTBUHU C PEKOMEHAALMSIMHU 10 CHUKEHUIO O3Bl JUIS
reMaTOJIOTHUECKUX HEXKeNaTeNbHbIX pPeakUuil (OMUCaHbl BbIlIE). 32 UCKIOYEHUEM HapylIeHUH
(GYHKIMU TIEYEHW B CiIydae HETreMaTOJIOTMYECKHX HEKEIaTeNbHBIX peakuuid > 3-il creneHu
mpkectn y jgereit ¢ OJIJI Ph™ nedeHwe MOKHO OBITH MPHOCTAHOBIEHO, W MOMKET OBITH
BO300HOBJICHO B CHIKEHHOHM J103€ TOCJIE€ YMEHBIIECHHS TSKECTH HEOJaronpusATHBIX peakiuil 10
< 1-it crenenu. Ecnu koHIeHTpanus npsiMoro ounnpyOouHa Oojiee 4eM B 5 pa3 BbIIIe BEpXHEH
rpanuibl HopMbl (BI'H), Tepanuio oTMEHSIOT 10 TeX MOp, OKa ATOT MOKa3aTelb He BEPHETCS K
HCXOJHOMY YPOBHIO WJIH TSKECTh HEOIAronpusITHON peakliii He yMEHbIIUTCS 110 < 1-if cTeneHu.
[Tpu noBeiennu aktuBHOCcTH ACT/AJIT 601ee BI'H B 15 pa3 Taxke HeoOX0oaMMa MPUOCTAHOBKA
TEpanuy JI0 BO3BPALLICHHUS] K UCXOAHBIM 3HAYCHHUSIM WIIM CHIDKEHHS TSHKECTH HeOIaronpusTHOU
peakiuu 10 <l-il crenenu. Ilpu peunauBe MoAOOHBIX HapylleHHH (DYHKUIWU MEYEHHU IOcIie

BO300HOBJICHHS TEPAIMK Ja3aTHHUOOM /103y IIpenapara cielyeT CHU3HTb.
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Inespanvhuiii gvinom

B cnyuae nuarHOCTHMKM IUIEBPAJIbHOTO BBINOTA JICUCHUE /1a3aTUHUOOM CJeAyeT MpepBarh 0
oOcneioBaHUsl TAalMEeHTa M HWCYE3HOBEHUS CHUMIITOMOB WJIM BO3BpAICHUS CTENEHU UX
BBIPAKEHHOCTH K UCXOAHOMY YPOBHIO. ECiiM 31M30/1 HE KyUPYyeTCsl B TEUEHUE TPUMEPHO OTHOM
HEJIENH, TO CIIEIYET PACCMOTPETh MPUMEHEHHUE JUYPETUKOB MIIM KOPTUKOCTEPOUIOB, UM 00EHX
rpynn npenaparoB oJHoBpeMeHHO. [locie pazpemenns nepBoro 3AMu30/1a CIEAYET PACCMOTPETh
BOIIPOC O BO300HOBJICHMM TepamuM Ja3aTHHHOOM B paHee NpuMeHsBIIeics no3ze. Ilocne
paspenieHust MOCIeIYIOIIUX AINU30/I0B, 1a3aTUHUO CIeAyeT MPUMEHSATh B YMEHBIIICHHBIX J03aX.
[Tocne paspenieHus TsHKEIOTO (CTENEHH 3 WK 4) 3MU30/a, MPYU HeOOXOAMMOCTH JISYCHUE MOKHO
BO300HOBUTh B yYMEHBIIIEHHOW J103¢ B 3aBHCHMOCTH OT HAdaJlbHOW TSHKECTH HEXKEIATeIIbHON
pEaKuuH.

KODD€KZ4M}Z 003bl npu conymcmeyrouwem ucnoib3oeaiuu MH2M6MI’}’10D06 M30d)€DM€Hma CYP344

Crnenyer u3beratb COBMECTHOTO IPUMEHEHMsI CHIIbHBIX HHruOoUTOpoB nzodpepmenta CYP3A4 u
coka rpedndpyra ¢ nazaTHHHOOM, IO BO3MOXKHOCTH BBIOMPATh aIbTEPHATHBHYIO TEPAIUIO C
MUHUMAaJIbHBIM ~ CHM)KEHHEM akTuBHOocTH u3opepmenta CYP3A4. Eciu Heobxoaumo
COITYTCTBYIOILEE UCIIOJIb30BAHUE 1a3aTHHIOA U HHTUOUTOPOB CIIEyeT PACCMOTPETh YMEHbLICHHE
JI03bI:

* 40 mr nipu cytouyHoit 03¢ 140 mr;

* 20 mr nipu cytouHoit 1o3e 100 mr;

* 20 Mr npu cyrouHoi 1o3e 70 mr.

ITpu ucnonszoBanuu 103 60 mr unu 40 Mr, crieayeT pacCMOTPETh BO3MOXKHOCTb TPUOCTAHOBIICHUS
JIeUYEHUs 1a3aTHHUOOM JI0 IPEKPALLEHUS TEPAIIUHU C UCIIOIb30BaHUEM HUHITMOUTOPOB N30(hepMEHTa
CYP3A4. Bo3oOHOBIEHHE Tepanmuy BO3MOXHO Yepe3 HEAENI I0ocjie IpeKpalieHus
UCTIOJIb30BaHUSI HHTMOUTOPOB.

[Ipenmonaraercsi, YTO CHUXKEHUE 03Bl OydeT JAOBOJAUTH IUIOMIAJb KPUBOW «KOHIIEHTpALUS —
Bpemsi» (AUC) no 3HaueHud, HabmonaeMbix 6e3 nHruouropoB CYP3A4, onqHako KIMHUYECKUE
JaHHBIE C MTOJI00HON KOppeKIueil 103kl OTCYTCTBYIOT. B ciiyuae HENepeHOCHUMOCTH CHUKEHHON
JI03bI, CIeAyeT MpeKpaTuTh mpuMeHeHrne uHruouTopoB CYP3A4 wnuM mpHOCTaHOBHUTH
UCMOJIb30BaHUE Jla3aTUHMOA /0 NpeKpalleHus MpUMEHEHHs MHTHOMTOpoB. Bo3oOHOBIeHHE
npreMa Ja3aTHHHOa BO3MOXKHO Yepe3 HE/IENI0 Mocie MpeKpalieHus IpueMa MHTHOUTOPOB.

Oco0ble TPVIIILI TAIMEHTOB

Tayuenmuwr nooscunozo eospacma
Knuanyeckn 3HaUMMBIX pazauyuuil B (papMaKOKMHETHKE Yy MOXKUJIBIX MMAlMEHTOB HE BBIABIEHO,
M03TOMY KOPpEKLHUS J03bl HE TpedyeTcs.

Tlayuenmul ¢ napywenuem ynKyuu novex
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JI03BI TIPH HAPYIICHHON ()YHKITUH TOYEK HE TPeOyeTCsl.

Tayuenmoi ¢ Hapywenuem QyuKyuy nevexu

Hazatnan® MeTaboau3upyeTcsl TJIaBHBIM 00pa3oM I€YEHBI0, TO3TOMY Mpernapar CclaeayeT
HCITOJIB30BaTh C OCTOPOXKHOCTBIO y MAIIMEHTOB C HapyIIeHUEM (DYHKIIMH NIEYCHH YMEPEHHOH U
TSDKEJION CTCIICHMU.

Cnoco0 npuMeHeHus

[Tpenapat JlazatuHuO ciieayeT NPUHUMATH BHYTPb [IEJIMKOM, HE3aBUCUMO OT IIpUeMa MUIIU U Ha
MMOCTOSTHHOM OCHOBE JIMOO yTpOM, TUOO0 BeduepoM (CM. paznen 5.2).
[Tpenapat [a3atuHu® Henb3s OJHOBPEMEHHO MPUHUMATH C TPeHNPyTOM WM TperndpyToBbHIM

cokoM (cMm. pazzen 4.5).

4.3. [IpoTuBONOKA3aHUS
o FI/IHGP‘-IYBCTBI/ITGJIBHOCTI) K I[a33,TI/IHI/I6y HJIIN K JIIO60My U3 BCIIOMOIaTC€JIbHBIX BEHICCTB,

MepeUYrCIECHHBIX B pazjene 6.1.

4.4. OcoOble yka3aHus U Mepbl PeI0CTOPOKHOCTH IIPH NPUMEHECHUH

Muenocynpeccus

[lpu neyeHun nma3aTHHUOOM MOTYT BO3HHKATh TSDKEIBbIE TPOMOOLMTOINCHUS, aHEeMHS |
HelTponieHus. Yaie oHM PEruCTPUPYIOTCS y ManueHToB ¢ no3auuMu ¢azamu XMJI unu OJUI
Ph*, yem y naiuenToB ¢ xponudeckoi dazoit XMJI.

[Ipr MOHOTEpAIIHH JTA3aTHHUOOM B3POCIIBIX MAIMEHTOB ¢ To3aHuME (azamu XMJT wn OJIJT Ph*
MOJIHBIM KJIMHUYECKUH aHalu3 KpPOBU HEOOXOJUMO IMPOBOAUTH €KEHEAEIbHO HA MPOTSIKEHUU
IIEPBBIX 2 MECAIIEB, a Jallee €KEMECAYHO NUJIH 110 KIMHUYECKUM [TOKA3aHUSM.

V B3pocibix manueHToB u gereii ¢ XMJI Ph* B xpoHnueckoii (ase MOJHbIM KIMHUYECKUHA aHaIN3
KpOBU CJEAyeT MPOBOJAUTH KaXKIble 2 HENEIH TepBbie 12 Hemenb JieueHus, 3aTeM KaxkIbpie 3
MecsIa Wi M0 KIMHUYECKUM MMOKa3aHUAM. Y B3pOCIbIX MAallMEHTOB ¢ MO3AHUMHU (azamu XMJI
win OJIJI Ph* npu MoHOTEpanuu 1a3aTHHUOOM aHAIM3 KPOBHU CIIELYET MOBTOPSTH KEHENETBHO
nepBble 2 Mecsla JICYEHMsI, 3aTeM — €XKEMECSYHO WM MO0 KIMHWYECKMM NokaszaHusM. llpu
nedyenun aereit ¢ OJIJT Ph™ komOuHanuei nazatuan0a 1 XMMUOTEPAIIMU MOJIHBIA KIMHHYECKUI
aHAJIW3 KPOBU CJENyeT MPOBOAUTH INEpe] HayajioM KaXIoro OJIOKa XUMHOTEpanmuu U IO
KJIMHUYECKHM TMOKa3aHusAM. Bo BpeMs KypcoB XUMHOTEpanMM aHaJIW3 KPOBH HEOOXOJIUMO
MOBTOPATH KaXKIbl€ 2 JTHS 10 BOCCTAaHOBJICHUS MOKa3aTeiel. YrHeTeHHe KOCTHOTO MO3Ta OOBIYHO
00paTUMO U MPOXOAUT IPU BPEMEHHONW OTMEHE WJIM CHUKEHHUH JI03bI Ja3aTUHHUOA.

KpoBoTeuenus
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win 4 crenienu. Y nanuenTos ¢ no3auumMu cragusamu XMJT win OJIJT Ph* 6butu oTMedeHbI ciiydan
TSDKEJIBIX KPOBOM3IUSHUN B IIEHTPATBHYIO HEPBHYIO CHCTEMY (B TOM YHCIe (DaTaTbHbBIE).
Tsxenble KenyJOUHO-KUILIEYHbIE KPOBOTEUEHUS 3 WM 4 CTENIEHU OTMEUYEHBI Y 4 % NalueHTOB ¢
no3gHuMu cragussMu XMJL. Tlpu TskensIX KenygOoYHO-KHUILIEYHBIX KPOBOTEYEHHSX BPEMEHHO
MIPUOCTAHABJIMBAIOT TEPAITHIO M TPUMEHSIOT reMoTpaHcdy3uto. Jlpyrue Tskenpie KpOBOTCUSHUS
3apeTuCTPUPOBAHbI y 2 % ManueHToB. BOTBIIMHCTBO Clly4aeB KPOBOTEUEHUN CBA3AHBI C TSKEION
TpoMOouuTonenuei. [Ipemapatsl, ”HrUOUpYyIOUME PYHKIMH TPOMOOIIMTOB, U AHTUKOATYJISTHTHI
cienyeT IpUHUMATh ¢ OCTOPOKHOCTBIO.

3azepKKa KUIKOCTH

[Tpu npueme nazaTuHnOa MOXKET HAOIIOATHCS 3aIePKKa )KUIKOCTH. Cpein B3pOCIIbIX MallUEHTOB
C BIIEPBbIC BBISIBICHHBIM XMJI Ph* 3aJlepKKa KUJIKOCTHU TSDKEJON cTeneHu Habmoganack y 5 %
MAIMEHTOB.

V B3poCibIX ¢ BrepBbie BbisiBJIeHHBIM XMJI Ph™ npu pe3ucTeHTHOCTH K MMAaTHHHOY WM €ro
HETIEPEHOCHMOCTBIO  3aJIepKKa JKUAKOCTH TshKenod creneHn (3 wim 4 creneHu) Obuia
3aperucTpupoBana y 6 %. Y B3poCibIX ManUeHToB ¢ nosaaumu dasamu XMJI mimm OJIJI Ph*
3ajiepKKa KMJIKOCTU TsDKEJoW creneHu Halmronanack B 8 % cilyyaeB, BKIIIOYasl BhIpayKEHHBIN
IUIEBpaIbHBINA U EpUKAPAUATIBHBIN BHIIOT Y 7 % 1 1 % naiueHToB, COOTBETCTBEHHO.
BoblpakeHHBIM acuUT UM TeHEpaau30BaHHBIM OTEK pa3BUIUCh y MeHee 1 % manueHToB ¢
PE3UCTEHTHOCThIO K HMaTHHUOY. Y 1 % DalMeHTOB ¢ PEe3UCTEHTHOCThIO K HMATHHUOY
3apETrUCTPUPOBAH TSKEIIBIM OTEK JIETKHX.

[Ipy mnoOsIBIEHHWH OABINIKK, OOMM B TPYJHOM KIETKE WM CYXOro Kauuisi HeoOXoauM
PEHTI€HOJIOTMYECKUH KOHTPOJIb OPraHoB TPYOHOM KIETKH. 3aAepiKKa >KMJIKOCTH OOBIYHO
KY[IUPYeTCs NPU NMPUMEHEHUU MOANEPKUBAIOLLIECH TEpaluu C BKIIOYEHUEM IUYPETUKOB WIIU
KOPOTKOTO Kypca TIIOKOKOPTHUKOCTEpPOUIOB. IIpu BBIpaXK€HHOM IUIEBPAJIbHOM  BBINIOTE
TpeOOBaIMCh OKCUIE€HOTEpanusi U TOPAKOLEHTE3. 3aJepKKa >KUIKOCTH HaOJrojanach yaie y
NAUEHTOB, IPUHUMAIOLIUX Mpenapar 2 pa3a B JI€Hb.

Takue HexenaTelbHbIE PEAKIMU KaK 3ajiepKKa KUJIKOCTH, OJIBIINIKA, OBICTpas yTOMIISIEMOCTb,
IIJIEBPAJILHBIN BBINIOT, KAIEIb, KPOBOTEYEHHS B HUZKHUX OT/ENaX XKeEJIYAOYHO-KHUILIEYHOT O TPAKTa
(OKKT), napymeHus anmneTuTa, B3AyTUE KUBOTA, TOJIOBOKPYXEHHUE, TIEpUKapIMAIbHBINA BBINOT,
3aCTOMHAs CepleyHas HENOCTaTOYHOCTh, CHM)KEHHME BECa, 4alle BCTPEYAIOTCs y NAlUEHTOB
cTapiue 65 JeT, mo3ToMy cielyeT 00eclednTh TIaTeIbHOe HaOII0AeHUE 3a MallueHTaMH TaHHON
BO3PaCTHOM TPYIIIIBIL.

VYinuuenue narepsaiaa QT
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XMJI Ph* B xpoHHueckoil (hase, MOTydYaBIINX Ja3aTHHUO, TIPU ITOM YIJIMHEHHE COCTaBUIIO B
cpenuem 3,0 mc. Yanmunenue QT wHTEpBana mpu JICUSHUH JJa3aTHHUOOM HAOIIOAAOCh y OoJee
4yeM | % maImMeHToB ¢ pe3UCTEHTHOCTHIO WM HETIEPEHOCHMOCTBIO TEPAITUU HMAaTHHHOOM.
Ja3atuHu® cluemyer HUCHOJIb30BaTh C OCTOPOKHOCTBIO TMAaIMeHTaM ¢ yauuHeHHbIM QT
WHTEPBAJIOM WJIM C PUCKOM €ro YIUIMHCHHs (THIIOKAJHEMUsI, TUIIOMArHUEMHUs], BPOXKICHHBIH
cuHapoM yummHeHHoro QT uHTepBaa, Tepanus aHTHAPUTMHYCCKUMU U IPYTUMH TIperapaTamu,
crnocoOHbIMU  yanuHATE QT wWHTEpBa), MNpenNIecTBYIOMAs Tepanus BBICOKMMH J103aMHU
aHTpanmiimHOB). Ilepen Ha3HayeHWeM Ja3aTMHUOA  ClIEQyeT TPOBECTH  KOPPEKIUIO
THITOKAJTMEMUH I TUTIOMArHUEMHUH.

Hapymenus co CTOpOHBI CePACIHO-COCYAUCTON CHCTEMBI

VY mnauueHTOB C 3a00JieBaHMSAMM CepJlla B aHaMHE3€ WIM PHUCKOM MX Ppa3BUTUS Cpeau
HE)KeNIaTeNIbHBIX peakUil yalie, 4eM y ApYyrux IpyIi, oOHapyKUBAINCh HAPYIIEHUS CO CTOPOHbI
CEep/IEYHO-COCYUCTON  CHUCTEMBI  (3aCTOMHas  CepjAedHas  HEeJO0CTaTOYHOCTh/CepJeuHast
TUCQYHKIMS, TEepUKApIUAIBHBIA BBIIOT, APUTMUS, OIIYIICHHE CEPALEOMEHUs, YUIMHEHHUE
untepBasa QT, nnpapkT Muokap/a (B TOM YHCIIE C JIETAIbHBIM UCX0/I0M)). BBUAY 3TOTO0 Y NaHHOMN
IpyNIbl  MAUEeHTOB HEOOXOAMMO THIATENbHO KOHTPOJIMPOBATh IapaMeTpbl CepAeyHOU
ACATCIIBHOCTH C ILCJIbKO BBIABJICHUA W, IIPpU H€06XOIII/IMOCTI/I, KOPPEKIUHN BO3MOXKHBIX
HE)KeNaTeJIbHbIX PEaKIHUil €O CTOPOHBI CEPJACYHO-COCYIUCTOM cuctembl (0oib B Tpy.Iw,
3aTpyAHEHHOE JbIXaHue, MoTootaeseHue). IIpu pa3BUTHN HeKeNnaTebHBIX SIBIEHUN CO CTOPOHBI
CepAEYHO-COCYTUCTOI CUCTEMBI JISUEHHUE MPEnapaToM CieyeT NPUOCTaHOBUThL. Bo3oOHOBIEHNE
JICUECHHUA BO3MOXHO IIOCJIE BBIIIOJIHCHUSA q)yHKIII/IOHaJ'II)HOI\/JI OICHKU: HUCXOOHAasA nA03a IIpu
CI1a0BIX/yMEPEHHBIX HEXENaTeIbHBIX peakiusax (< 2 CTeNeHM), CHUKEHHUE J03bl MPH TAKEIbIX
HE)KEJIaTeNbHBIX peakluusaX (= 3 creneHu).

JleroyHas aptepuaibHas THIEPTESH3NS

Jlerounasi aprepuansHas runepteHsus (JIAD), moarBepkaeHHass TPU MOMOIIM KaTETEPU3ALUU
MpaBbIX OTJEJIOB CEp/lla, MOXKET HaOIIOJAThCA KaK B XOJE JICUEHUs a3aTHHUOOM, TaK M TIO
MPOIIECTBUH IoJia U OOJiee MOCiIe ero OKOHYAHUS, 9acTo Ha (JOHE COMYTCTBYIOIIUX 3a00JIeBaHUM
U OJHOBPEMEHHOrO0 NpHEeMa JAPYTUX JIEKapCTBEHHBIX MpenaparoB. llepen HayaioM nedeHUs
JA3aTHHUOOM CJIeIyeT TPOBECTH OOCIIeIOBAaHWE TAIMEHTA C IIEJIbI0 BBISIBICHUS BO3MOMHBIX
MPU3HAKOB U CUMIITOMOB 3a00JI€BaHUI Cep/illa U JIeTKuX. Eciiu B X0/1€ JieueHust Ja3aTUHUOOM Y
MaUeHTa OTMEYAIOTCS OJIBIIIKA WM yCTaJI0CTh, HEOOXOAMMO UCKIIOUYUTh Hanbosiee TUITHYHYIO
ATHOJIOTHUIO, BKIIIOYAs IJICBPATBHBINA BBIIOT, OTEK JIETKUX, aHEMHUIO M HalW4he MHPUIbTpaTa B
nerkux. [Ipu 5TOM HEOOXOMMO YUNUTHIBATH PEKOMEH IAIUH, IAHHBIE B pasnene 4.2, s ciayJdaeB

PasBUTHA  HEIEMATOJIOTMYCCKUX  HCXKCEIATCIIbHBIX peaKHI/Iﬁ . Ipru  pa3BUTHU  TAXKEIBIX
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CUMITTOMATUKH HEXEJATEIbHON PeaKIuy WIH JI0 YIYUYIIEHUs COCTOSIHUS MAI[MEHTA.

Ecnu B poriecce o6cenoBanus nanueHTa He ObLT TOCTABJICH IPYTOi TUarHo3, CieayeT NPUHSTH
K paccmoTtpenuto auarHo3 JIAI. B cnywae noarBepxkaenust JIAI' y mnaumeHTta jedyeHue
Ja3aTUHUOOM TMpeKpalialoT 0e3 MOCIeNyIoIIero BO30OHOBIEHHS, 00ECIEUHB IOCIETYIOMNN
KOHTPOJIb COCTOSIHUS TTAIMEHTA B COOTBETCTBUU CO CTaHJIAPTHBIMH PEKOMEHIAlIUSIMHU.

TDOM6OTI/I‘ICCK3}I MHUKPOAHTHOIIAaTUA

NHruouTopsI TUPO3UHKUHA3BI BCR-ABL aACCOLUUPYIOTCS c TPOMOOTHYECKOM
mukpoanruonatueii (TMA), BkIouyas OTAENbHbIE COOOIIEHHS O CIy4asX [pPUMEHEHUs
nazatuanOa (cMm. pasgen 4.8). Ecnm y manueHTa, MOMYYarONmIero Ja3aTHHUO, BO3HHKAIOT
KIIMHUYECKUEC CHUMIITOMBI HJIM JIaDOpaTOpHBIC M3MEHEHUs, XapakTepHbie mis TMA, neueHue
Ja3aTUHUOOM JIOJDKHO OBITH MPEKpPAaIleHO W MpOBEACHA MojHas auarHoctuka TMA, Bkirouas
onenky aktuBHocTd ADAMTSI13 u omnpenenenust antu-ADAMTS13-anturen. I[lpu BbicOKOM
ypoBHe aHTU-ADAMTS13-anturen B couerannu ¢ HU3Kol akTHBHOCTEI0O ADAMTS13 nevenue
Ja3aTHHUOOM HE JIOJIKHO OBITh BO30OHOBJICHO.

PeakTuBanus Bupyca rematura B

WNuruburtops! Tupo3unkuHassl BCR-ABL cBs3bIBatoT ¢ peakTuBaiueil Bupyca renarura B (BI'B),
€MHUYHBIE Cllyyau OMNMCaHbl /Ul Ja3aTuHHOA. B HekoTopbix ciyuasx peaktuBanus BI'B npu
NPUMEHEHUHU IPYruX MHruouTopoB THpo3uHknHa3sl BCR-ABL npuBoauia K pa3BUTHIO OCTpO
NIEYEHOYHON HEJOCTATOYHOCTH WM (YIbMHUHAHTHOIO TIemaTuTa, a B TOCIEAYIoUeM — K
TpaHCIUIAaHTAlUU [IEYCHU WIH JICTAIBHOMY UCXOLY.

[lepen HavanoM Tepamuu Ja3aTHHUOOM JOKEH MPOBOAUTHCS CKpUHUHT Ha Haymuue BI'B. s
NAUEHTOB, UMEIOUINX MOJIOKUTEIbHBIE CEPOIIOIHUECKHE TPOOBI, PEKOMEHYETCSl KOHCYIbTaIls
CIIeLIMAIMCTa, UMEILLEro onbIT JieueHuss BI' B. ¥V mauuentos-nHocureneit BI'B, Hyxnarommxcs B
JeyeHUMM uHruouropamu  TUpo3uHkuHazel BCR-ABL, Heo0XoaMMO  KOHTpPOJUPOBAThH
KJIMHUYECKHE M J1adopaTopHbIE MOKa3aTenu aktuBauuu BI'B Ha mnpoTskeHuM Tepanuu u
HECKOJIBKO MECSIIEB Iocie ee okoHuaHus. [l nanueHToB ¢ peaktuBupoBanHbiM BI'B Ha done
NpUMEHEeHH Ja3aTUHHOA MoKa3aHa HeMeUIeHHas! KOHCYJIbTAlMs CO CIEHUAINCTOM IO JICYEHHUIO
BI'B.

CuHapoM Ju3nca OImyXxoJau

belmn  3aperucTpupoBaHbl CllydaW pa3BUTHS CHHApPOMA JIM3UCA OMNYXOJHM Yy NAIUEHTOB C
PE3UCTEHTHOCTHIO K MPEALIECTBYIOIEH Tepanuy UMaTUHUOOM, MPEUMYILIECTBEHHO Ha MO3/IHUX
cTagusax 3a0oneBaHus. BeaencTBre BOZMOKHOCTH Pa3BUTHSL CHHIPOMA JIM3KCA OIYXOJU Iepes
HAYaJIOM JICYECHHUS Ja3aTUHUOOM HEO0OXOAMMO MOIIEPKUBATh a/IeKBATHBIH YPOBEHb TUpaTaluy,

MIPOBOAMTH KOPPEKIUIO YPOBHS MOUYEBOM KHCIOTHI U KOHTPOJIUPOBATH COJIEPIKaHUE AIEKTPOIUTOB
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HArpy3KOH HaXOSATCs B TPYIIE BBICOKOTO PUCKA, IO TOW MPUYMHE OHU HYKIAIOTCS B Oosee
yacToOM 00CJIeJOBaHUM.

BausHue Ha poCT M pa3BUTHE JIETSH M ITOJPOCTKOB

B kmuHUYeCKHUX HCCe0BaHUAX MTPH JICUCHHUH JICTEH C BIIEPBHIE BBISBICHHON XPOHHYECKOM (azoi
XMJI Ph* wim nipy pe3svCTEHTHOCTH/HEIEPEHOCMMOCTH MMAaTHHUOA, 10 MEHBIIIEH Mepe, Yepes
2 Toja mocyie OKOH4YaHus jedeHus y 4,6 % manueHToB HaOII0aTHCh HeXKeIaTelbHbIC SBICHUS,
CBSI3aHHBIE C POCTOM M Pa3BUTHEM KOCTEH (BKIIOYas CIydau 3aMeJICHUs] MHBOJIIOIUH U(H3a,
OCTEONEHHH, 3aMEeUICHHUsI POCTa, TMHEKOMacTuH). MHTepnperanus pe3yapTaToB 3aTpyJHEHa B
BUJY KOHTEKCTa XPOHHUYECKOTO 3a00JeBaHUS M MOJUICKHT JOJTOCPOUYHBIM HaOmroneHusM. B
UCCIIEIOBAHMAX NPH JIeUeHHd neauarpuueckux manuedtoB ¢ OJIJI Ph* gasatunubGom B
KOMOMHAIIMM C XUMHOTEpanued MakCUMyM 2 Tojia CIyCTs IOCNe JIeYeHHsS OTMEUeH clydait
HEXENATeJIbHOTO SBJICHMS, CBI3aHHBIN C HAPYLIEHUEM POCTa U Pa3BUTHS KOCTEH.

IIpoune

[Tpu moBbIIEHNH YPOBHS TpaHCAMUHA3 WM OMJIMPYOHMHA CIIEAyeT YMEHBIINTH 103y Ipenapara
WJIM IPUOCTAHOBUTH €r0 MPUEM.

[Ipyn pa3BUTHM THNOKAIbIMEMUU COCTOSTHUE KOPPEKTUPYETCS MPUEMOM BHYTPb IPENapaToB
Kanblus. Bo Bpems JieueHus U B TEUCHUE MUHUMYM 3 MECSIIEB TIOCIIe U MY>KUUHAM, U
JKEHIIMHAM HeoOXOJUMO HCII0JIb30BaTh HAJEKHbBIE METOAbl KOHTpauenuuu. Ecaum Bo Bpems
JieYeHUsl Ja3aTMHUOOM HACTyIMWiIa OepeMEHHOCTb, WM €CIHU CTall0 M3BECTHO, YTO Mpernapar
UCIIOJIb30BAJICS BO BpeMsi OEpEMEHHOCTH, ClIeyeT HEMEUIEHHO MPOUH(OPMUPOBATh MALUEHTKY
0 BO3MOXKHOM pucke ais miaona. [Ipu npueme nazarnHnba ObUIM OTMEUYEHBl MHIUBUAYAJIbHbBIE
CIIy4ad BO3HMKHOBEHMSI TSKEJBIX HEKENIATEIbHBIX PEAKIH, MOpaXaroluX KOXYy U CIU3UCThIE
000J10uKH, B TOM uucie cuHjapom CtuBeHca-J[oHCOHa U MHOroopMHO# 3puTeMbl. B ciydae
MOSIBJICHUS TaKUX HEXKeNaTeNbHBIX peakiUil Mpu TpHeMe MpemapaTa JeYeHHe Ta3aTHHUOOM
HE00XO0IUMO MPEKPATUTb.

BcnomorarennHble BelecTBa

Jlakmo3sa

OTOT JEKapCTBEHHBIM TMpenapar COAEPKUT JaKTo3bl MoHoruapar. [lanwentam ¢ penako
BCTPEYAIOIICICS HACIIEICTBEHHOW HEMEPEHOCUMOCTBIO TATAKTO3bI, A€UIIUTOM JIAKTA3bI JTOTapei
WM TIIOKO30-TaJaKTO3HOW MajbaOcopOImel He clenyeT NPHHUMAaTh ATOT JIEKapCTBEHHBIN

npemnapar.

4.5. B3amMmopeiicTBMe ¢ JPYTHMH JICKAPCTBEHHBIMH INpenapatamMM M JApyrue BHIbI

B3aNMO/1eCTBUA
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JlekapcTBeHHBIE CPEACTBA, KOTOPHIE MOTYT HCBBImaTBIQ%QEf%%?J%M;Ig&I I];!:II;IJ'}!&BMG

KPOBHU
Hueubumopwt uzogpepmenma CYP3A4

Hazatuaun6 sensercs cyoctparoM u3odpepmenta CYP3A4. Maruburops nzopepmenta CYP3 A4
(HampuMep, KETOKOHA30JI, WTPAKOHA30J, JSPUTPOMHUIIMH, KIAPUTPOMHIIMH, PUTOHABHUD,
aTa3zaHaBUD, MHIWHABUD, HENI(DUHABHD, CAKBUHABHP, TEJIUTPOMULINH, TPEHTIPYTOBBINA COK) MOTYT
MOBBIIIATh KOHIIGHTPALIMIO Jla3aTHHMOA B IUIa3M€ KPOBHU, MOITOMY CleAyeT u30erarb HxX
COBMECTHOTO TPUMEHEHMsI C Ja3aTUHUOOM. [lamueHThl, y KOTOpPBIX HE YJaeTcs H30ekaTh
CHCTEMHOTO MpueMa MoiHoro uHruouropa uzopepmenta CYP3 A4, momKHBI HaXOIUTHCS O]
TIIATEIFHBIM HAOJIOICHUEM JIJIS CBOCBPEMEHHOTO BBISIBIICHUS IPU3HAKOB TOKCUYHOCTH.

HeKa‘DCTBeHHBIC CpCacCTBa, KOTOPHIC MOI'YT CHUKATh KOHIICHTPAIInuIo I[aSaTI/IHI/I6a B I1J1a3M€ KPpOBH

Hnoyxmopwt uzsopepmenma CYP3A4

Hupaykropsl uzopepmenta CYP3A4 MOryT CHUKATh KOHIICHTPAIHMIO Ja3aTUHIOA B TJIa3Me KPOBU.
Crnenyer n30eratb COBMECTHOTO MPUMEHEHHUSI MOIITHBIX MHIYKTOpoB m3opepmenta CYP3A4 ¢
nazatuHnOOM. IlanmeHTaM, nmpuHUMaromuM HHIYKTOpbl n3odepmenta CYP3A4 (mampumep,
JeKcaMeTa30oH, (eHUTOWH, KapOamaszenuH, pudamnuiuH, (eHodapOuTan WIM Ipenaparbl
3Bepo0ost mpoasipssientnoro (Hypericum perforatum)), BMecTo 3THX JEKapCTBEHHBIX CPEICTB
clenyeT Ha3HayaTh JIEKQpPCTBEHHBIE CpEACTBA, He obnagaromue (wid oOJjajaroniue B
MUHHUMAJIbHOW CTEMEHN) CIOCOOHOCTHIO MHIYIIMPOBATH STOT U30(EPMEHT.

Aumayuowl  (nexapcmeenuvie cpeocmea, cooepxicawjue anOMUHUA  2UOPOKCUO / MazHus
2UOpPOKCUO)

Ecnu anTanmael HE0OXOAUMBI, pEKOMEHYeTCsl UX NMPUHUMATh HE MEHEe YeM 3a 2 Jaca JI0 WIH
yepes 2 yaca nocJje npuema JiazaTuHuoa.

broxamopwvr H2-2ucmamunossix peyenmopos u uHeUOumopvl npOmoHHOU HOMNbL

JluTenbHOE TOJABIEHUE CEKPEIMM KHMCIOTHl KEeTyJOYHOro coka Onokatopamu H2-
TECTaMHUHOBBIX PEIENTOPOB U MHTHOMTOpAaMH MPOTOHHOW MOMITH (Harmpumep, (GaMOTHIAMHOM U
OMEIIPa30JI0M) MOKET MPUBOIUTH K CHIDKEHUIO KOHIICHTPAIIUH /1a3aTHHHOA.

CoBMecTHOE TPUMEHEHHE ITHX JIEKapCTBEHHBIX CPEACTB M Ja3aTHHMOA HE pekomeHayercs. B
Ka4yecTBe UX aJIbTEPHATHBBI MOKHO MCIIOJIb30BaTh aHTAIM/IbI (32 2 yaca 10 WK yepes 2 yaca 1ociie
npreMa Ja3aTuHN0a).

Bausane ﬂaSaTI/IHI/I6a Ha JpYTruec JCKApCTBEHHBIC CPEACTBA

Cybocmpamul uzoghpepmenma CYP3A4
Hazatunu6 sBusercs uHruoutopom wuszodpepmenta CYP3A4, mosTomMy ero CoBMECTHOE
npuMeHeHne ¢ cyoctparamu m3odepmenta CYP3A4 mMoxer ycWiIHTh JNEHCTBHE JaHHOTO

cyoctpara. Cyocrpatsl nzopepmerra CYP3A4 ¢ y3kuM TeparneBTHUSCKHM JTAANIA30HOM, TaKHe
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XUHUJIMH, CUPOJIMMYC, TAKPOJIUMYC U aJIKaJIOMJIbl CIIOPBIHBU (3PrOTaAMMH, TUTMIPOIPrOTAMUH)

CJIICOYCT UCII0JIB30BATE C OCTOPOIKHOCTHIO Y MATUCHTOB, IMOJIYYaroInuX I[aSaTI/IHI/I6.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALMS

JKeHIIUHEI ¢ IETOPOIHBIM MOTSHIINAIOM (KOHTDaHeHHI/IH Y MY>XYUH U )KCHHII/IH)

[TaruenTam BO BpeMsl JICYCHUS JAa3aTUHUOOM M KaK MUHHUMYM B T€UCHHE 3 MECSIEB MOCIE €ro
OKOHYAHUS HEOOXOMMO UCTIONB30BaTh HAJICKHBIC METO bl KOHTPAIICTIIIUH.

bepemeHHOCTD

ITo pe3yapTaTaM MOCTPErUCTPALIMOHHBIX UCCIIECOBAaHUN OTMEUCHO, UTO MPUMEHEHHE Ta3aTHHIOA
BO BpeMsi OEPEMEHHOCTH MOXKET MPHUBOJUTH K CAMOIPOU3BOJIBHOMY a0OPTY, & TAKXKE BHI3BIBATH
AHOMAJIMH PAa3BUTHS IJI0/1a U HOBOPOKJICHHBIX.

Eciu OepeMEeHHOCTh HACTyNWJIa BO BpeMs JIUCHHs Aa3aTMHUOOM CIIeyeT HEeMEIJIEHHO
poruH(GOPMUPOBATH MALMEHTKY O BO3MOKHOM PUCKE UIA IJI0/a.

JlakTaims

He wu3BectHO, mpoHuKaeT nu Aa3aTUHUO B TpyaHoe Moioko. Ha Bpems nedeHus mpemnaparom

I[a3aTI/IHI/I6 KOPMJICHHUC I'PYAbIO CICAYCT NPCKPATUTD.

4.7. BunsiHue Ha CHOCOOHOCTH YINPABJATH TPAHCHOPTHBIMHM CPEACTBAMH H padorarh ¢
MeXaHU3MaMH

HccnenoBanuii Mo BIAUSHUIO Ja3aTWUHHOA Ha CIOCOOHOCTH YINPaBJIATh TPAHCIOPTHBIMU
CPEICTBAaMHU U MEXaHU3MaMH HE NPOBOAMWIOCH. ECiIM MallneHT 0TMEUYaeT CBA3aHHbIE C JICUEHUEM
npenapatoM J[a3aTUHUO CHUMITOMBI, TaKWe KakK TOJIOBOKPYKEHHE W HApyILIEHUs 3peHHs,
BIMSIOUIME HAa €ro CHOCOOHOCTh K KOHILIEHTpallMM U OBICTPOTY PpEaKIMH, PEKOMEHAYETCS
BO3/IEPKATHCS OT yIPaBJICHUs TPAHCIIOPTHBIMU CPEJCTBAMH U MEXaHU3MaMHU, a TAK)KE OT 3aHATUI
JPYTUMH TOTEHLMAIbHO ONACHBIMM BHJAMM JESTEIbHOCTH, TPEOYIOUMMH TOBBIIIEHHON

KOHICHTPALU BHUMAHUA U 6BICTpOTBI INCUXOMOTOPHBIX peaKHHﬁ.

4.8. HexenarejbHbIEe peakuuu

Pesrome mpodmnsg 6e30mmacHOCTH

VY GOJBIIMHCTBA B3POCIBIX MAIMEHTOB HEXENAaTeIbHbIE PEaKIUU ObUIH MPEXOIAIINMH, JeUCHHE
Na3aTMHUOOM OBIIO HpEeKpaleHo H3-3a MOOOYHBIX peakuui y 12 % manueHTOB C BIEpBbIE
BBISBIIEHHON Xpounueckoi (aszoir XMJI Ph*, a taxxke y 15 % nanueHTOB B XPOHUUYECKOI (ase
XMJI ¢ pe3ucTeHTHOCThI0O K MMATHHUOY WIIM €Tr0 HEMepeHOCUMOCThIo, ¥ 16 % — B daze
akcenepauuu XMJL, y 15 % — B ¢aze muenounHoro 6mactHoro kpuza XMJIL, a Takke y 8 %

nanuentos ¢ OJIJI Ph*.
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Tepanus [a3aTHHUOOM ObLTa mpekpameHa y 1,5 % mnarueHTos.

[poduie Ge3omacHOCTH pUMEHEHUs asatuauba y nereir ¢ XMJI Ph™ B xponuyeckoii ¢ase B
I1eJIOM COOTBETCTBOBAII JAHHBIM Ha B3POCIBIX MAMEHTAX, 32 HCKIIOUYECHHEM OTCYTCTBHS CIIy4acB
JIETOYHOW TUIIEPTEH3NH, NEPUKAPAUAIBEHOTO BBIIOTA, IIEBPAILHOTO BHINOTA, OTEKA JIETKHX.

Tabauunoe pPE3IOME HEXKENATCIbHBIX PEaKIIUM

UactoTa pa3BUTHS HEKENATETBHBIX pEAKIUH, MEPEUUCICHHBIX HIDKE, OIpenessiiach
COOTBETCTBEHHO CJIEAYIOIIEeH rpadanuu: odeHb 4yacto (> 1/10), wacto (> 1/100, vHo < 1/10),
Hevacto (> 1/1000, o < 1/100), penko (> 1/10 000, o < 1/1000), ouens peaxo (< 1/10000),

4acTOTa HEM3BECTHA (HA OCHOBE MMEIOIIUXCS TAHHBIX OIICHUTh HEBO3MOXKHO).

Hugpexyuu u uneazuu

Ouenv yacmo | unpexuu (B TOM ynclie 6akTepuaibHble, BAPYCHBIE, TPHOKOBBIE)

MTHEBMOHUS (B TOM yucCIie OaKTepHaibHas, BUpYCHas U TpUOKOBasi), THPEKIUU
Yacmo BEPXHUX [BIXATCIBHBIX ITYTCH, TepreTHYEeCKHe HHQPEKIUH, YHTEPOKOJINUT,
cerncuc (B TOM YHUCIIe HEYACTO — C JICTAIBHBIM HCXO/I0OM)

Hapywenusa co cmoponst Kpoeu u 1umgpamuueckon cucmemol

Ouenb yacmo | Muenocynpeccus (BKJI04asi aHeMHUI0, HEUTPONIEHHIO, TPOMOOIIUTONICHHIO)

Yacmo beOpribHAs HEUTPOTICHUS

Heuacmo nuMdaneHonaTus, TMMQGOTICHUS

Peoxo 3pUTPOOIACTOTICHUS

Hapywienus co cmoponst UMMYHHOU CUCHIEMbL

Heuacmo PEaKIMY TUIIEPYYBCTBUTEIBLHOCTH (B TOM YHCIIE y3JI0BaTasi 3pUTeMa)
Peoxo aHa(UIAKTUYECKUH 10K

Auooxkpunnsle Hapyuienus

Heuacmo TUIIOTUPEO3

Peoxo TUIEPTUPEO3, TAPEOUUT

Hapywenua memabonuzma u numanus

HapymICcHUd alrmeTuTa (BKJ'IIOLIaH CHMIKCHHUC alllleTUTAa, PAaHHCC HACBLIIICHUC,

Yacmo
MOBBILIICHHE AINIETUTA), TUIIEPYyPUKEMUS
TUITOATEO YMUHEMHUS CUHJIDOM  JIM3HCA  OITYXOJH 00€e3BOKUBAHNE
Heuacmo ™ ’ P YXOIH, ’
TUTIEPXOJICCTCPUHEMHUS
Peoxko caxapHbIi quadeT

Hapymenu;l CO CmMOpPOHbL Hepeuoﬁ cucmemaol

Ouenv yvacmo roJioBHas 00JIb

OeccoHHHMIa, Jernpeccusi, HeWpomarus (BKiIouYas MnepupepUIecKyro

dacmo HEHPOTaTHIO), TOJIOBOKPY)KEHHUE, H3BPAIllCHUE BKYCa, COHIIMBOCTb
0eCOKOMCTBO, SMOIMOHANILHAS JAOMJIBHOCTh, IICUXO03, CHI)KEHHE JUOHJIO,
KpOBOI/ISHI/IHHI/Iﬂ (TaKI/Ie KakK BHy’I‘pI/IMOSFOBaH reMmaroma, BHyTpI/IMOSFOBOC

Hewacmo KPOBOMBIIUSHUE, dITUAYypaIbHas FeMaToMa, BHyTPUUEPETHOE KPOBOU3IIHUSIHHE,

reMopparu4eckuii  MHCYJbT,  CyOapaXHOMJAIBHOE  KPOBOU3IHUSHHE,
cyOaypanbHas reMaToMa, CyOaypalbHOe KPOBOU3IIHMSIHUE ), TPEMOP, 0OMOPOK,
aMHEe3Hs1, HapyLlIEHUEe PaBHOBECHUS
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CY[IOpOTH,  HapyIIeHHE MO3TOBOTE = Eﬁbllzb'f)ﬁﬂﬂéﬁﬂﬂ‘ - '(‘I'AHCVJILT)

Ped TPAH3UTOPHAsl HILIEMUYECKAsl aTaka, BOCIIAJCHUE 3pUTEIIBHOTO HEPBa,
eoKo
napayinu VII mapsl yepenHo-MO3TOBBIX HEPBOB (JIMIIEBOIO HEPBA), aTaKCHs,

IeMeHIU

Hapywenus co cmoponst opzana 3penus

3pUTENIbHBIE PAaCCTPONCTBA (HEUETKOCTb, PACIUIBIBYATOCTh, CHI)KEHUE

Yacmo OCTPOTBI 3pEHHs), CYXOCThb TJla3, KpPOBOM3IMSHMS B CKIEpy TIJjas3a,
KOHBIOHKTUBAJIbHBIE KPOBOU3IUSHUS

Heuacmo KOHBIOHKTHUBHUT, HapyIIEHUE 3pPEHUS, CBETOOOS3Hb, CIIE30TCUCHHE

Hapywenusa co cmoponbst opzana ciyxa u 1adupunma

Yacmo IyM B yIIax

Heuacmo BEPTUTO, [TOTEPS CIIyXa

Hapywenusa co cmoponwst cepoya

NepUKapIUaIbHbII BBIIOT, apUTMUS (BKJIIOYas TaXUKapJui0), HapyLICHUS
byHKIMM cepana (BKIOYash JKENYyIOYKOBYIO AUCHYHKIIHIO, CEPACYHYIO
HEJO0CTaTOYHOCTb, 3aCTOMHYIO CEPIICYHYIO HEJ0CTaTOYHOCTb,
g KapJAMOMHUONATHIO,  3aCTOMHYI0  KapJAHUOMHUOINATHUIO,  JHACTOJIMYECKYIO
aemo TUCOYHKIMIO,  yMEHbIIEHHEe  (Qpakiuu  BBIOpOCa,  KEITYJOYKOBYIO
HEJOCTAaTOYHOCTh), Y4allleHHOe cepAleOrueHne, MOBBIIIEHUE aKTUBHOCTHU
MO3TOBOTO  HATPUUYPETUYECKOTO  MENTHAA, JUCHYHKIMS  TPaBOTO

JKCITya04Ka, JKCJIYyA0UKOBasA r’MIOKUHE3US

ymiunenne wuHTepBana QT wna OKI, creHokapaus, KapauoMeraius,
I MEPUKAPIUT,  KEIYyMOYKOBas  apuTMusi  (BKIIOYAs  JKEITYIOYKOBYIO
euacmo

TaxuKapauio), HHApKT MHOKapaa (B TOM YHCIE C JIETAJbHBIM HCXOJIOM),

HU3MCHCHHC 3y6ua T, MOBBIIICHHUEC AKTUBHOCTH TPOIIOHWHA

MHOKapJuT, OCTpLIﬁ KOpOH&pHLIfI CUHAPOM, OCTaHOBKa cepAua, YAJINHCHHUC

Peoxo
uHTepBana PR, nmemuueckas 601e3Hb cepiia, MiIeBponepuKapIuT

Hapywenusa co cmoponwl cocyooe

KPOBOTCUYCHUA (TaKI/Ie KaK HOCOBBIC KPOBOTCUYCHHA, KPOBOTOUYMNBOCThL ACCCH,

Ovuenv yacmo | reMaTOMBI, METCXUH, nypmnypa), KpoMme KEITYJOUHO-KHUILIEYHBIX
KPOBOTEUYECHUH U KPOBOU3IUSHHUMN B IEHTPAJIILHOW HEPBHOM CUCTEME

Yacmo «IPUITUBBI», IOBBIIIEHUE apTEPUATBHOTO JTABICHUS

Heuacmo CHIDKEHHUE apTepUabHOTO JAaBJiIeHus, TpoMOodiedur, Tpom003

Ped «JIETOYHOE CEP/IE», OCTPHII KOPOHAPHBIN CHHAPOM, «MPAaMOPHOCTbH KOXKH,
eoKo
TpoMO03 IIIyOOKHX BEH, 3MO0IIHS

Hapywienua co cmoponbl O0blXamenvHoOl Ccucmemvl, Op2aHo8 ZPYOHOU KIemKu U
cpedocmenus

QOuenb yacmo | TIEBPATBHBIN BBINOT, OJBIIIKA
g JIETOYHBbIE MH(PMIBTPATHI, OTEK JIETKUX, THEBMOHUT, JIETOYHAsI TUIIEPTEH3US,
acmo
KaIeib
OpoHxuanbpHasi acTMa, OpOHXOCIa3M, JIETOYHAas apTepHaIbHAs TUIIEPTEH3HS,
Hevyacmo
nucoHus
Peoxo OCTPBIN pecIUpaTOPHBIA AUCTPECC-CUHIPOM, JIETOYHAst SMOOTHUS

Kenyoouno-kuweunvie napywienus

Ouenb yacmo ‘ auapes, TOIHOoTa, pBOTa, 00JIH B )KUBOTE
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BOCHANlCHHE  CIM3UCTBIX | 0605104eK ~ ~(BRITIOUAS | —MYKO3MT/CTOMATHUT),
KEITYAOYHO-KUIIIEYHBIE KPOBOTCUCHUS, JIUCIETICHsI, B3JAYyTHE IKUBOTA,

3aropsl, raCTPUT, HOPAXKEHUS MIATKUX TKaHEW MOJIOCTH pTa (BKJIH0OYAst CYXOCTh

dacmo BO PTY, XEHJIHT, My3bIPHKOBBIC BBICHITIAHKS HA TY0ax, CyXOCTh I'y0, sSI3BBI Ha
ry0ax, S5po3uWd CIM3UCTOM OOOJIOYKH TIIOJOCTH pPTa), KOJUT (BKIHOYAs
HEUTPOTICHUYECKUI KOJIHT)
I nucdarus, acluT, aHaJIbHbBIC TPEIIUHBI, U3bsA3BICHHUS BepXHUX 0TaesoB KKT,
euacmo MaHKPeaTuT, 330(arut, ractpod3zodareanbHas pedarokcHas 00JIe3Hb
Pedko KEIYJOYHO-KUIIIEYHAsT JHTEpONaThs C ToTepeid Oenka, KuIIedHas

HEIPOXOAUMOCTb, OCTPBIN ITAHKPEATUT, AHAJIbHBIA CBUILL

Hapywenus co

CMOpPOHbL nedyernu u ofceﬂueebmoo;lmux nymeﬁ

Heuacto

Xo0Jiecra3, XOJICHUCTUT, I'CIIaTUuT

Hapywenus co

CHIOPOHbL KOJICU U HOOKOMCHbBIX MKAHEIL

Ouenw yvacmo

KOXKHasl ChIIb (BKJIIOYAs JIEKAPCTBEHHYIO CHIIb, SPUTEMY, MYIbTH(POPMHYIO
ApUTEMY, BSPUTPO3,
IIyCTYJIE3HYIO BE3UKYISIPHYIO
MaKyJIOMyCTYJIE3HYIO ChIlb, JKC(HOIUATUBHYIO ChIllb, T'C€HEPATU3OBAHHYIO

Mammyjae3Hyro Cbillb, IMIATHUCTO-IAITYJIC3HYIO CBIIIb,

CBIIIb, MEITyHICHUC KOXH, CBIIIb,
OpUTEMY, T'CHHUTAJIBHYIO CbIllb, TCIIJIOBYHO CbIIIb, Oeble yrpu, IOTHULY,
HYCTy.]'ICSHHﬁ copuas, Colllb, SpUTEMATO3HYIO ChIIIb, (1)OJ'IJ'II/IKy.]'I$IpHYIO CHIIIb,
TCHCPAJIIM30BAHHYIO ChIIlb, MAKYJISIPDHYIO CbIIlb, 3yASIIYIO ChIllb, PA3Pa’KCHUC
KOXH, TOKCHUYCCKYIO KOXHYIO Cblllb, BC3UKYJIC3HYIO YPTHKAPHYIO CBbIIIb,

BaCKYJIIUTHYIO ChIIIb)

3y, yrpeBas Chlllb, AJIONELHUs, CYXOCTh KOXKH, THIIEPrUApO3, KpalvMBHULA,

Yacmo
JEpMaTUT (BKJIHOYAsl SK3EMY)
KO>KHBI€ 513BbI, OYJJIE3HBIN JepMaTo3, HApYIIEHNs] TUTMEHTALUH, TOPAKEHUS
1. HOrTeH,  (oToceHCMOMNM3alMs, MAHHUKYJIUT, CHHIPOM  JIAJOHHO-
euacmo MOJIOIIBEHHON  DPUTPOAM3ECTE3NN, W3MEHEHHMs] BOJIOCSHOIO ITOKPOBA,
HeUTpoUIbHBIN epmaTo3
Peoxo JEHUKOIMTOKIACTUYECKUN BaCKyJIUT, GUOPO3 KOXKHU

Hapywenus co

CmMOpPOHDbL MblulellHOﬁ, CKenemHoil U COeOUHUMENbHOU MKAHU

Ouenw yvacmo

KOCTHO-MBIIIIEUHAas 00JIb

apTpaJIrvs, MbIlICYHAaA CHaGOCTB, MHUAJITHA, KOCTHO-MBIIICYHAasA CKOBAHHOCTD,

Yacmo
MBIIIIEYHBIE CIIA3MBbI
Hevacmo pabAOMHOIU3, MUO3UT, TEHIUHUT, OCTEOHEKPO3, aPTPUT
Peo 3aMe/JICHHAas WHBOJIIONMS dSnudu3a, 3aaepikKa pocra (YacToTa JIaHHBIX
eo0Ko

HEXEJNAaTeJIbHBIX PEeaKIUil B UCCIICIOBAHMIX Y IETEH OTMEUYEHA KaK «JacToy)

Hapywenusa co

CMOpPOHbBlL ROYUEK U MOlleBblBOO}lmux nymeﬁ

Hevyacmo

[IOYEYHAs] HEJOCTATOYHOCTh, YYAIleHHOE MOYEHCIYCKaHUE, NPOTEUHYpUS,
remMarypus

Peoxo

HapylieHue QyHKIUU T0YeK

BepemeHHocmb, I’lOCJlepOOOBblﬁ nepuod U nepuHamaibHovlé COCIMOAHRUA

Peoxko

CaMONPOM3BOJILHBIN a00pT

Hapywenusa co

CMmOpOHbL penpodykmusnoﬁ CUuCmembsbl U MOJ10UHbBIX JHcele3

Heuacto

THHCKOMACTus, HapyIICHUA MCHCTPYAJIbHOT'O IHUKIIa, BarvHaJIbHBIC

KPOBOTCYCHUS, MATOYHBIC KPOBOTCUYCHH A
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Ilpouue

nepudeprudeckue OTeKH (BKIIOYAs JIOKAIM30BAHHBIE OTEKH TOJKOKHOM
KJIETYATKU PA3JIMYHON JOKAIM3alMU, TPABUTAIMOHHBIE OTEKH), OTEK JIUIA
0 (BKJIFOYAsI OTEK 53bIKA, OTEK I'y0, OTEK 00J1acTH pTa, 0TEK KOHBIOHKTHUBBI, OTEK
HEHE HACMO 1 SGnactu rasa u BEK, OTeK OpOUTAIbHON KJIETYaTKH, MEepUOpOUTAIIBLHBIC
OTEKH, MaKYJISIpHbIE OTEKH, OTE€YHOCTD JIMIIA), TIOBBIIICHHAS YTOMIISIEMOCTb,

IMOBBIIICHUE TEMIIEPATYPHEI TEJIA

reHEepalIM30BaHHble OTEKH (BKJIOYass 3anepkKy xuakoctd, orek KKT,
TeHEpPAM30BaHHbI  OTeK, mepudepuyecKkuii  OoTeK, OTeK,  OTeK,
Yacmo 00yCJIOBJICHHBIN CEpJeUHON HEIO0CTaTOYHOCTHIO, MapaHepaIbHbIN BBITOT,
HOCTIPOIETYPHBII OTEK, BUCLIEPATIBHBIN OTEK), aCTeHHS, 00Jb, 00JIb B IPY.IH,
03HO0, CHI)KEHHE WIH YBEJTMUEHUE MACChl TeJla, CIyTaHHOCTbh CO3HAHUS

HE/IOMOI'aHue, TOBBIILIEHHE aKTUBHOCTU KpeaTHUH(OC(HOKHUHA3BI, TOBBILICHNE
AKTUBHOCTH TraMMa-TIOTaMUITPAHCIENTHAA3bl, MPOYUE IIOBEPXHOCTHBIE
OTEKH (BKJItOUYAsi OTEYHOCTDH IOJIOBBIX OPraHOB, OTEK B MECTE pa3pe3a KOXKH,

Heuacmo
OTEK TOJIOBBIX OPraHOB, OTEYHOCTH IMOJIOBOT'O WJIEHA, OTEK MOJOBOr0 WICHA,
OTEK MOIIOHKH, OTEYHOCTh KOXXHM, OT€YHOCTh SUYEK, BYJbBOBATUHAJIBHYIO
OTEYHOCTb)

Peoxo HapyIIeHHUE TOXOIKH

Kpome Toro, mpu nmpuMeHeHHMH Ipernapara HojdydeHa MHPOpMaLus O CIEAYIOIUX SBICHUIX,
4acToTa KOTOPBIX HE YCTAHOBJICHA, W/WIM CBSA3b MX C MPUMEHEHUEM Ja3aTHHHOA HE JTOKa3aHa:
Hnghexyuu u uneazuu: peaktuBanus Bupyca renatuta B (BI'B).

Hapywenus co cmoponwl cepoya: GuOpuIIsIus npecepanil/TperneTanue mpeacepani.
Hapywenus co cmoponwl cocyoos.: TpomboTrueckas Mukpoanruonatus (TMA).

Hapywenus co cmopoHnvl 0bixamenbHOU CUCmeMbl, Op2aHo8 SPYOHOU KIeMKU U CPe0OCmeHUs:
WHTEPCTUIIMAEHBIC 3a00JI€BaHUS JIETKMX, THEBMOHHSI.

JKenyoouno-kuweynvle HapywieHus: HKEIYJIOYHO-KHUIIEYHOE KpPOBOTEUYEHHE C JIETAIBHBIM
HCXOJIOM.

Hapywenus co cmoponul kodcu u nookodicHvix mranei: cuaapoM CtuBeHca-J)KOHCOHA.
Hapywenus co cmopoHbl nouex u Mouegbleoosawux nymei: HeQpOoTUIECKHIA CHHIIPOM.
Jlabopamophvle u uncmpymenmanbHvle OaHHbIE:

— TpOMOOLIUTOINIEHUS, aHEeMHUsI U HEUTponeHus 3 uiau 4 cTerneHu, 0COOEHHO Y MAIMEeHTOB C
no3auumu (azamu XMJT wim octpeiv OJIJT Ph';

— THIOKAIMEMUS], THITOKAIBIINEMHUS, THITOPOoChaTeMuUs;

— TIOBBIIIEHWE AKTUBHOCTH IEUEHOUYHBIX TpaHcaMuHa3 (araHuHamMuHOTpaHchepassl (AJIT),
acrapraramuHoTpancdepassl (ACT));

— IMOBBIIICHUEC KOHIICHTPAalIuN 6I/IJ'II/Ipy6I/IHa U/WIH KpCaTHHHUHA B CBIBOPOTKC KPOBU.

Haunbonee yacTeIMH HeXeTaTeILHBIMU peakuuiAMHA IpHU NPUMCHCHHUN JIaSaTI/IHI/I6a Y NanucEHTOB C

BIEPBBIE BHISIBICHHBIM XMJI Ph* B XpOHUYECKOH (ha3e ABISIOTCS 3a7epKKa )KUIKOCTH U TUapes,

18



COOTBETCTBYET ZKCNEPTHOMY OTHETY

-y .I.- - y
OT ££ | £ U280 - £

e i ST anna
a y TAIUEHTOB C PE3UCTCHTHOCTHIO HITH HenepeHochoél;Erb"nM'Gl EJl'&El%ﬁ%KE&')k'HHKéCTH

U Juapesi, TOJIOBHAs O0OJb, OJBIIIKA, CHIMb, YCTAJIOCTh, TOIIHOTA, KPOBOM3IHUSIHUS (TaKHE Kak
JKETYTOYHO-KHUIIIEYHbIE KPOBOTECUEHUS U APYTHE).

W3meHenus m1a0opaTOpHBIX TOKa3aTelied y JeTeld COOTBETCTBOBAIM HW3MEHEHHUSM JTHUX
MOKa3aTesle y B3pOCIIbIX Nal[UEHTOB.

Hemu ¢ OJIJI Ph™ npu ucnonvzosanuu oazamunuba 6 KOMOUHAYUU C XUMUOMEPANUELL:
HexenatenbHbie siBIiCHUS, OMUCaHHBIE B 2-X NEAHATPUUECKHX HCCIIEIOBAHMUIX, B KOTOPBIX
Ja3aTUHUO MPUMEHSJICS B COUETaHUU C XUMUOTEpanuei, COOTBETCTBOBAIM H3BECTHOMY MTPODUITIO
0e30MacHOCTH Ja3aTUHUOA y B3pOCIBIX M OXuaaeMoMmy 3(PQeKTy OT XUMHOTEpaluu, 3a
WCKIIFOUEHHEM MEHBIIEH BCTPEYaeMOCTH IUIEBPAJIBLHOTO BBHINIOTA y JETEH MO CPaBHEHUIO CO
B3POCIIBIMH.

B nerckom wuccnemoBaHuu octporo IuMpoOIacTHOrO JeiiKko3a IOKazaTelnu J1abopaTOPHBIX
OTKJIOHEHHII COOTBETCTBOBAJIM M3BECTHOMY NpOdUI0 0e30mMacHOCTH IS J1abOpaTOPHBIX
MapaMeTpoB Yy B3POCIBIX MAIMEHTOB C OCTPHIM JIMM(OOIACTHBIM JICHKO30M, IOTYYaBIIAX
(OHOBBIN KypC XMMUOTEPAITUH.

COO6H.I€HI/IC 0 IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIHUAX

BaxHo coo0mare 0 MMOJ03peBaeMbIX HEXKENATENbHBIX PEaKIUsAX I[OClie PETUCTpaluu
JICKapCTBEHHOTO TIperapara ¢ Meiibio 00eCreYeHnsT HEMPEePhIBHOIO MOHUTOPHUHTA COOTHOIIICHUS
«IOJIb3a — PHUCK» JICKAPCTBEHHOTO mpemnapara. MeauIMHCKUM pabOTHUKAM PEKOMEHIYETCs
coo0IaTe O JIOOBIX MOI03PEBACMBIX HEXKENATENbHBIX PEaKIUAX JEKapCTBEHHOTO IMpemnapara
yepe3 HallMOHAJbHBIE CUCTEMBI COOOIICHHS O HEXKETATeNbHBIX PEaKIUsIX rOCy/IapCTB — YJICHOB

EBpazuiickoro 3KOHOMHYECKOT0 CO03a.

Poccniickas @enepanus

®denepanbHas ciryx0a 1Mo Ha30py B cepe 3ApaBOOXpaHEHUs

Anpec: 109012, r. MockBa, CraBsiHCKasl TUIOIIaab, 1. 4, cTp. 1

Tenedon: +7 (800) 550-99-03

DnektponHas modra: pharm@roszdravnadzor.gov.ru

Caiit B UHGOPMAITMOHHO-TEIEKOMMYHHUKAITIOHHOM CeTH «HTEpHETY:!

http://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

CumMnromsl

Crnyyau nepeo3upoBKH Aa3aTHHUOA OBbLIIN 3apETUCTPUPOBAHBI Yy ABYX MAIIUEHTOB, IPUHUMABIINX
B TeueHue 1 Hexenu nmo 280 mMr nazaTuHUOA B CYTKH, YTO NMPUBEIO K 3HAUUTEILHOMY CHIXKEHHUIO
quciIa TPOMOOIIUTOB.

Jleuenue
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B cinywsae mepemo3upoBku mnpemnapata JlazaTuHHO Td%;&—LEqEJ@feE%H i:—fz'tﬁ];ﬁbnle}'r'n'e' 3a

nanueHTaMu C [OCJIIBIO KOHTPOJIA CTCIICHU MHUCIOCYNIPCCCHUU, IIPpU HGO6XOI[I/IMOCTI/I -

CUMIITOMATUUCCKasA TCpanusi.

5. PAPMAKOJIOTUYECKHUE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHEe CBOICTBA

dapmakoTepaneBTHUECKas TPYIIa: IPOTUBOOITYXOJIEBbIE CPEJICTBA; MHTUOUTOPHI MPOTEUHKUHA3;
uHruouTOpHI THpOo3uHKKMHA36I BCR-ABL.

Kon ATX: LOIEA02

dapmakoauaamuyeckue d3PpHeKTol

Hazatuaun6 narubupyer tuposunkuHazy BCR-ABL u tupo3unkunassl cemerictBa SRC, a Takxke
MHOTHE pyrHe OHKOTeHHbIE KiHa3bl, BKIo4as c-KIT, kunazy a¢gpunosoro (EPH) peunentopa u
PDGFB-penentop. [a3zaTuHu® cBs3bIBae€TCS ¢ aKTUBHON W HEaKTHUBHOW ¢dopMamu QepMeHTa
BCR-ABL u B cyoHanoMosipHBIX KoHIIeHTpanusax (0,6 — 0,8 HMOJIb/MIT) HHTHOUPYET ee.

Mexanusm aeiicTBus

B ycnoBusix in Vitro na3atuHuO MposBIsSeT aKTHBHOCTh HA KJIETOYHBIX MOJEISIX JICHKO03a, KaK B
OTHOILIEHUM YYBCTBUTEIbHBIX, TaK M PE3UCTEHTHBIX K MMATHHUOY KieTok. JlazaTuHu®
IPEOIOJIEBACT PE3UCTEHTHOCTh K WMMAaTHHUOY, CBs3aHHYI0 c rumepakcrnpeccueii BCR-ABL,
mytauusamMu  gomeHa BCR-ABL  kunaspl, akTuBanMeld ajdbTEpHATHUBHBIX MEXaHHU3MOB,
unaynupyrommx kuHaszel cemeiictBa SRC (LYN, HCK), a takxke c rumepakcmpeccueil reHa
MHOKECTBEHHOM JIEKapCTBEHHON PE3UCTEHTHOCTH. [Ipu nccnenoBanum myranui nomeHa BCR-
ABL y nanueHToB ¢ BIepBbI€ BbISIBICHHBIM XPOHUUECKUM MHUEJIOJIEHKO30M B XpOHUUYECKOH (ase,
NPEeKpaTHBIINX TpueM na3zaTuHuOa, Opumn BeisBieHb! MyTammu 13151, F317I/L u V299L. Ha
OCHOBAHUH JKCIIEPUMEHTOB iN VItro ma3aTWHHO, MO-BHIMMOMY, HE MPOSBISET aKTHBHOCTH B

oTHomieHuu mytanuu T3151.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOcopOruus

AOcopbumst OpicTpas. MakcuMarnbHas KOHIIGHTpAIUsl Ja3aTUHUOA TIociie MpuemMa BHYTPh
Habmoaetcs depe3 0,5 — 3 yaca y B3pocibix u yepe3 0,5 — 6 4acoB y jaeTell BceX BO3PACTHBIX
rpymm. [lnomans mom kpuBoit «koHIEHTparus — Bpems» (AUC) W BBIBEJICHHE SIBISIOTCS
JI0303aBUCUMBIMH B auamnazoHe 103 oTr 25 mo 120 mr 2 pasa B aeHb. CpenHuil oO0mmiA
TEPMHUHAILHBIA TIEPHOJ MOJYBBIBEICHUS Aa3aTHHHOA y MAIIMEHTOB COCTaBJseT 5 — 6 4acoB, y
JIeTel 2 — 5 9acoB.

[Tpu mpueme ogHOKpaTHOM 10361 100 MT ma3aTuHUOA y B3pOCTbIX Yepe3 30 MUHYT TIOoCIie TpueMa

MUIIM C BBICOKUM COJIepKaHueM kupa orMmeuaetcst yBenuueHnue cpeaneid AUC Ha 14 %; nmocne
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CYIIECTBEHHOTO BIIMSHUS Ha BcachiBaHWe. [Ipw NpUMEHEHWHM HATOIIAK BapuaOEIbHOCTH
CUCTEMHOT'0 BO3JICCTBUS 1a3aTuHnOa (KoagunueHt Bapuanuu 47 %) oka3anach BBIIIE, YeM IPU
npueMe ¢ HeXxkupHoH (koddduument Bapuanuu 39 %) u sxupHoit (koapdumeHt Bapuanuu 32 %)
MUIIEH.

Hcxons u3 pe3ylbTaToB MOMYISIUOHHOTO (PapMaKOKMHETUYECKOTO aHajH3a, BapHaOelbHOCTh
CUCTEMHOTO BO3ICHCTBHs Ja3aTUHHOA B OCHOBHOM OOYCIIOBJICHA BHYTPUUHIMBUIYAIbHON
BapraleIbHOCThI0 OUoAOoCTYNHOCTH (KO3 duuuent Bapuanuu 44 %) U B MeHbIEH CTENEHU
MEXHH/IMBUTyaJTbHOM BapraOeIbHOCTHI0 OMOAOCTYITHOCTH U KiupeHca (ko puiMeHT Bapuanuu
32 % u 30 %, coorBerctBeHHO). CiydaiiHas BHYTPHUMHIUBUAYaJbHAs BapHaOEIbHOCTh
NPEIOIOKHUTEIBHO HE BIMSIET HA CYMMapHOE CHCTEMHOE BO3AeHCTBHE U 3((HEKTUBHOCT MU
0e30MacHOCTb.

Pacupenenenue

Kaxymmuiics o0beM pacrpeneneHuss jga3atuHuOa y MalMeHTOB coctaBiser 2505 1, 4to
CBUJICTEJILCTBYET O 3HAUUTEIBHOM pACHpEe]ICeHUH BO BHECOCYIUCTOM IpocTpaHctBe. llpu
UCIOJIb3YeMBbIX B KJIMHUYECKON MPAKTUKE KOHLEHTpALUsIX, CBA3bIBAaHUE Aa3aTUHUOA C OelKaMu
m1a3Mbl cocTaBiisgeT 96 %.

Buorpancdhopmarimsa

N3opepment CYP3A4 saBnsercs OCHOBHBIM (EPMEHTOM, OTBETCTBEHHBIM 3a METa0OJIU3M
nazarunu6a. [oce npuema BHyTps 100 Mr [*C]-na3aTunn6a 310poBbIMU 106poBOIbIAMH, 29 %
pPaJMOaKTUBHOCTH B IUIa3Me€ NPUXOAMIIOCH Ha JOJI0 HEeM3MEeHeHHoro aasatuHuba. Cyns mo
KOHIEHTPAllUU B IUIa3ME€ W aKTUBHOCTH IN VItro MOXXHO HPEINOJIOKUTh, YTO META0OIUTHl HE
UTPAIOT OOJIBIION PO B (PApMaKOJIOTHUYECKOM JIEUCTBUH JTa3aTUHUOA.

DJIMMUHALNS

[IpenapaT BBIBOAWUTCS, TJIaBHBIM 00pa3oM, KHUIIEYHUKOM, TPEUMYIIECTBEHHO B BHJIE
merabomutoB. Ilocme opHOKpaTHOTO mpuema BHYTph [*C]l-maszaturmba 4 % u 85 %
PaAMOAKTUBHOCTH BBIBOAMUTCS MMOYKAMH U KUILIEYHUKOM, COOTBETCTBEHHO, B TeueHue 10 cyTok.
Heusmenennsnii ma3zatuau® coctaBisgeT 0,1 % wm 19 % 103bI, BBIBOOUMOM IOYKAMH U
KUIIEYHUKOM, COOTBETCTBEHHO, OCTAJIbHAS YaCTh 03Bl MPEACTaBIeHA META00IUTAMH.
®apMaKOKMHETHKY J1a3aTUHUOA U3ydalii y 8 MallHeHTOB C YMEPEHHBIMU HapYILICHUAMU (QYHKIIUU
MEYEHH I0CJIe OAHOKPATHOrO Mpuema mpemnaparta B o3¢ S0 Mr U y 5 ManUeHTOB C TSHKEIbIM
HapyleHueM (YHKIMM TNEYeHH Mocje OJHOKpaTHOTrO mnpuema mnpemnapara B jgo3e 20 Mr B
CpaBHEHHH ¢ (apMaKOKHMHETUKOH y 3I0pOBBIX JOOPOBOJIBIIEB MOCIE MpUEMa IMpernapara B J103€
70 mr. 3Ha4eHns1 MaKCUMaTbHON KOHIEHTpAanHU (Cmax) 1 AUC mns mazaTuHrOa OBUTH HIDKE Ha

47 % u 8 %, COOTBETCTBEHHO, MPH YMEPEHHOM IMOBPEXKJCHUU MEYEeHU, IO CPaBHEHHUIO CO
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nedennn cHrokenne 3HaueHni Cmax ¥ AUC mug gazatmamba mocturano 43 % u 28 %,
COOTBETCTBEHHO.

VY ManueHToB ¢ HapyImeHUsIMA (QYHKIIMH TTOYeK PapMaKOKHHETHKA J1a3aTHHHOA HEe U3MEHSIETCSI.
B xome wuccnemoBanus (GapMaKOKHHETHKHM C y4YaCTHEM TMAIMEHTOB JIETCKOTO BO3pacra
perynmupyemoe no3upoBkoii aeiictBue na3zaTuHHOa (Cavg, Cmin M Cmax) OBUIO CXOXHM IS
narentoB ¢ XMJI B xpornueckoii ¢ase u nauenros ¢ OJLJT Ph'.

CYH_IGCTBGHHI)IX pasnntmﬁ B q)apMaKOKI/IHeTI/IKe MCXKAY A€TbMHA U ITIOAPOCTKAMU HE Ha6moz[anocr>.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. Ilepeuenb BcioMoOraTe/ibHbIX BelIECTB

S npo TabieTkn

JlakT03B1 MOHOTHIPAT

[emmrono3za mukpokpuctanyeckas 102
Kpockapmenno3sa Harpust

l'unpomnoza

Marnus cteapar

I1nenouynas 000JI0UKa

Omnanpait AMB II 6enbiit 88A 180040

[TonuBunumnossit ciupt (E1203)

Tanbk (E5S53b)

Turana auoxcun (E171)

['munepuna MoHOKanpuiokarnpar (tun 1)

Harpus naypuncynsdar

6.2. HecoBMecTHMOCTE

He npumennmo.

6.3. Cpok rogHoCcTH (CPOK XpaHEeHHs )

3 rona.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

XpaHuTh 1pu Temneparype He Boime 25 °C.

6.5. Xapakrep u coaepkaHue NEPBUYHON YIIAKOBKH

Jlazatuau0, 20 mr, Jaszatuaun6, 50 mr, Jazatuaun0, 70 mr, J1azatuau6, 80 Mr, Ta0JIETKH, DOKPBITEHIE

IJICHOYHOH 000J104KOM
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ITo 30 nnm 60 TabneTok B OaHKY W3 MOJUITHIIEHA BLIC&QB%::IM%%J ggm&%ﬁ}c}ﬁfn&mﬂ

KPBIIIKAMH U3 MOJHUIPONUIICHA C OCYIIMTEIEM UM 0€3 Hero, ¢ 3allUTON OT JeTel uiu Oe3 Hee,
KOHTPOJIEM MIEPBOT0 BCKPHITHS WK 0€3 Hero.

Ha xaxnyro OaHKy HaKJIEUBAIOT ATHKETKY W3 OyMard 3TUKETOYHOW WM CaMOKJIESALIYIOCS
ITUKETKY.

ITo 1 6anke BMecTe C JINCTKOM-BKJIABIIIEM [TIOMEILAOT B [TAYKYy U3 KapTOHA.

Jazatuau06, 100 mr, Jazatuau®, 140 mr, TabiaeTKu, DOKPBITHIE IJIEHOYHOU 000JI0YKOI

[To 30 Tabnerok B 0aHKY W3 MOJUITUIICHA BEICOKOM TNIOTHOCTH C 3aBHHYMBAIOIIUMHUCS KPBIIIIKAMU
U3 MOJIMIIPONHIICHA C OCYIIUTENIeM WM 0€3 HEero, ¢ 3allMuTO OT JeTel Mk 0e3 Hee, KOHTPOJIeM
NIEPBOTO BCKPBITUS MK 0€3 HETO.

Ha xaxnayio OaHKy HAKJIEHMBAIOT STHKETKY M3 OyMaru STHKETOYHOW WIIM CAMOKJIESIIYIOCS
ITHKETKY.

[To 1 GaHKe BMECTE C JINCTKOM-BKIIAIBIIIIEM IIOMEIIAIOT B IMAYKy U3 KapTOHA.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUYTOKEHUH  HMCIOJH30BAHHOIO
JIEeKAPpCTBEHHOr0  Tpenapara WJIH  OTX0A0B, MOJYYEeHHBIX IOCJie NPUMEHEeHHs
JIEKAPCTBEHHOT0 Mpenapara u Apyrue MaHUIYJISIAN C MPenapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIHMOHHOI'O YAOCTOBEPEHUSA
Poccuiickas @enepanus

000 «MBA-rpynn»

115230, r. MockBa, Xne6o3aBoackuii [Ipoesn, a. 7, ctp. 9, atax 3, komuara 309
Ten.: +7 (495) 982-59-56

Anpec anexTpoHHO# outs: info@mba-group.ru

7.1. IlpeacraBuTe/b AepKaTeJisl periCTPALMOHHOIO YI0CTOBEPEHHUS

[Iperen3nn norpedbUTENEH HAIPABIATE 110 aIPECY:

Poccniickas @enepanys

000 «MBA-rpynn»

115230, r. MockBa, Xne6o3aBoackuit [Ipoesn, a. 7, ctp. 9, atax 3, komHata 309
Ten.: +7 (495) 982-59-56

Anpec snekTpoHHO# mouThl: info@mba-group.ru

8. HOMEP PETUCTPAIIUOHHOI'O YIOCTOBEPEHUS
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9. JIATA TMTEPBUYHOM PETIMCTPAIIM]

INEPEPETUCTPALIMN)

JlaTa nepBoi perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

OO01mast XxapakTepHuCcTHKa JICKApCTBEHHOTO TipemapaTa JlazaTuaub noctymnHa Ha HHOOPMAIMOHHOM

rnoprajie EBpa3HﬁCKOFO 9KOHOMHYECKOI'0O COK3a B I/IH(bopMaHI/IOHHO-KOMMYHHKaHHOHHOﬁ CETHU

«Hurepuer» http://eec.eaeunion.org/.
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