COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 20.12.2024 Ne 28327

OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOFO FIPFHAPATA = 1004)

1. HAUMEHOBAHUE JIEKAPCTBEHHOTI' O IIPEITAPATA
Cynutnnau®, 12,5 mr, kancynesl.

CyHUTHHHO, 25 MT, KarcyJbl.

Cynutunau®, 37,5 Mr, KamncyJibl.
Cynutunau®, 50 Mr, KarncyJibl.

2. KAUECTBEHHBII 1 KOJJUYECTBEHHBIN COCTAB

JeiicTByronee BemecTBO: CYHUTUHHO.

CyHutuHuO, 12.5 Mr, KancyJisl

Cogepxut 12,5 Mr cynutiHmnOa (B BUIe CYHUTUHNOA MaJiaTa).

CyHuTHHUO, 25 MT, KaricyJisl

Cogepxut 25 Mr cyHuTHHHOA (B BUC CYHUTHHHOA MajiaTa).

CyHutunu6, 37,5 mMr, Kancyisl

Conepsxut 37,5 Mr cyHuTHHHOA (B BHJIE CYHUTHHNOA MaJiaTa).

Cyautnan6, 50 Mr, KarcyJsl

Conepsxut 50 Mr cynutnanOa (B BUJE CYHUTUHHOA MaJiaTa).

[lepeuenp BcmomorateabHBIX BEIIECTB IPUBEIEH B pasaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kancynsl

Henpo3zpaunslie TBepAbIE KETaTHHOBbIE KAICyJIbL.

CyautnanoO, 12,5 Mr, Karcyisl

Kamncyna Ne 4 kpacHOBaTO-KOPUYHEBOTO IBETA.

CyHuTHUHUO, 25 MT, KaricyJisl

Kancyna Ne 3 kpacHOBaTo-KOPUYHEBOTO (TENIO KAarCyJbl) U KOPUYHEBATO-OPAHKEBOTO

(KpBIIITKA) IBETOB.

CyHutunau0, 37,5 Mr, KancyJisl

Kancyna Ne 2 sxentoro 1sera.

CyHutunaun6, 50 Mr, KarcyJisl

Karcyna Ne 2 kopruHeBaTO-0paHKeBOT'0 IIBETA.
Copnepx’uMoOe KarcyJpl: IOPOLIOK OT JKEITOI0 10 OPAHKEBOTO 1IBETA.

4. KIMHUYECKUE JAHHBIE

4.1. IlokazaHus K NPUMEHEHHUIO
[Ipenapar CyHUTHHHUO MOKa3aH K MPUMEHEHHUIO Y B3POCIIbIX.

racTPOMHTECTUHAIBHBIE CTPOMAJIbHBIE OITYXO0JIM IIPU OTCYTCTBUH 3 (eKTa OT Tepanuu
MMaTUHUOOM BCIIEJICTBUE PE3UCTEHTHOCTH WM HEMIEPEHOCUMOCTH;

pacnpocTpaHEeHHBINH U/UITH METaCTaTUYECKU I MOUYEUHOKIIETOYHBIN paK y Nal[MeHTOB, HE
MOJIYYaBIINX paHee CIeu(UIecKoro JICUCHNUS,

pacrpoCcTpaHeHHBIH 1/HITH METaCTaTUICCKHIA TOYEYHOKIIETOUHBIN PaK MPU OTCYTCTBUHU
a¢dekTa OT Tepanuu HIUTOKUHAMM;

Hepe3eKTabeIbHbIC WA METaCTaTUYECKHE BBICOKO U (hepEeHITMPOBAHHBIC
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POTpecCUpOBaHUEM 3a00JICBAHNUS;

® aQIbBIOBAHTHAs TE€palus MALUEHTOB C BBICOKUM PUCKOM PELUANBA TOYEUYHOKIECTOYHON
KapIMHOMBI TI0CJIe HEPPIKTOMUHU.

4.2 PexxuM 103MPOBAHUS U CIOCO0 MPUMEHEHHUsI

Jleuenne npenaparoMm CyHUTHHHO cleyeT IPOBOJUTH MO HAOIIOJCHHEM Bpaya, HMEIOIIETO
ONBIT paboTHl C MPOTUBOOITYXOJEBBIMU MpenaparaMu. B Hauaie KaXaoro IMKJIa Tepanmuu
npermapatoM CyHUTHHUO cCleAyeT TPOBOAUTH TMOJNHBIM aHAlW3 TIeMaTOJIOTHYEeCKHX

IOKa3areJieu.

PexxuM 103upoBaHus

L'acmpounmecmunanbhvlie cmpomanvhsie ONYyXoau npu omcymemesuu d¢gexkma om mepanuu
UMAmMUHUOOM 8CIeOCMBUEe PE3UCEHMHOCU WU HENePeHOCUMOCMU

PexoMennyemas no3a npenapara coctabisieT S0 Mr B CYTKM BHYTPb B TeueHUE 4 Henelb ¢
MOCJICTYIONUM TiepepbiBoM B 2 Heaenu (pekum 4/2). TIomHbINM MUK Teparuu COCTaBIISET,
TakuM o0pa3zoM, 6 HEeZeb.

Pacnpocmpanennviil u/unu memacmamuueckuti no4edHOKIEMOUHbIN PAK y NAYUEHMOS, He
HONYUABUIUX paHee Cheyuduiecko2o NedeHus Uil npu omcymemeuu sgpgexma om mepanuu
YUumoKuHamu

PexoMennyemas no3a mpenapara coctaBisieT S0 M B CyTKM BHYTPb B T€UEHHE 4 HEHENb C
MOCJICTYIONUM TiepepbiBoM B 2 Heaenu (pekum 4/2). TIomHBIN UK Tepamnuy COCTaBIIsET,
TakuM o0pa3zoM, 6 HEeleb.

HepeszexmabenvHole U MemacmamuyecKue, 8b1COKOOUGhPepenyuposanvie
HeUPOIHOOKPUHHBIE ONYXOIU NOONCEIYOOUHOU JHCeNe3bl ) 83POCIbIX C NPOSPECcCUPOBAHUEM
3abonesanust

Pexomenayemas no3a mpermapara CoCTaBisieT 37,5 Mr eXXeIHeBHO 0e3 mepephIBa.
Aovrosanmuas mepanus NAYUEHMOS ¢ 8bICOKUM PUCKOM PeYUOU8a NO4e4HOKIemo4H020 paKd
nocie Heghpaxkmomuu

Pexomenmyemas no3a npemnapara coctaisieT S0 Mr B CyTKH BHYTPb B pexume 4/2 B TeUCHUE
JEBATH O-HEACIBbHBIX ITUKIOB (MpUOIM3UTEIHHO 1 TOx).

Koppexyus 0o3v

B 3aBUCMMOCTH OT WHAMBHUIAYaJbHON IEPEHOCHMOCTH M OE€30MaCHOCTH CYTOYHAs J03a
CYHUTHHHOA MOXKET ObITh YMEHBIIICHA WJIM yBelWueHa Ha 12,5 MTr ¥ JOJKHA COCTABIIATH HE
Oomee 75 Mr m He MeHee 25 Mr I MAMEHTOB C TaCTPOMHTECTHHAIBHBIMH U
MOYECYHOKIJICTOYHBIMU OIYXOJISIMH.

Jlis ambIOBaHTHOM Tepanmuu IMOYEYHOKIETOUHOTO paka 03y MOXKHO MOIU(DHUIIMPOBATH C
raroM CHrkeHus 12,5 mr BIiote 1o 37,5 Mr ¢ y4eToM WHIUBUAYaTbHOW 0€30MacHOCTH U
MEPEHOCUMOCTH.

MakcumanbHasi 032, HCIOJB30BABIIAsCS B HUCCIECJOBAaHMM aJbIOBAHTHOM Tepamnuu
MOYEYHOKJIETOYHOT O paka ¢a3sl 3, coctaBisia 50 Mr B CyTKH.
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MpeKpaIieHue mpuema npemnapara. J[js marueHToB ¢ paclpoCTpaHSHHBIM ITOYEYHOKICTOYHBIM
paKkoM, KOTOpbIE HE MEPEHOCAT MPUEeM CYHHUTHHHOA B peXHME 4 HEIEIU C MEepephIBOM B 2
HEJIENIH, MOXET OBITh PACCMOTPEH PEXKHUM 2 HENEeIu Mpuema ¢ repepsiBoM B 1 Hememro. Jlis
MAIMEeHTOB C HEPE3eKTAO0CIbHBIMU UJTH METACTATHICCKUMH HEUPOIHIOKPHHHBIMH OITYXOJISIMHU
MO/KEITYI0YHOM JKeJIe3bl 1032 CYHUTUHHOA JTOJDKHA COCTABIIATEH HE O60see S0 MT B CYTKH.

[Ipy mosIBIEHWH NPU3HAKOB MPOTPEecCHpOBaHUs 3a00JIeBaHUS NPUMEHEHUE CYHUTHHHOA
CIIElyeT IPEKPATUTD.

Hneubumopor/unoyxmoper CYP3A4

Cnenyer wu30eraTb OJHOBPEMEHHOTO TMPUMEHEHHSI CYHHUTHHHOA C TOTCHIIMATbHBIMU
unruouropamu u3zodepmenra CYP3A4, takumu Kak KeTOKOHa30Jd. B ciydasx, xoraa 3To
CIeNaTh HEJb3s, MOXKET MOTPEOOBATHCS YMEHBIIIEHUE CYTOYHON J103bI CYHUTHHUOA MUHUMYM
10 37,5 MI' B CYyTKHM TIPU TACTPOUHTECTUHAIBHBIX CTPOMAIBHBIX OMYXOJISX U METACTATUIECKOM
MOYEYHOKIJIETOYHOM Pake U MUHUMYM JI0 25 MI' B CYTKH MPU HEHPOIHIOKPUHHBIX OMYXOJISIX
MOJKETYTIOYHOM KEIE3BI.

Takxe crnegyer u3beratb COBMECTHOTO TMPUMEHEHHUS CYHUTHHUOA C TMOTEHIIMATbHBIMH
uHaykropamu n3opepmenta CYP3A4, takumu kak pudammnuiuH. B ciayuasx, korma 3To
cenaTh Heb3s, MOXKET NMOTPeOOBaThCS YBEIMUYEHHUE CYTOYHOW J03bI CYHUTHHHOA, KOTOpPOE
JIOJDKHO TIPOBOJIUTHCS MOATAIHO Ha 12,5 Mr (10 87,5 MT' B CYyTKH NMPU TaCTPOUHTECTHHAIBHBIX
CTPOMAJIBHBIX OMYXOJISIX M METaCTaTUYECKOM MOYEYHOKIETOYHOM pake u 10 62,5 Mr B CyTKH
IpU HEMPOIHJOKPUHHBIX OMYXOJIAX MOJKEITYI0YHON KeIe3bl), OCHOBBIBASICh HA THIATEILHOM
MOHUTOPUPOBAHNHU ITEPEHOCUMOCTH IIpernapara.

IIponyck 003wt
Ecnu npuem mpemnapara ObUT TPOIYIEH, BOCIOJHATH NPOIYIIEHHYIO 03y HE CIEIyer.
[TanueHT HOKEH MPUHATH OOBIYHYIO HA3HAYCHHYIO 7103y Iperapara Ha CIEeIYIOIIHA 1eHb.

Oco0nIe T'PYHOIIBI TAIMCHTOB

Hauuenmbl nooaicus10co sospacma

Koppekus 10361 He TpeOyeTcs.

Tayuenmoi ¢ napywenuem QyHKyuu nevenu

VY nanueHToB C JIETKON M CpeAHEH CTENEeHBIO0 IEYCHOYHON HEeIOCTaTOYHOCTH (Kiacc A, B mo
knaccudukanun Yaitna-I1er0) Koppekius M03bl mpenapara He TpedyeTcs. Y TalueHTOB C
TSDKEJION CTeNEeHbI0 IeYeHOYHOH HeqocTaTounocTH (kinace C o knaccudukanuu Yaitna-I1sio)
Iperapar He peKOMEHI0BaH.

Iayuenmoi ¢ napywenuem QyHKYUuU noyex

Y OGONBHBIX C MOYEYHOUW HEJOCTATOYHOCTHIO JIETKOW, CpeaHEH M TsDKENON CTeneHU (B TOM
YHUCJIe MPU MPOBECHUN TeMOIHANIN3a) He TPeOyeTCsl KOPPEKIIMK HavyaIbHOM 10361 IIpenapara.
JanpHehmmit moaoop 1036l y JaHHON KaTEropuu O0JIBHBIX CIICAYET MPOBOIUTH B 3aBUCHMOCTH
OT WHAUBHUAYaTHHON TIEPEHOCUMOCTH.

CTH

D¢ dexkTuBHOCTL U Oe3omacHOCTh npenapata CyHUTHHHUO y aeTei B Bo3pacte 10 18 mer Ha
JTAHHBI MOMEHT HE YCTaHOBJICHBI. JJaHHBIE OTCYTCTBYIOT.
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BuyTtps. [Ipenapat MoxHO IpUHUMATH BHE 3aBUCUMOCTH OT MpUEMa MULIH.

4.3 TIIpoTuBONOKA3AHUS
e [ 'UnepyyBCTBUTEIHHOCTH K CYHUTHHHOY HIIH K JIFOOOMY 13 BCTIOMOT'aTEIbHbIX BELIECTB,
IIEPEYUCIIEHHBIX B pazzaene 6.1.

4.4 OcoOble ykazaHusi 1 MepPbl IPEIOCTOPOKHOCTH MPHU NMPUMEHEHU U

Kposoreuenus

BI:I.HI/I HO.Hy‘IeHI:I COO6H.[€HI/ISI (0] cnyqaﬂx KpOBOTG‘-IGHHfI, HHOIr1a CMepTGHBHHX, BKJIO4asa
)I(GJIYI[O‘-IHO-KI/ILHGLIHBIG KpOBOTG‘-IeHI/I}I, KpOBOTG‘-IeHI/I}I N3 AbIXaTCIIbHBIX HYTGI\/'I, OHyXOJII/I,
MOUYCBBIBOIAIIUX HyTGI\/'I nu KpOBOI/IS.HI/I}IHI/IH B I‘O.HOBHOf/i MO3TI'. 3TI/I SBJICHUA MOI‘YT BO3HUKATHh
HCOXHNAAHHO, a4 B cnyqae OHYXOHGBHX Oo4aroB B JICTKHUX HpO}IBJISITI:CSI B (bopMe TSKCJIIOTO UJIIN
AKHU3HEYTPOXKAIOIIET0 KPOBOXAPKAHbs WM JIETOYHOTO KpPOBOTeUeHUs. MIMeroTcst cooOuieHus o
paSBI/ITI/II/I JICTOYHOTI'O KpOBOTG‘-IeHI/I}I (B HGKOTOpBIX cnyqaﬂx C JICTAJIbHBIM I/ICXO,Z[OM) y
NannucHTOB, HpI/IHI/IMaIOH_II/IX CYHI/ITI/IHI/IG I10 HOBOI[y ITIOYCYHOKJICTOYHOI'O paKa,
racTPOMHTECTUHAIBHBIX OITYXOJIEH MIIM HEMEJIKOKIIETOUHOTO paKa JIETKUX. BaxkHO: CyHUTHHHO
HC 3apeFI/ICTpI/IpOBaH JIA JICHCHHUA HCEMCEJIIKOKIICTOYHOT'O paKa JICTKUX. Hepnozmqecxn
HE00X0IMMO TPOBOJUTH BpadeOHBIH OCMOTpP M OLICHHWBATh MOKAa3aTeNH KPOBU JJISI PAHHETO
BBISIBJICHUA HepBBIX HpI/ISHaKOB KpOBOTe‘IeHI/IH nu HpI/IMeHeHI/ISI HGO6XO,Z[I/IMBIX
TepaneBTUYeCKuX Mep. IIpu comyrcTByrolel Tepanuyu aHTUKOATyJISHTAMU CJIENYET CIECIUTH

3a IMMOKAa3aTCIIAMU CBECPTHIBACMOCTH KPOBHU.

HocoBoe kpoBoTeueHue, CBI3aHHOE C Tepanuell CYHUTUHUOOM ObUIO CaMbIM YaCThIM THIIOM
KPOBOTEUYEHHI Yy IMAlHMEHTOB C COJMAHBIMH OIYyXOJSIMH W BO3HUKaIO B 8 % ciy4aes.
OTMeuanock B OJOBUHE CIIYyYaeB y NALMEHTOB C TEMOPPATUYECKUMHU OCI0KHEHUSIMU.

CepieuHo-cocyaucTas CUCTeEMa

CBs13b MeX 1y HHTHOMpOBaHUeM perentopa Tupo3unkunasbl (PTK) u cepaeunoit pynkiueit He
u3ydeHa. HemsBecTHO, MOABEpraioTcs M MAIMEHTHI, Y KOTOPBIX OBUTH 3aperHCTPHPOBAHBI
CJIydau CepeuHO-COCYIUCTHIX 3a00JIeBaHMI B TeUEHHE MOCIeAHUX 12 Mecs1eB 10 Ha3HAYCHHS
JeYeHHUsI CYHUTUHHOOM, Takhe Kak MH(papKT MHOKapnaa (BKIOYas TSHKETylo/HeCTaOMIbHYIO
CTEHOKap/IUI0), KOpOHApHOE/epudepruieckoe IyHTHPOBAHNE, CAMIITOMATHYECKast 3aCTOHHAs
cepAeyHas HEIOCTAaTOYHOCTb, LEPEOPOBACKYJISPHBIE OCIOKHEHHS WM TPaH3UTOPHBIC
UIIEMUYECKUE HAPYILICHUS, HITH JIETOYHAsE SMOOIHNs, OOJIbIIEMY PUCKY Pa3BUTHS CBSI3AHHOMH C
JeYeHUEeM TUC(YHKIIUU JIEBOTO Kelnymouka. [Ipy HazHaueHHM CYHMTHHHOA 3TON KaTeropuu
NaIMEeHTOB CIIEAYyeT TIIATEeIbHO OLEHUTh COOTHOIIEHUE PUCK/TIOIb3a.

Bo Bpemsi Tepanmuu CYHHUTHHHOOM TallMEHTOB CIEAYET TEPUOJMYECKH OOCIIeZ0OBaTh Ha
npeaMeT OOHApYKEHHS KIMHHYECKUX NPU3HAKOB M CHMIITOMOB XPOHUYECKOW CEepIeuHOU
HenpocrarouHoct (XCH). ®@paknuro BeiOpoca jeBoro xkenynouka (OPBJIK) pexkomenmyercs
OILICHUBATh JI0 HaYasa TEPAINH, a TAK)KE IIEPHOIMICCKH BO BPEMS JICUCHUSI.

[Ipu nposiBneHnyn KMHUYECKUX pu3HakoB XCH nedeHne CyHUTHHUOOM CIIeTyeT MPEKPaTUTh.
[Ipu orcyrcTBum kimHHYeckux npuzHakoB XCH, Ho ¢ mokazatensmu @BJDK menee 50 % nnu
YMEHBIIIEHUHU 3TOTO MoKa3arens Oonee yeM Ha 20 % M0 CpaBHEHHIO ¢ UCXOAHBIM (0 Hadamta

TEpanum), 103y CyHUTHHHOA PpEKOMEHIYETCS YMEHBIIUTD WM IPEKPATUTh MPUEM IIperapara.
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(MHOTZa C JEeTaJbHBIM UCXOJIOM), TaKHE KaK cepeyHasi HeJOCTaTOYHOCTh, KapAHMOMHUOMIATHSI,
UIIeMUsI MUOKapaa U uHPapkT Muokapaa. Cieayer ¢ OCTOPOKHOCThIO PUMEHSATh CYHUTUHUO
y MalMeHTOB C UMEIOIIMMCS PUCKOM Pa3BUTHUS JaHHBIX HapyuieHuil. Ha ocHoBaHuu maHHOI
uH(pOpMallMK TpearnoyiaraeTcs, 4ro MPUMEHEHHE CYHHUTHMHMOAa MOKET MOBBIIIATh PHUCK
pa3BUTHS KapJUOMHUONATHH. Y MAIMEHTOB, MOJy4YaBUIMX JICUEHHWE CYHUTHHUOOM, HE ObLIO
Ipyrux (GakTopoB pHCKa pa3BUTHSI KapJUOMUONIATHH, KpOME JIEHCTBUS CaMOro Mperapara.

Hapymienusi co CTOpOHBI COCYJIOB

HMeroTcst coOOIIEeHHsT 0 CiydasiX apTepHaIbHOW TPOMO03MOOIMU (B HEKOTOPBIX CIIydasx ¢
JIETATBHBIM MCXOJO0M) y MAIlMEHTOB, MPUHUMAIOIINX CYHUTHHNO. Hanbosnee yacTeiMu ObLTH:
HapyIIEeHHEe MO3TOBOTO KPOBOOOpAIlleHUs, TPAH3UTOpHAsI HIEMUYEecKass araka U HHCYIbT.
dakTopamMu pUCKa, TOMUMO OCHOBHOTO 3a00JIeBaHUS M BO3pacTa IMalMeHTa cTtapiie 65 JieT,
SABJISIIOTCS: ~ apTepHalibHas THIEPTECH3Us, CaxapHbld auaber, TpPoMOOAIMOOINUYECKHE
OCJIO’)KHEHUS B aHaMHe3e.

B ximHIYeCKHUX UCCIeJOBAaHUSIX OTMEYaIN Pa3BUTHE BEHO3HBIX TPOMO0IMOOIIHIL, B TOM YHCIIe
TpomMOo3a TIyOOKMX BeH M TpoMOOo3MOonuu JeroyHod aprtepuu. Ilpum pasButum
TPOMOOSMOOINH JIETOYHON apTepUu B OAHOM Cilydae MpHUeM CYHHUTHHHOa ObUT OTMEHEH, a B
HECKOJIBKUX CITy4asiX OTpeO0BaIOCh CHIYKCHUE 03Bl HIIH BPEMEHHOE MTPEKPAILICHUE TePaInu.
[Toce BO30OHOBIICHHSI TepaNuy, Y STHX IMAalUCHTOB B JaJbHEHIIEM HE HAONIOIAIH CIIyYacB
TPOMOOIMOOIINH JIETOYHON apTepuH.

Hapvyiienuns Bkyca

B xIMHMYECKHUX WCCIIEOBAHMIX TUCTEB3Us HaOmonanachk y 28 % MmanueHToB, MOTyYaBIINX

TEpanuio CYHUTUHUOOM.

Yinnenue uarepsaia QT

[lpy KOHIEHTpaIusaX, MPUMEPHO B 2 pa3za NPEBBIAIINX TEPANCBTHUYECKUE, CYHUTHHHO
criocoOctByer ymnuHeHuto wuHTepBaa QTcF (xoppekmust @Ppenepuka). Kiomnnueckas
3HAYUMOCTh ATOTO 3(deKTa HesICHAa U 3aBUCUT OT (HAaKTOPOB PHICKA M BOCTIPUMMYHUBOCTH
KOHKpeTHOro mnaruenta. CYHUTHHUO ClieyeT MPUMEHSTh C OCTOPOKHOCTBIO Y ITAIIUEHTOB C
ymnHeHueM uHTepBasia QT B aHamHe3e, y MAallMEHTOB, MPHUHUMAIOIIAX aHTHAPUTMUYECKUE
npernapaThl, WIH Y TAIIMEHTOB C COOTBETCTBYIONIMMH 3a00JIEBaHUSMHE CEp/la, Opaankapanei
WIA HapYIIEHUSMHU SJIEKTpOJUTHOro Oananca. Tpebyercs cobmogaTh OCTOPOXKHOCTH M
YMEHBIIUTh J03y CYHUTHHHOA TpU OJHOBPEMEHHOM IIPHEME MOUIHBIX WHTHOUTOPOB
uzodpepmenta CYP3A4, koTopbie MOTYT MOBBIIIATH KOHIEHTPAIMIO CYHUTHHUOA B 11a3me. J{o
Hayaja Tepalmud W B IpOLEcce JICYEHHs MIpenapaTtoM CyHUTHHHOa pexomenayercs OKI'-
KOHTPOJIb.

IToBBIIICHNE APTEPHUATHLHOTO JIABJICHUS

[ToBbIICHNE aPTEPUATIBEHOTO JABJICHHUS OYEHb YaCTO OTMEYAETCS Y MAlMEHTOB, MOTyYarolnX
Tepanuio CYHUTHHUOOM.

[ManmentoB ciemyer oOcinenoBaTh Ha TMPEAMET IOBBIIICHHUS apTEPUATBHOTO JIABJICHUS,
UCTIONB3YS CTaHJAPTHBIC METOABI KOHTPOJIS. Y MAlMEHTOB € TSHKEIO0H (GopMOi apTepuanbHOM
TUIIEPTEH3UH, HE MOAIOLIENCS JICYCHUIO, PEKOMEHIYETCSl BPEMEHHOE IPEKPALLEHUE TEPAlIUU
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TUIEPTEH3HUIO.

HapyiueHus co CTOpOHBI AbIXATEILHON CUCTEMBI

N3 KIMHWYECKUX WCCIETOBAHWM HCKIIOYATU MAIMEHTOB CO CIyYasMH TpoMOOoIMOOIHH
JIETOYHOM apTepUHU, 3aPETUCTPUPOBAHHBIX B TeUeHHUE 12 MecsleB [0 Hayajla Teparnuu
CYHUTHHHOOM.

VY nmanueHToB, NOMyYaBIIuX CYHUTHHUO B 3 (pa3e perucTpaliMoHHBIX UCCIeIOBaHUN, OTMEYAN
cllydyau HapymeHHs (YHKIUHM JIbIXaTeTbHOW CHUCTEMBbI (Hampumep, AWUCIHOI, IUIEBPATbHBIN
BBINIOT, TPOMOOAMOOIIMSI JIETOUYHOW apTepuu Win oTek Jjerkux). [Ipubmmsurensno 22,2 %
NAIMEHTOB C COJIMIHBIMU ONMYXOJISIMU, KOTOPbIE MOTyYalli TeParnuio CyHUTHHHOOM, OTMEYaIn
cllyyau HapyleHus: QyHKIUU JIETKUX.

Cnydan TpoMO0>MOO0IINH JIETOYHON apTepHH OTMeUaIn NPUOAN3UTENbHO y 3,1 % manueHTos
C TaCTPOMHTECTUHAJIBHBIMU CTPOMAJIBHBIMH onyxoinssMu u y 1,2 % nanumeHToB C
pacnpoCcTpaHEHHBIM W/WUIM METaCTaTHUYECKUM [TOUYEYHOKIIETOUHBIM PAKOM, KOTOPBIE MOJIydain
TEpanmuil0 CYHUTHHHOOM B 3 (a3e KIMHUYECKUX HCCICIOBaHUN. Y TAlUEHTOB C
Hepe3eKTabeTbHBIMU W METacTaTUYECKUMU BbICOKOIM b (hepeHIIMPOBAaHHBIMU
HEHPOIHJAOKPUHHBIMU OMYXOJISIMU TIOKETYJOYHOM jKene3bl, MOJyYaBIINX CYHUTHHHO B 3
(haze KIMHUYECKUX UCCIICIOBAaHNM, HE OTMEYAIIN CIIy4aeB TPOMOOIMOOINH JIETOYHOU apTEPHUH.
Penkue cimydaum ¢ JeTaqbHBIM HCXOZOM HaOMIOJAIMCh BO BpEMS MOCTPErHCTPALlMOHHBIX
HUCCIIEIOBAHUH.

AHeBDI/ISMa H pacCIOCHHUEC apTCPUN

[Ipumenenune nHruOMTOPOB haktopa pocta cocyaucroro ’uaorenus (VEGF) y manuentos ¢
TUTIEPTEH3UEH IH 0€3 Hee MOYKET MPUBECTH K (POPMHUPOBAHUIO aHEBPU3MBI H/UJTH PACCIIOEHUTO
aprepuu. Jlo Havyana Tepanuu CyHUTHHHOOM, HEOOXOAMMO THIATEIHHO OIEHHUTH BO3MOXHBIE
PUCKH y TIAIMEHTOB, MMEIOMIMX Takue (AKTOPhl PUCKA KaK THUIEPTEH3US WM HaTU4ne
aHEBPU3MBI B aHAMHE3E.

Hapymenne ¢ yHKIINY IMUTOBUIHOMN JKEIE3EI

Pexomennyercss HaOdrofeHUEe 3a BCEMH MallMEHTaMU BO BpEeMs TEpalluud CYHUTHMHHOOM Ha
npeaIMeT Pa3BUTHS AUCPYHKIMH IIATOBUAHON >kene3bl. [lalMeHTh ¢ TMpU3HAKAMHU W/WIN
CUMIOTOMaMU JUCQPYHKIIMU I[IUTOBUIHON JKeJe3bl IOJDKHBI MPOXOJIUThH JIa00paTOPHBIN
KOHTpOJIb. Takke pekoMeHayeTcs (OHOBOE HccCieqoBaHHE 1a00paTOPHBIX IOKa3aTesen
(GYHKIIMY MIUTOBUIHOM *KeJle3bl y MAallMeHTOB C TUIIOTUPEO30M WM TUnepTupeo3oM. Jleuenue
MAEHTOB C THUIIOTUPEO30M MPOBOJAT B COOTBETCTBUM CO CTAHIAPTHOM MEAUIIMHCKON
MPAKTUKOM 10 Hayalsia Teparnuu CyHUTUHUOOM.

B mocTpeructpanimoHHbIX KIMHUYECKUX HCCIEAOBAHUAX OTMEUAIU ClIy4yau TUIEPTHpEeo3a, B
HEKOTOPBIX CIydasiX C MOCIEAYIOIUM Pa3BUTHEM TUIIOTHPEO3a.

Koa 1 MoaK0KHBIE TKAHU

[TanmeHTOB ClieAyeT MpeAyNnpeAuTbh O TOM, YTO BO BPEMs JICYCHUS CYHHTHHHOOM MOXET
HaOJIIOIaThCS M3MEHEHUE OKPACKH KOXXKH BCICICTBHEC HAIWYHS B Iperapare KpachUTels
(kenroro). Taxxke MOXET TPOMCXOAUTH OOECIBEUYMBAHHME BOJIOC WIJIM KOXHU. Jpyrumu
BO3MOXXHBIMH HEKEJIATeIbHBIMU SIBJICHUSIMU TIPU MPUMEHEHHH CYHUTHHHOA MOTYT OBITH
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MECTHOM CBHIITA Ha JagoHAX U CTYITHAX.

Jannbie 3¢ ¢exTsl HE MMEIOT CKJIOHHOCTH K PaclpOCTPaHEHHIO, OOBIYHO OOpaTUMBbI U B

OOJIBIINHCTBE CJIy4acB HC MMIPHUBOJUIIN K HGOGXOI[I/IMOCTI/I OTMCHBI TCpaltun

OTMmeyanuch peakue Cciaydad TDKENbIX TMOPAaXEHUH KOXH, TaKUX KakK MyJIbTH(OpMHas
JpUTEMa, MOPAXKEHHUS KOXH, MOX0kHe Ha cuHApoM CrtuBeHca-J[)KOHCOHA, HEKOTOphIE W3
KOTOPBIX MPUBOAMIMN K JeTalbHOMY Hcxoay. CrieayeT OTMEHUTh Tepamnuio CyHUTHHHOOM B
Clly4ae pa3BUTHS CUMOTOMOB cuHpoMa CtuBeHca-/[»oHcoHa Uil MyIbTU(QOPMHON SPUTEMBI
(HampuMep, TporpeccUpyromas KOXKHas ChIllb, OOBIYHO ¢ 0Opa3oBaHHEM Ty3bIped U
MOPAKEHUEM CIM3UCThIX oOosiovek). Ecnmm amarno3 cunapoma CruBeHca-/[xoHCOHA
MOJATBEPXKJIAETCS, TEepanuio HE BO30OHOBISAIOT. B  HEKOTOPBIX Cilydasx TMalueHThl C
MOJI03pEHUEM Ha MYJIbTU(OPMHYIO SPUTEMY MTEPEHOCHIH BO30OHOBICHHUE TEPATMU B MEHBIIINX
J03aX TIOCTIE pa3pellieHus] CUMIITOMOB MOpPa)XXEHHs] KOXH; HEKOTOpblE M3 ATHUX MMalMEHTOB
OJIHOBPEMEHHO MOJy4Yald TEpamnuio TIIOKOKOPTUKOCTEPOUIAMU WM AHTUTHCTaMHUHHBIMU
npernapaTamu.

IlopaxeHus KEeITYyT0YHO-KUIIIEYHOT O TPAKTa

Y manueHToB ¢  HMHTPA-a0JOMUHATBHBIMH  OMYXOJISIMH, TIOMYYalOUIUMH  TEPaIHIo
CYHUTHHHUOOM, OTMEYalld CEpbe3HbIE OCIOKHEHUS (B TOM uucie nepdopanuu KeayJouyHo-
KHILIEYHOT'O TPAKTa), B HEKOTOPBIX CIy4asiX ¢ JIETaIbHBIM UCXOOM.

TowmHoTa, Auapes, AUCIENCHUS, CTOMATUT M PBOTA MOTYT BO3HUKAThb IIPU IIPUMEHEHUU
cyHutHHMOa. B Takmx ciydasx clexyeT pacCMOTPETh BO3MOXHOCTb IPUMEHEHHS
IIPOTUBOPBOTHBIX WJIHM IIPOTUBOJUAPEMHBIX IIpENapaToB B KayeCTBE IOIAEPKUBAIOLIECH

TEpaIuH.

[TaHkpeaTut

B KIMHWYECKUX UCCIIENOBAHMIX MPU MPUMEHEHUH CYHUTHHHOA OTMEYalld CIydad pa3BUTHUS
MaHKpeaTuTa. Y MarreHTOB ¢ Pa3IMYHBIMUA COJIUIHBIMU OITYXOJISIMH, TTOJTYYaIOITUMHU TEPATTHIO
CYHUTHHUOOM, HaOJII0JaJTN TIOBBIIIIEHNE aKTUBHOCTH JIMTIa3bl U aMUJIA3bl B TIJIa3ME KPOBH.

[oBbIlIeHUsT aKTUBHOCTH JIMIA3bl OBUIM MPEXOIAIIMMU U B OCHOBHOM HE COIPOBOKIAIHCH
CUMIITOMAaMHU TaHKpeaTHTa. Bo BpeMs JeueHHs] CyHUTMHHOOM IMEPUOANYECKH HEO0OXOAUMO
IIPOBEPATH AKTUBHOCTB JIMIIA3bl ¥ aMUJIA3bl B CBIBOPOTKE KpOBU. [Ipy Hanu4ny uiy nosiBIeHUU
CUMIITOMOB TaHKpEaTHTa CIEAYeT TMPEKPaTUTh JIEYEHUE CYHHUTHUHHOOM M IPOBECTH

COOTBETCTBYIOLIYIO TEPAIUIO.

Cynoporu

Y ManucHTOB C PpPaguOJIOTUYCCKUMH IMPU3HAKAMU MCTACTA30B B TOJIOBHOM MO3T WM C
CHHIPOMOM 3agHel O0paTuMoi JIeHMKOAHIEhATONMaTuH OMUCAHbl CIIy4au Ccyaopor (B
HEKOTOPBIX CITyYasiX C JIETATbHBIM HCXOJIOM).

[ManmenToB C MeracTa3amMM B TOJIOBHOM MO3r, CYIOpPOraMM B aHaMHe3€ W/WIU
NpU3HAKAMU/CUMIITOMAMUA ~ 00OpaTUMOM  3amHeil  JielikosHIedalonaTuy, TaKUMU  Kak
NOBBIIIICHUE apTEPUANBHOTO JaBJICHHs, TOJIOBHAas OO0JIb, 3aTOPMOKEHHOCTh, HapyILICHHE
YMCTBEHHOU JIEATEIILHOCTH, IMOTEPs] 3pEHHs, BKJIOYas KOPTHKAIBHYIO CIEINOTY, CIEIyeT

KOHTPOJUPOBATH CTAHAAPTHBIMU METOJaMH, BKIIFOYAsA KOHTPOJIb apTCPUAJIbHOTO JABJICHUA. B
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npueM cyHuTHHHOA. [locine ncue3HOBEHHsI CHMIITOMOB JICUCHHE MOXKET OBITh BO30OHOBJICHO
10 PEUICHHUIO JIeUaIlero Bpaya.

TDOM6OTI/ILICCK3H MHUKPOAHTHOIIaTHUA

B KIMHMYECKUX HCCIIEOBaHUSAX M MPHU MOCTPETUCTPALMOHHOM NMPUMEHEHUH CYHUTHHUOA B
MOHOTEpAINUi U B KOMOMHAITUHU ¢ OeBannu3yMaboM, cOO0IaIoch O CliydasX TPOMOOTHYECKON
Mukpoanruonatui (TMA), BKITtodass TPOMOOTHYECKYIO TPOMOOIIUTOTICHUYECKYIO TypIypy U
TeMOJUTHKO-YPEMUYECKUN CUHIPOM, HHOTa MPUBOISAIINX K TOYEYHOW HETOCTATOUHOCTH MU
netanbHOMY Hcxony. [Ipu pa3Butuu y nanmenta TMA npuMeHeHre CyHUTHHHOA HE00X0IMMO
npekpaTuTh. [locie mpekparneHus gedeHnsi HabJro1aI0Ch UCUe3HOBEHNE CUMITTOMOB TMA.

[Iporennypus
Nmetrotest cooOIeHust 0 pa3BUTHH MPOTEUHYPHH WM HEe()POTUYECKOro CHHApoMa Ha (oHe

TEpanuy CYyHUTUHHUOOM.

Pexomenayercsi goHoBoe wuccienoBaHue (YHKIUU TOYEK [0 Hayajga JICYCHHUS, a TaKKe
MOHMTOPHHT MOKa3aTelel (GyHKIUU IMOYEeK BO BpeMsl Tepanuu CyHUTUHHOOM. bezonmacHocTh
npreMa CyHUTUHHOA y OONBbHBIX ¢ IPOTEUHYPUEH CpeHEN UITH TSXKEION CTETIeHH TSKECTH He
OlLICHUBAJIaCh. Y MAllMEHTOB C HEPPOTHUYECKUM CHHIIPOMOM JIeYeHHE CYHUTHHHOOM ClieyeT
MIPEKPATUTb.

I'nnormukeMus

Bo Bpemsi Tepanmuu CYHUTUHHOOM Yy HEKOTOPBIX MAIMEHTOB OTMEYalUd CHUKCHHE
KOHIIEHTPAIUH TJIIOKO3bI B KPOBU. B HEKOTOPBIX CiIydasiX TaKUe U3MEHEHUS COIPOBOXKIATHCh
KIMHUYECKUMH cuMIritoMamu. CrieyeT peryasipHO KOHTPOJIUPOBATh KOHIEHTPALIUIO [ITFOKO3BI
B KPOBH y MAIlMEHTOB C CaXapHbIM HA0ETOM M, IPU HEOOXOJUMOCTH, KOPPEKTHUPOBATH 103y
TUTNOTIMKEMUYECKHX IPeraparoB.

I'emaTOTOKCHYHOCTE

Bo BpEMs TCpaIlinu CYHI/ITI/IHI/IGOM OTMCHAIMCH CJIydan MIeYCHOYHOU HEAOCTAaTOYHOCTH, UHOT A
C JIeTalbHBIM UCXOA0M. ClenyeT KOHTPOJMPOBATH MOKA3aTEeNH «IEUYEHOYHBIX» (EPMEHTOB
(aranmHaAMUHOTpaHCPepasy, acrmapTaTaMUHOTpaHCepa3y, KOHIICHTPAMIO OWIMpYyOUHA) 10
Hayaja Tepanuu CYHHUTHHHOOM, BO BpeMs KaXIOro IUKIA Tepanuud WU NpU HaIUYUU
KJIIMHUYECKUX Moka3anuid. [Ipu pazputim moOoYHBIX 3(hPEKTOB CO CTOPOHBI PYHKITUN TTEUECHU
3 u 4 creneHW cieayeT NMPHOCTAaHOBUTH NMpHEM CYHUTHHHOA. B ciydae, eciii CHMITOMBI
renaToTOKCUYHOCTH HE Pa3pelIatoTcs, IpUMEHEHUE CYHUTHHNOA CleTyeT OTMEHUTbD.

I"'eMaToJIOTHUYECKHNE HAPYIIICHUS

NmeroTcst cooOmieHnss 0 CHIDKCHHHM KOJMYeCTBAa HEUTPOPHIOB M TPOMOOIIMTOB Ha (oHE
NpUMEHEeHHs CyHUTHHHOA. [lepedncieHHble ciay4an He SIBIISTIOTCS KyMYJISTUBHBIMHU, OOBIYHO
ObUTM OOpaTHUMBIMH U HE MPHUBOJMIN K OTMEHE Tepanuu. B HEKOTOPHIX CIydasiX OTMEYaioch
pa3BUTHE JIETATLHOTO KPOBOTEUCHHS B COYETAaHWU C TPOMOOIMTOICHUEH. Y TMAIMEeHTOB,
MOJTYYalOIIUX JICUCHHE CYHUTHHHOOM, TIepel HAdaJoM KaKIOTrO IMKJIAa TepaliH CIEIyeT
MIPOBOIUTH MOJTHBIN aHAJIM3 KPOBH.
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[TaniueHTH ¢ OOJBINONW OIMYyXOJEBOM Maccod (10 Hayayia JICUCHUS CYHHUTHHHOOM) JTOJKHBI
HaXOOUTHCA ITIOJ TIIATCIIbHBIM MCAUIIMHCKUM Ha6JHOI[eHI/IeM, TaK KaK y HHX HUMCCTCHA

HanOOJBIINN PUCK PA3BUTHUS CHHIPOMA JIM3UCA OITyXOJIH.

Nudexnuu u nHBa3uu

Coobmraercs o cirydasx cepbe3HbIX HH(EKIni (B TOM uncie Ha (OoHEe HEUTPOTIEHUH ), YaCTh U3
KOTOPBIX 3aBEpIIMINCH JICTAIbHBIM HCX0AoM. WHQeknuu, pa3BuBaromuecs Ha QoHe
NPUMEHEHHS CYHUTHHUOA, SIBIISTIOTCSI OOBIYHBIMU JIJISI OHKOJIOTHYECKUX OOJIBHBIX, HAIIPUMeED,
pecniupaTopHble MH(pEKIUH (MTHEBMOHUS, OpPOHXUT), WH(MEKIUHW MOYEBBIBOISIINX ITYTEH,
KOXKHbIE HH(PEeKIIUK (HampuMep, BOCTIAJICHHE TTOIKOKHOU )KUPOBOM KJIETYATKH ), cencuc. Yacto
WH(]EKIMI MOTYT UMETh OaKTepHaIbHYI0, BUPYCHYIO WM TPHOKOBYIO TIPUPOY.

Hexporusupyroumii dhacuuur

HmeroTcst cooOImeHust 0 peakux Ciaydasx pa3BUTHS HEKPOTHU3UPYIOIIEro (aciuura, B TOM
YHUCJIE IPOMEKHOCTH, B HEKOTOPBIX CIIydasX C JETaJIbHBIM UCXO0A0M. IIpu pa3BuTuM 1aHHOIO
HE)KEJIATEIIbHOTO  SIBJICHUS  CJIeJyeT OTMEHHUTh IpHeM CYHHUTHHHOA M  Ha3HAYUTH

COOTBCTCTBYIOLICC JICHCHUC.

XUpyprudecknue BMEIIaTeIbCTBA

Ha ¢done nmpumeHeHus cyHUTHHHOA OTMeUalM Cllydad 3aMeIJICHHOrO 3aXKMBJIEHUs paH. B
ciy4ae HeOoOXOIMMOCTH TMpOBENEHUs OOUIMPHOTO XUPYPrUYECKOTrO0 BMEIIATENIbCTBA,
pEeKOMEHAyeTCsl BpeMEHHasi MPUOCTAaHOBKA NpuemMa CyHUTHHHOA. MMeroTcss orpaHUYeHHbIE
JaHHbIE O BPEMEHM IIOCJIE€ OMNEpalHH, MO0 OKOHYAHHMH KOTOPOrO0 BO3MOXHO BO300HOBHTH
Tepanuio. TakuMm oOpa3om, peleHHe O BO30OHOBICHHWU TEpaluu CleAyeT MPUHUMATh Ha
OCHOBaHUU OLIEHKH COCTOSIHUS PaHbl MOCJE ONepalun

OCTEOHEKPO3 YETIOCTH

Ha ¢one npumeHenus CyHUTHHHOA OTMEUAIMCh CIy4aW Pa3BUTHUS OCTEOHEKPO3a YENIOCTH.
Bonbmas gacte cimyyaeB oTMeyalach y MAIMEHTOB Ha (OHE BHYTPUBEHHOI'O BBEICHUS
ouchocpoHaToB, HpUEM KOTOPHIX SBISIETCS (HAKTOPOM pPHUCKA Pa3BUTHSA OCTEOHEKPO3a
yemocTH. CrenyeT co0Io1aTh OCTOPOKHOCTH IIPU OTHOBPEMEHHOM IPUMEHEHUH CYHUTHHHOA
U BHYTpHUBEHHBIX (hopMm OuchocdonaroB. Kpome Toro, ”HBa3uBHBIC MPOIETYPHI IO TTOBOIY
3a00JIeBaHUN TIOJIOCTH pTa TaKXe SBISIOTCA (aKTOpaMH pPHUCKA Pa3BUTHS OCTEOHEKPO3a
yemocT. [lepen HavyajgoM Teparmuu CyHUTHHMOOM CJEIyeT MPOBECTH CTOMAaTOJIOTHYECKOe
oOciieZjoBaHNE MAIMEeHTa. Y NAIMEeHTOB, MPUHUMAIOIIUX CYHUTHHHO, paHee MOJy4aBIIUX
BHYTPUBEHHYIO Tepamnuio ouchocoHaramu, cieayeT Mo BOZMOKHOCTH H30eraTh HHBA3UBHBIX
IpoIelyp B MOJIOCTH PTa.

Peakinn FI/IHGD‘IVBCTBI/ITCJ'II)HOCTI/I/ AHTHOHECBPOTHYCCKHI OTEK

B chaywae  pa3BUTHS ~ aHTMOHEBPOTMYECKOIO  OTE€Ka B pE3yJibTare  peakluu
THIIEPUYBCTBUTEIBHOCTH  CJIEAYET NPEKPaTUTh TEPanmuil0 CYHUTHHMOOM W HA3HAYUTh

CTAaHAApPTHOC JICYHCHUC

O0pa3oBaHue cBUIIEN
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perpeccueil omyxoiH, HEKOTOPbIE U3 KOTOPBIX 3aBEPIIMIIUCH JEeTaJbHBIM HcxoaoM. [lpu
00pa30oBaHUM CBUILEH Tepaniio CYHUTUHUOOM clieyeT npeKkpaTuTh. ViMeroTcs orpaHuyeHHbIE
JaHHBIE O IPUMEHEHUH CYHUTHHUOA 1ocie 00pa30BaHuUs CBUILIEH.

4.5 B3auMopgeiicTBHSI ¢ APYrMMH JIEKAPCTBEHHbIMM MpenapaTtamMM W Jpyrue BHbI
B3aUMOJAeH CTBUSA

IIpenaparsl, DOBLINAIONINE KOHIICHTPAIIHIO CVHI/ITI/IHI/IGa B I1J1a3M¢€

CoBMecTHOE MPUMEHEHHUE PA30BOM 1036l CYHUTUHMOA ¢ HHruOuTopoM nzopepmenta CYP3A4,
KETOKOHA30JI0M, MOBBIIAET Cmax 1 AUCo-» KOMIUIEKCA CYHUTUHHOA ¥ OCHOBHOT'O aKTUBHOTO
MeTabonuTa y 340poBbIX 100poBoibleB HA 49 % u 51 %, coorBercTBeHHO. [IpuMmeHenue
CYHUTHHHOA COBMECTHO C JApyrumu wuHTHOUTOpamu uzodepmenta CYP3A4 (manpumep,
PUTOHABHPOM, UTPAKOHA30JI0OM, SPUTPOMUIIMTHOM, KIAPUTPOMUIIMHOM WM TperrnppyToBBIM
COKOM) MO>KET MPUBECTHU K MOBBIIIEHUIO KOHIICHTPAI[UU CYHUTHHHOA.

Cnenyer n3berath COBMECTHOTO IMpHUEMa MONIHBIX WHruOuTOpoB M3opepmenta CYP3A4 ¢
CYHUTHHHOOM WM CJelyeT BbIOpaTh ajJbTEPHATUBHBIA Mpenapar ¢ MHUHUMAaJIbHOU
crocoOHOCTRI0 K mHTHOUpoBaHui0 m3odepmeHta CYP3A4. Ecnu 310 HE mpencraBisieTcs
BO3MOJKHBIM, BEPOSITHO, Oy/IeT HEOOXOUMO YMEHBIIIUTh CYTOYHYIO 103y CYHUTHHUOA Ha 12,5
Mr, 10 37,5 Mr B CYTKM IIpM TaCTPOMHTECTUHAIBHBIX CTPOMAJBHBIX OIYXOJISIX U
METACTaTUYECKOM IOYEYHOKJIETOYHOM Pake M 0 25 MI B CYTKHM NPU HEUPOIHIOKPUHHBIX
OITYXOJISIX MO/KETYA0YHON HKee3bl.

IIpenaparhl, CHIXKAIOIINE KOHLICHTPAIIUIO CVHI/ITI/IHI/IGa B I1J1a3M€ KPOBHU

CoBMecTHOE MPUMEHEHHE Pa30BOM 103l CYHUTHHUOA ¢ HHIYKTOpoM n3odepmernTa CYP3A4,
pudamnuuuHoM, CHUXKAET Cmax U AUCo y 370poBBIX J0OpoBOsbLEB Ha 23 % u 46 %,
COOTBETCTBEHHO.

[Ipumenenne CyHUTHHHOA COBMECTHO C ApPYyrumMH uHAyKTOopamu uzodepmenta CYP3A4
(HampuMmep,  JeKcaMeTa3oHoM,  (peHuTOMHOM,  KapOaMazemuHOM,  pUDAMIUIIHOM,
¢erobapObuTanoM WM 3BEpOOOEM MPOIBIPSBICHHBIM) MOXET MPHUBECTH K YMEHBIICHHUIO
KOHIICHTPALUU CYHUTHHHOA.

Crnenyer m3berarb COBMECTHOTO INpHEMa MOIIHBIX HHIYKTOpoB m3odepmenta CYP3A4 c
CYHUTHHMOOM WJM CJeqyeT BbIOpaTh aJbTEPHATHUBHBIM Mpernapar ¢ MHHUMAIbHOM
crnocoOHOCThI0O K wuHAYKuMu u3zopepmenta CYP3A4. Ecim 3T0 He mpencTaBisieTcs
BO3MOXHBIM, BEpOSTHO, OyleT HEOOXOIUMO YBEIMYUTHh 103y CYHHUTHMHHOa Ha 12,5 wr,
KOHTPOJIUPYs INEPEHOCUMOCTh Ipenapara nanveHToM. CyTouHas J03a B 3TOM CIy4yae He
JIOJKHA TIPEBBIMIATh 87,5 MI' B CYTKH NP TaCTPOMHTECTUHAIBHBIX CTPOMAJIBHBIX OMYXOJISIX U
METAaCTaTUYECKOM TMOYEYHOKJICTOYHOM pake U 62,5 Mr B CyTKM IpU HEWPOIHIAOKPHHHBIX

OIIYXOJIAX MOKEIIyI0YHOU JKETIE3bI.

ety
HccnenoBanus JeKapcTBEHHBIX B3aUMOEHCTBUI MPOBOAMINCH TOJIBKO C Y4aCTHEM B3POCIBIX

nanucHTOB.

4.6 ®epTUIBHOCTD, 0EPEMEHHOCTDH U JIAKTAIUSI

KoHTpanenmus y My>KYHWH 1 JKCHIIIH
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CYHUTHHHOOM, HEOOXOJMIMO HCITOJIb30BaTh HAJC)KHBIE METO Il KOHTpaIenuu. B Tom cirydae,
€CJIM TperapaT MPUMEHSIETCS] BO BpeMsi OEpeMEHHOCTH W O€pEMEHHOCTh HACTyIUJIa Ha (hoHe
NPUMEHEHHS CYHUTUHUOA, TAIIMEHTKY CIEAYET MPEAYIPEAUTH O BO3MOXXHOM PHCKE JIJIS TUTO/1A.
XeHmmHAM JETOPOIHOTO BO3pacTa PEKOMEHIyeTCsl M30eraTh HACTYIUICHHSI OEPEMEHHOCTH B
NIEPUO/]T TEPAITMU CYHUTHHAOOM.

bepemeHHOCTD
HccnenoBanus mpuMeHEHUs CYHUTHHHOA y OepeMEeHHBIX He MpoBOAMWINCH. CyHHUTHHHO HE

CIIeIyeT MPUMEHATh OCPEMEHHBIM WIIM JKCHIIWHAM, KOTOPbIC HE HCIIONB3YIOT HaJIC)KHBIC
CIOCOOBI KOHTPAIICTIIIHH.

JlakTamus
Her maHHBIX O TOM, BBIAEISIETCS JIM CYHUTHHUO WJIM €r0 aKTUBHBIM METAa0OJUT B TPYIHOE

MoJ10K0. CiieTyeT NpeKpaTuTh rpyAHOE BCKapMIIMBaHUE Ha (JOHE MpUeMa CYHUTHHHOA, TaK KaK
OOBIYHO JICKAPCTBCHHBIC CPEJCTBA BBIJACIAIOTCS B TPYAHOE MOJOKO W PHCK ITOOOYHOIO
JEHCTBUSI HA peOeHKA BEIHK.

DepTIILHOCTD
Ha ocHoBaHuM pe3ynbTaTOB JOKIMHMYECKHX HMCCICIOBAHWNA MOXHO CHEJaTh BBIBOJ, YTO

Tepanusi CyHUTUHUOOM MOXET OTPHUIATENbHO CKa3aThCsl Ha (QEPTUIBHOCTH MYKUUH H
JKCHILUH.

4.7 BausiHHe HA CHOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMHU CPeICTBAMH H padoTaTh C
MeXaHU3MaMH

[Tpenapat CyHUTHMHMO OKa3bIBaCT HECYIIECTBEHHOE BIMSHUE HAa CIHOCOOHOCTH YIPAaBIAThH
TPAaHCHOPTHBIMM  CpeJICTBAMM W paboTaTh C MexaHM3MaMu. IlanmeHTOB ciengyer
UH(POPMHUPOBATHE O TOM, YTO BO BpEMs JICYEHUS CYHUTHHHOOM y HMX MOXKET BO3HMKHYTb
no0oYHast peaklus, Takasi Kak ToJIoBoKpyskeHue. [loaTomy cienyer codmoaaTe OCTOPOKHOCTb
MIPU BOXKJICHUH aBTOMOOMIISI HUTH paboTe ¢ MEXaHU3MaMH.

4.8 He:xxeslaTeIbHbIE PeaKIUH

Pesrome mpoduis Ge3omacHocTr

HanGomnee BaXXHBIMH CEpPbE3HBIMU HEXKENTATENbHBIMHA PEAKIMSIMHU, CBI3aHHBIMU C JICYEHHEM
CYHUTHHMOOM, SBIISUIUCH: TPOMOOAMOONUS  JITOYHOW  apTepuH, TPOMOOLIUTOIICHHUS,
OIlyXOJIEBOE€ KPOBOTEUCHHE, (eOpuibHas HEHTPONEHUs W TOBBIIICHHE apTePUAIBHOTO
JIaBJICHUSI.

Haunbosiee yacTbiMu HEXETATEIbHBIMHE PEAKIUAMHU BCEX CTENEHEW, CBSI3aHHBIMH C JICUCHUEM
CYHUTHHHOOM, SIBIISUTHCH yCTaJIOCTh, JKEITYJA0YHO-KHUILICYHbIE HAPYLICHHs, TaKHe KaK Juapes,
TOILITHOTA, CTOMATHT, JUCIIETICUS M PBOTA, a TAKXKe HApyIICHHE MUTMEHTALUU KOXH, CHIIb,
CHHJIPOM JIaJIOHHO-TIO/IOIIBEHHON 3PUTPOJU3ECTE3UH, CYXOCTh KOXKH, U3MEHEHHE OKPacKH
BOJIOC, BOCHAJICHHE CIIM3UCTBHIX 000JIOYEK, YTOMIIIEMOCTh, HapyllIeHHe BKyca, aHOPEKCUS U

IMOBBIIICHUC APTCPUAIBHOTO JABJICHUS.

TabauyHOE pe3roMe HeKeIaTeNbHbBIX PEAKIINT

HexenarenbHbie peaknunu, 3apCruCTpUpOBaHHLIC Yy IMALMCHTOB C TaCTPOUMHTCCTHHAJIbHBIMU
CTPOMAJIBHBIMH OITYXOJIAMH, IMOYCUHOKJICTOYHBEIM PAKOM H HeﬁPOBHHOKpHHHBIe OITyXOJIh
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COOTBETCTBYET 3KCNEPTHOM

ot 20.12 2024 Ne 28327

MOJDKEITYIOUHOMN JKene3bl u3 oObeuHeHHoH 6asbl manHuix 715 mattbrtds ! répEauenbir
HIDKE 10 CHCTEMHO-OPTaHHBIM Kiaccam, 4actore u creneHu Tspkectn (kputepun CTCAE

1y OTYETY

HaHI/IOHaJ'IBHOFO HHCTUTYTa paKa). Taxoke BKIIFOUCHEI HEXKenaTelIbHbIE PCaKun, BbISAIBJICHHBIC

IpU  TOCTPETUCTPALMOHHOM

IMPUMCHCHHH,

I/I,I[GHTI/I(l)I/IHI/IPOBaHHI)Ie B KIMHHUYECKHUX

HNCIICAOBAHUAX. B Ka}KI[OI\/'I rpymnmne€ 4YaCToTbl BO3HHMKHOBCHHSA HECEKCIIATCIIBHBIC PEAKIUU

MMPEACTABJICHEI B IOPAAKE YMCHBIICHHA CTCIICHU UX CEPBE3HOCTHU.

YacToThl onpenensoTcs CIeayonuM o0pa3om: odeHb yacteie (>1/10), gacteie (>1/100, O
<1/10), wewacteie (>1/1000, o <1/100), penkue (>1/10000, nHo <1/1000), oyeHbp penkue
(<1/10000), yacTora Hen3BecTHa (Ha OCHOBAHUU UMEIOIMXCS TAHHBIX OLICHUTh HEBO3MOYKHO).

Tabmuma Nel. HexenartenbHble peaknMu, 3apeTUCTPUPOBAHHBIE B KIMHHUYECKUX

UCCIIEIOBAHMSIX.

CucremHo- Yacrora HexenarenbHas peakuus

OpraHHbIN Kj1acc

Nudexmum A | OYEHb YacCTO uHpeKIun*

WUHBa3UU 4acTo BUPYCHBIC HH(EKINH, PECTUPATOPHBIC UH(PEKIINH,
abcrecc, rpuOKoBbIE HWHQEKIMH, HHDEKIUU
MOYEBBIBOAAIINX IIyTeH, KOXHBIE WH(EKINH,
CeTicuc

HEYacTo HEKpOTH3UpYIOUUH  daciuuT, OakTepuaibHbIC

nHbeKIn

Hapymenus co

OYCHBb 4acCTO

HEUTPOTICHUS, JICHKOTICHUS, TPOMOOIIUTOTICHHSI,

CTOPOHBI KPOBU H aHeMUs
muMpaTHIecKoi 4acTo TUMpOTIEHUSI
CHUCTEMBI HEYacTo TAHIUTOTICHUS

penxo TPOMOOTHYECKAS] MUKPOAHTHOTIATHS > *™*
Hapymenus CO | HEYacTo PEaKIuy THIIEPYYBCTBUTEILHOCTH
CTOPOHBI penKo AHTHOHEBPOTHUYCCKUI OTEK
MMMYHHOH
CHUCTEMBI
OHIOKPUHHEIE OYCHb YacTO THITOTHPEO3
HapYIICHUS HEYacTo TUTIEPTUPEO3, TUPCOUIUT
Hapymenus OYCHb YacTO CHI)KCHUE alIeTuTa
MeTadoIM3Ma U | 4acTo 00e3BOKHBaHHE™ ¥, THIIOTTINKEMHUS
MMATaHUS penKo CUHJIPOM JIM3UCA OTYXOIH**
[Tcuxuaeckue OYCHb YacTO OCCCOHHMIIA WJIU TIOBBIIIEHHAS COHJIUBOCTD
HapYIICHUS 4acTo Jernpeccust

Hapymenus co
CTOPOHBI HEPBHO

CUCTEMBI

O4YCHBb 4acCTO

JUCTCB3Us, T'OJIOBHAA 60.]11:, HapyHmICHUC BKYyCa

9acTo TOJIOBOKPY)KEHHUE, TMapecTe3ud, MepudepruaecKast
HEeHpommaTusi, THIIECTE3 s, TUTIEPECTE3Us, areB3us
HEYacTo BHYTPHUMO3TOBOE KPOBOMBIIMSHHE**, HapylieHue

MO3IOBOTO  KpPOBOCHAOKEHUS™ ™,  TpaH3uUTOpHAs

HIICMHNYCCKas aTaka
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COOTBETCTEBYET 2KCNEFPTHON

ot 20.12.2024 N= 28327

penKo

ShrApole - Bimeir & -d6parumoit

UHCYJbT,

1y OTYETY

sHIIeaonaTHm

Hapymenus co
CTOpPOHBI ~ OpraHa

3peHUs

qacTo

nepuopOUTaIbHBIA OTEK, OTEK BEK, MOBBILICHHUE
CII€300TACTICHHS

Hapymenus co
CTOPOHBI cepALa

qacTo

0, %%

HIICMHA MUOKapaa , CHUZKCHUC NJIN HAPYIICHUC

¢dpaxiuu BeIOpoca aeBoro xerygouka (PBJDK)®

HEYaCTO

nHDAPKT MHUOKapma“**, cepaevHast

HEJIOCTAaTOYHOCTH**, B TOM YHCJIE€ XPOHHYECKas,
YIJIMHEHUE WHTEpBaJa QT Ha
AIIEKTPOKAPANOTPAMME, KapJIuOMHUOTaTHsS **,

HapymieHne GQYHKIHH JICBOTO  JKeIymodyka™ ™,

MEepUKaApAUAIbHbBIA  BBITOT, AKCCYJaTUBHBIN

MEPUKAPIUT

penKo

MEpLaHUE U TPENETaHWE MPEACEPAUNA 10 THILY
«IUPYIT»

Hapymenus co
CTOPOHBI COCYJIOB

O4YCHBb 4aCTO

MOBBIIICHUC apTCPUATIBHOI'O AABJICHUSA

4acTo BEHO3HBIE TPOMOOIMOO0IINH, B TOM YHCIIE TPOMOO3
IyOOKUX BEH, <«IIPUJIMBBIY, MepupepudecKue
OTEKHU

HEYacTo aHeBpHU3Ma 51 paccioeHnue aprepun™**,
KpPOBOTEUEHHE U3 OMyXonn™**

yacroTa apTepuanbHas TpoMOoIMOoIHsT™**

HEU3BECTHA

Hapymenus co

O4YCHBb 4acCTO

AUCITHO3, HOCOBOC KPOBOTCUCHUC, KAIICIIb

CTOPOHBI 4acTo TpoMO0IMOO0THUS JIETO4YHON aprepun™®*,
JBIXATEIBHOU opodapunreanpHsie 601", KpPOBOXapKaHbe™*,
CHCTEMBI, OpPraHOB IJIEBPAJILHBIM  BBIIOT,  CYXOCTb  CIIM3UCTOH
IPpyJHON KIJIETKU HU 000JIOYKH TOJIOCTH HOCA, 3aJ0KEHHOCTh HOCa
CpelOCTeHHUS HEeYacTo JbIXaTeNNbHask HEJOCTaTOYHOCTh

Kenynouno- OYCHB YacTo 00116 B 00J1aCTH )KUBOTA™, TUapesi, TOLTHOTA, PBOTA,
KUIICYHBIE IMCTICTICUS, CTOMATUT’, 3amop, TJIOCCOIUHHUSA
HapyLICHUS (meBpanrus  sA3bIKa),  AHOpPEKCUS,  CYXOCThb

CIIM3UCTON 00OJIOUKH TIOJIOCTU PTA, METEOPU3M

qacTo

KEITyJOYHO-KUIIEYHOE KpoBOTeUeHHE™**,

a30o¢arut, racrpodzodareanbHas pedIIFOKCHAs
6osie3Hb, 00OJNb B IMOJIOCTU PTa, B3AyTHE >KUBOTA,
KPOBOTOYHMBOCTh JECEH, AWcC(arvs, U3bA3BICHUS
CIIM3UCTON 00O0JIOYKH TIOJIOCTHU PTa, XEHIuT, 00JIb B
00J1acTH 3aJIHETO MPOXO0Jia, TEMOPPOIl, peKTaIbHOE

KpPOBOTCYCHUC, OTPBIKKA, ,Z[I/ICKOM(bOpT B XXMBOTC

HEYaCTO

MaHKPEaTUT, epoparus KeryI0uHO-KUIIEYHOTO

TpakTa’™**
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COOTBETCTBYET 3KCNEPTHOM

ot 20.12.2024 Ne 28327

Hapymenus co
CTOPOHBI NIE€YEHU U
KEITYEBBIBOISAINX
IIyTeH

HEYacTo

ronetbiomnr TR AR RERb SR b 5004

1y OTYETY

penKo

rernaTur

Hapymenus co
CTOPOHBI KOXHU H

OJIKOKHBIX TKaHEH

O4YCHBb 4acCTO

CHITIB", JaTOHHO-TTOTOTIBEHHBIH CHHIIPOM
(opuTpommzecTe3usi), HU3MEHEHHE IIBETa KOXH",
M3MEHEHHE I[BETA BOJIOC, CYXOCTh KOXKH, BOJIIBIPH,

spuTEMa

qacTo

KOXHbIE pEeaKINH, TOPAKEHUSI KOXKHU, KOKHBIN 3y,
HienyleHne KOoXH, ajolelus, HapylIeHHe pocTa
HOI'TEH, 9KC(OoTMATUBHBIN JIEpMaTHuT,
TUIepKepaTo3, aKHe, THIEPIUTMEHTAlUsl KOXHU,

OK3€Ma

penKo

MynbTHGOpMHAS putema™*, cuaapom CTuBeHca-

Jl>xoHcona**, TaHTPEHO3HAS MHOICPMHUS,

TOKCHYECKHUH 3MUIePMaTbHBIN HEKpoIn3™**

Hapymenus co

O4YCHBb 4acCTO

00JIb B KOHEYHOCTSIX, apTPAITHS

CTOPOHBI 4acTo MHAJITHSI, MBIIICUYHBIA cIa3M, OOJIb B CIIMHE,

MBILIEYHOMH, MBIILIEYHAsI C1a00CTh

CKEJIETHOM U | HEYacTo (hopMHUpOBaHKE CBUIIICH™**, OCTEOHEKPO3 YETIOCTH

COEIMHUTEIILHOU penKo padaoMuoIu3**, MuonaTHs

TKaHU

Hapymenus CO | 4acTto NOYeYHass  HEJOCTATOYHOCTH™*,  Xpomarypus

CTOPOHBI TIOYEK U (U3MeHeHNe OKPacKu MOYH ), IPOTEUHYPHS

MOUYEBBIBOISIIINX HEYyacTo HapymeHne (QYHKIUHM TOYeK, OCTpas IOuYeqHas

myTei HEJIOCTaTOYHOCTb, KpPOBOTEUCHHE u3
MOYEBBIBOISIIIINX yTeH, He(POTUUECKUIT
CHUHJIPOM

OO6mwme HapyIeHUs
U PEaKIMd B MecTe
BBEJICHUSI

OYCHBb 4acCTO

MOBBIIICHHAS YTOMJIIEMOCTB", MYKO3HTHI, OTEK’,

JTUXOpajIKa

qacTo 03HOO, TPHUMIOMOJOOHBIM CHHAPOM, OOIb B
00J1aCTH TPYTHON KIIETKH

HEYaCTO 3aMeJIIICHHOE 3a)KUBJICHUE PaH

JlaGopaTtopubie U
UHCTPYMCHTAJIbHBIC

JIaHHBIC

OYCHBb 4acCTO

IMOBBIIICHNEC AKTUBHOCTH JIMIIA3bI B IIJIa3MC KPOBHU

qacTo

ITOBBIIICHUEC AKTUBHOCTHU aMHJIa3bl n

KpeaTuHPOCPOKHWHA3Bl B  IJIa3ME€  KPOBH,
MOBBIIICHUE KOHIICHTPAIMH MOYEBOH KHCIIOTHI B
I1a3Me KpOBH, CHUKCHHE KOHIICHTPAIIUH OCITbIX
KPOBSIHBIX TeJICIl B IUIa3ME KpPOBH, CHW)KCHHC
KOHIICHTpAallUh TPOMOOIMTOB, TEMOIJIO0OMHA B
IUTa3Me KPOBH, CHIDKEHHE MACChI TeJia, MTOBBIIICHHUE
KOHIICHTPAIUH THPEOTPOITHOTO TOPMOHA B TIIa3Me

KpOBH, MNOBLIMICHUC AKTHUBHOCTH <«TICYCHOYHBIX)
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COOTBETCTBYET 3KCMEPTHON
ot 20.12.2024 Ne 28327

depménros, ! topbmmémie | |tﬁ6hﬁe£¥ﬁé&ﬂ‘ﬂi-’

1y OTYETY

KpCaTHHHUHA B IJIa3MC KPOBU

¥ DJror TepMHH  OOBEOMHSAET  TOHATHA  «TPOMOOTHMYECKass  MHKPOAHTHONATHS,

«TPOMOOIUTONICHUYECKast TPOMOOTEMOIUTHYECKAs MypIypa», «EeMOJIUTUKO-YPEMUYECKUN
CHHIPOM;

® DTOT TepMHH OOBEAUHSET MOHATHS «OCTPHIH KOPOHAPHBI CHHAPOM», «CTEHOKAPMS,
«HecTaOMIIbHAs CTEHOKAPIUS», «OKKIIIO31sI KOPOHAPHBIX apTEePHil», «UIIeMUs MUOKapAay;

® DTOT TepMUH 00BEIUHSIECT MOHATHS «CHIKEHUE GpaKInK BEIOpOCca» U «HapylieHue Gppakiuu
BBIOpOCa»;

" DTOT TepMUH OOBEAUHSAET TMOHATHS «OCTPBIA MH(PAPKT MUOKapAay, «HH(GAPKT MUOKApIay,
«06e300meBas popma nH(papKTa MHOKapIa»;

A DTOT TepMHUH OOBEIUHSIET MOHATHUS «OOJh B TOPTAHHO-TJIOTOYHOM 00JIaCTU» M «0OJb B
00JIaCTH POTOTIOTKUY;

¢ DTOT TepPMHUH OOBEUHSIET MOHATHS «KPOBOXaPKAHbE» U «JIETOYHOE KPOBOTCUCHHEY;

 DTOT TepMUH OOBEIUHSAET MOHATHS «O0JIb B )KUBOTE», «OOJb B BEPXHEH YaCTH JKUBOTa» U
«00Jb B HI)KHEH YaCTH )KUBOTAY;

* DTOT TepMUH O0BEANHSET OHATUS «CTOMATUT» U «aQTO3HBIA CTOMATUT;

" JT1OoT TEepMHUH OOBEAMHSET MOHATUA «Iepdopalus >KEeTyIOUYHO-KUIIEYHOTO TpaKTa» U
«tepdopans KUIICYHHKAY;

“3Ortot TEPMHUH O6’BCILI/IHHCT IIOHATHSA «XOJICHUCTUT» U «HCK&J’IBKYJ'IGSHBII\/’I XOJICLITUCTHUT»,

T OTo0T TEPMHUH O6L€,I[I/IH$ICT IMOHATHUA «M3MCHCHHE OKPACKU KOXHN», «OKpPAIINMBAHUC KOXKHU B

JKEIITHIN HIBCT» U KHAPYUICHUC ITUTMCHTALIUN,

M 3ToT TECPMUH O6’be,I[I/IH$IeT IOHATHUA «CBIIIb», <OPUTEMATO3HAA», KIIATHUCTAAL), «TIAITYJIC3HASI),
((OprGGBI/I,Z[Ha}I», «'CHCPAJIM30BaHHAA», «ncopna30no;[06Ha;1»;

" 3TOT TepMHUH OOBETUHSET MOHSATUS KYyCTAIOCTh» U «CIIA00CThY;
° 3TOT TEPMHUH O0BETUHSET TIOHSATHS OTEK JTUIA», KOTEK», «IIepr(epUIECKUl OTEK;

" 3TOT TepMHUH OOBEIUHSET MOHATHS «Pa3pblB aHEBPU3MbI», «aHEBPU3MA A0PThI», «Pa3phIB
AQHEBPHU3MBI A0PTHI» U «PACCIOCHHUE A0PTHI»;

* IlogpoOHoe onucaHue HeXeNaTeIbHbIX PEaKIMi CM. HUXKE.
** JlaHHas HeXKenaTeNnbHas PEaklUs MOKET IPUBOJNTH K JIETATLHOMY HCXOY.

Y OonbHBIX C MeTacTa3aMd B TOJIOBHOM MO3T MM C CHHAPOMOM OOpaTUMOii
JelikosHIedasonaTuM OMMCaHbl CIy4ad CYJOpOr, B HEKOTOPBIX CIy4yasX C JIETalbHbIM
HCXOZIOM.

Onucanue OTAEIbHEIX HEXKENIAaTEILHEBIX PeaKIINU

Hapywenus co cmopomvl Kposu u IuM@amuyeckou cucmemvl

Coobmaercs o0 peakux ciydasx Tpomboruueckod wmmukpoanruonatuu (TMA), unHorma c
JeTaTbHBIM HCXOJOM. B Takux ciydasix peKOMEHJIOBAaHO BPEMEHHO NMPHOCTAHOBUTH MPHEM
CYHUTHHHUOA, TIOCTIE Pa3pelIeHHs] CAMIITOMOB IIPHEM TIperapaTa MOXeT ObITh BO30OHOBIIEH TT0
YCMOTPEHHIO JISYaIlero Bpaya.
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Hngpexyuu u unsazuu (MOCNEOQBATENBHOCTE 0004)

MY OTYETY

CooOrraercs o cnydasix cepbe3HbIX HHPEKIN (B TOM Uncie Ha GOHE HEUTPONICHUH ), 9acTh U3
KOTOPBIX 3aBEpIIMJINCH JIeTaIbHBIM HCXoaoM. HHdekmuu, pa3BuBarommecss Ha (QOHE
NPUMEHEHHS CYHUTHHUOA, SIBIISTIOTCSI OOBIYHBIMU ISl OHKOJIOTHYECKUX OOJIbHBIX, HAIPUMED,
pecniupaTopHble MH(PEKIUH (MTHEBMOHUS, OPOHXUT), WH(MEKIMHU MOYEBBIBOISIINX ITYTEH,
KOXKHbIe MH(EeKIuHu (HampuMmep, BOCHAJICHHE IOAKOXHOW XUPOBOM KIIETYATKH), adcrecc
(HampuMep, POTOBOM TMOJOCTH, OOJACTH TEHUTAIMH, AHOPEKTAIbHOM 00JIaCTH, KOMXHBIX
MMOKPOBOB, KOHEUHOCTEH, BHUCIEpadbHbIM aOcmecc). Yacto wuHPEKIMH MOTyT HUMETh
OakTepuaabHyI0, BAPYCHYIO WK TPUOKOBYIO MPUPOTY.

OTMmeyanmuch peiKue Ccliydad HEKPOTH3HWpYHMEero (acuuuTa, BKIIOYAs TOPAKCHHE
IPOMEKHOCTH, MHOT/IA C JIETATLHBIM HCXOJIOM.

Co cmoponbl mbiueuHoU, CKelemHoU U COeOUHUMENbHOU MKAHU

HmeroTcst cooOIIeH s 0 peAKUX ClydasiX MHUOIMATHH W/WIKA pabAOMHOIN3a B COUYCTAHUU HITH
0e3 codyeTaHus C OCTPOU MOYEYHON HENOCTATOYHOCTBHIO, C PEAKUMH CIydasMHU JIETATHHOTO
ucxona. Y OONBIIMHCTBA TaKUX MAI[MEHTOB MMEIUCHh UCXOIHBIE (DAKTOPHI PUCKA W/UIU OHU
MOJydald  COMYTCTBYIONIYIO TEpaluio Mpenaparamu, Jias KOTOPBIX  CBOWCTBEHHBI
HEeXKellaTeNIbHBIE peaKIiu MoJ00HOT0 poa. [TanueHTsl, Y KOTOPBIX HAOIIOAI0TCS CUMITTOMBI
TOKCHYECKOTO TIOPAKEHUS MBIIICYHOW TKaHW, MAOJDKHBI TMOJYYUTh COOTBETCTBYIOIIYIO

TEPAIUIO.

Hapywenus co cmoponul cocyoos
ApmepuanvHvie mpomOoIMb0IUU

HMeroTcst coOOImIeHHsT 0 CiydasiX apTepHaIbHOW TPOMO03MOOIMU (B HEKOTOPBIX CIIyYasx ¢
JIETATHHBIM MCXOJO0M) y MAIlMEHTOB, MPUHUMAIOIINX CYHUTHHNO. Hanbomnee yacTeiMu ObLTH:
HapyIIEHHEe MO3TOBOTO KPOBOOOpAIlleHUs, TPAH3UTOpHAs HIIEMUYecKas araka U HHCYIbT.
dakTopamMu pUCKa, TOMUMO OCHOBHOTO 3a00JIeBaHUS M BO3pacTa IMalMeHTa ctapiie 65 JieT,
SABJISIIOTCS:  apTepHalibHas THIEPTECH3Us, CaxapHbId auaber, TPoMOOIMOOIUUYECKHE
OCJIO’)KHEHUS B aHaMHe3e.

Benosnvie mpomoosmooruu (BTO)

B uccnenoBanum racTpOMHTECTUHAIBHBIX CTPOMAIBHBIX OITYXOJIeH C ABOMHOM ciernoi da3oi
neyeHust y 7 nmauueHToB (3 %), MOMyYaBIIMX CYHUTHHHO, M HU Yy OJHOTO M3 TOJTYYaBIIMX
iane6o, BozHukia BTO; 5 u3 7 ciyuaeB Brirodanu Tpom603 riyookux BeH (TI'B) 3 crenenu
TSKECTH, a 2 ciiydast — siBjaeHUs 1 wim 2 creneHu TspkecTd. UeTblpe U3 3TUX 7 MAalMEHTOB C
TaCTPOMHTECTUHAIBHBIMU CTPOMAJLHBIMU OIYXOJISIMU TPEKPATUIIH JICYCHHE TOCIE MEePBOTO
Bo3HMKHOBeHust TI'B. VYV Tpunaaumatu mnamueHtoB (3 %) ¢  MeTacTaTUYECKUM
MOYCYHOKIIETOUYHBIM PAKOM M3 TPYMIMbl JICUEHUS CYHHUTHUHHOOM, paHEee HE MOJy4aBIIUX
neueHwust, v 4 (2 %) narueHToB B 2 UCCIIEOBAHUAX C YYACTUEM MAIUCHTOB C METACTATUYCCKUM
MOYCYHOKIIETOUYHBIM PAKOM, pe(hpaKTEPHBIM K Tepariy IUTOKHHAMH, ObLIa 3apEeTUCTPUPOBAHA
BTD. V geBsaTu U3 3TUX MalMeHTOB HAOIOATach TPOMOOIMOOIHS JIETOYHOW apTePHH: OJTHO
SIBJICHUE CTENEHU 2 U BOceMb — cTeneHu 4. Y BocbMu nareHToB otMmeuancs TI'B: 1 sBienue
crernenu 1, 2 iBieHus — cTenenu 2, 4 ssiienns — crenedu 3 u 1 sBiaeHue — crernedu 4. Y oqHoro
HaveHTa ¢ TPoMOOAMOONMEH JIeroYHOM apTepuM B HCCIEIOBAaHUM METAaCTaTUYECKOTO
MOYEYHOKJIETOYHOTO paka, pepakTepHOro K Tepanuu HUTOKWHAMH, HE00XO0AUMO OBLIO

IIPUOCTAaHOBUTH NTPUMEHEHHE ITpenapaTa. Cpeau paHee He MOJIy4aBIINX JIEYEHUs] TallUEHTOB
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COOTBETCTEYET ZKCNEPTHOMY OTUYETY
ot 20.12.2024 N= 28327

C METACTATHHYECKUM IOUYEYHOKIETOUHBIM pakOM u3 rPyfist  medenis HUGHE y 6 (304))

Bo3uukia BTO; y 1 (< 1 %) marmenta — TI'B crenenu tsxectu 3, a y 5 (1 %) manueHToB —
TpoMOOAIMOOIIHS JIETOYHOM apTepuH, BCE CiIydau cCTerneHu Tsokecth 4. B umccnemoBannm
aJbIOBAaHTHOMW Tepanmuu METAaCTaTHYEeCKOro IOYEHYHOKJIETOYHOro paka TpomMOoaMOonus
JIETO4YHOM apTepuu Oblia 3apeructpuponana y 2,0 % mainueHToB, MoJIy4aBIInX CYHUTUHUO, U
y 0,7 % mnanuenToB, nony4aBmmx miane6o. Cinydau TI'B peructpuposamucs y 0,3 %
MAIMEHTOB, OJYyYaBIINX CYHUTUHUO, U MAIMEHTOB, OJy4aBIINX I1J1a11e00.

Tpom60>IMOOIHS JIETOYHON apTepuu OTMEYallach MPUOTM3UTENHHO Y 2,2 % MalHueHTOB ¢
COJIMAHBIMU OITYXOJISIMH, KOTOpBIE MOJydalnu CyHUTHUHHO. Hu OnHO M3 3TUX sBIIEHUN He
IpUBEJI0 K TMPEKPAIICHUI0 JIEYeHHs] CYHUTHHHOOM; OJHAKO, B HECKOJBKHX CIydYasx
HEOoOX0auMO OBUTO YMEHBIIMTH JI03y WM BPEMEHHO NpekpaTtuTh JjeudeHue. Ilocne
BO300HOBJICHHS JICUEHUS CIy4aeB MOBTOPHOIO BO3HUKHOBEHHUS TPOMOOIMOOIMH JIETOYHOM
apTepuu He HaOII0ATOCh.

Honeocpounas 6e3onacnocms 6 UCcie008aHUAX NOYEUYHOKIEMOYHO20 PAKA

Jonrocpouynas 6e30MacHOCTh,  CYHUTHMHMOA y  MAUMEHTOB €  METAacTa3HpYIOIIUM
MOYCYHOKJIETOUYHBIM PakoM Obllla TpoaHAIM3MpPOBAaHA B 9 3aBEPIICHHBIX KIMHUYECKUX
MCCJIEIOBAHMAX MPUMEHEHHUs Ipenapara B KauecTBE TE€panuy NEPBOM JIMHUU y TALUEHTOB,
pedpakTepHBIX K Teparnuu OeBaru3ymMadoM U MUTOKUHAMU. AHAJIN3 BKIIOYAIl JaHHBIE OT 5739
MAIUEHTOB, U3 KOTOphIX 807 (14 %) momydanu jJedeHre B TeUeHUE Tepruoaa oT >2 JieT U 110 6
ner. JlnuTenbHOE JIeYeHWE CYHMTHHHOOM He OBUIO CBSI3aHO C BO3HHKHOBEHHEM
00YCIIOBJICHHBIX MIPOBOIUMOM Teparveil HexelaTeIbHBIX SBICHUI HOBBIX THIIOB HITH OOJIBITICH

TSAKECTHU, U, KPOMC T'HIIOTHPECO3a, TOKCUYHOCTH HC HAKaIlJIMBAJIaCh.

COO6H_ICHI/IC O IMMOJO03PEBACMBIX HEXKECITATCIIbHBIX PCAKIIMAX

BaxHno cooOmare 0 MOJ03PEBAaEMBIX HEXENATEeIbHBIX PEAKIMAX TI0CIe PEerucTpanun
JEKapCTBEHHOTO Mperapara ¢ Lelbl0 O0ECIeYeHHs HENPephbIBHOIO MOHHUTOPHHTA
COOTHOILIEHUS «II0JIb3a-PUCK» JIEKAPCTBEHHOT0 TpemnapaTa. MeAMIUHCKUM pPaOOTHUKAM
pEeKOMEHAYEeTCs  cooOmaTh O JIOOBIX IOJ03PEBACMBIX  HEXKENATENbHBIX  pPEeaKIUsIX
JIEKapCTBEHHOTO Tpernapara 4yepe3 HAalMOHAJIbHBIE CUCTEMbI COOOIEHUS O HEXKEJIaTeNbHBIX

pEaKUHUIX rOCyAapCTB-WIEHOB EBpa3suiicKOro 3JKOHOMHUYECKOrO COKO3a.

Poccuiickas ®edepayus

109012, Poccusi, MockBa, CnaBsiHCKas miomanib, 1. 4, ctp. 1.

denepanpHas ciryk0a 1mo Haa30py B cepe 3npaBooxpanenus (PocsnpaBuanzop)

Tenedon: +7 800 550 99 03

DnexkrponHas moura: pharm@roszdravnadzor.gov.ru

Caiir B WH(OPMAITMOHHO-TEIIEKOMMYHUKAIIMOHHOM CeTH «HTEpHETY!
http://www.roszdravnadzor.gov.ru

4.9 Ilepeno3upoBka

CUMNTOMBI
HmeroTes cooOieHns o Cirydasx nepe1o3upoBKU. B HEKOTOPBIX U3 ATUX clIydaeB OTMEYAIU
0OOYHBIE PEaKIH, COOTBETCTBYIOIINE MPOpUITIO 0€30ITaCHOCTH Mpenapara.

Jleuenue
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COOTBETCTBYET 3KCNEPTHOMY OTYETY

cumnTomarudeckoe. Ilpu HEoOXOAMMOCTH, PEKOMEHJIyeTCsl BbI3BATh PBOTY WJIHM IMPOBECTU
MIPOMBIBaHHE JKEITYAKA.

5. PAPMAKOJIOTHYECKUE CBOVCTBA

5.1. ®apmakoaMHaMHYeCcKHe CBOHiCTBA

dapmakoTepaneBTHUECKass ~ Tpynma:  MPOTUBOOIYXOJIEBbIE  CPEIACTBA;  MHTHOUTOPHI
IPOTEUHKHUHA3; APYrie HHIMOUTOPHI IPOTEUHKUHA3.

Kon ATX: LO1IEXO1

Mexanusm nencTBus

CyHutnHUO crocoOeH 0JHOBPEMEHHO MHTMOMPOBATH PELENTOPBl PA3IUYHBIX THPO3UHKUHA3
(PTK), ywacTByromux B IpOIECCax pOCTa OIyXOJeH, MaTOJIOrMYecKOro aHTHOreHe3a H
oOpa3oBaHus MeTacTa3oB. [IposBiIsieT MHIHOMPYIOIIYI0O aKTMBHOCTh B OTHOIICHHHM MHOTHX
kuHa3 (>80 kuHAa3). BpUI0 MOKa3aHO, YTO OH SIBISIETCS MOIIHBIM HUHTHOMTOPOM PEIEITOPOB
Tpombonurapaoro ¢akropa pocra (PDGFRa u PDGFR), peuentopoB daktopa pocta
cocynuctoro ’anorenus (VEGFR1, VEGFR2 u VEGFR3), penentopa ¢akropa CTBOJIOBBIX
kiaerok (KIT), penentopa Fms-monoOnoit TuposmnkuHassli-3 (FLT3), peuenrtopa
KonoHuectumynupyromiero gpakropa (CSF-1R) u penentopa HEHPOTPOPHUECKOTO TIAHATHHOTO
dakropa (RET). AKTUBHOCTH OCHOBHOT'O METa00IMTa ObLJIa CXOHOM C TAKOBOI CYHUTHHHOA.

DapmakonuHamMuyeckue 3 dexTo
Cynutunu6 narubuposan pochopunuposanune maorux PTK (PDGFRB, VEGFR2 u KIT) B
KceHorpadtax omyxonei, skcrnpeccupyrommx nenessie PTK in vivo u nmpogemoHcTprpoBan

MOJIaBJICHUE POCTa OMYyXOJM WIA €€ PErpecCHi0 W/WiIM IOJABICHHE METacTa3oB Ha
OKCICPUMCHTAIBHBIX MOJCNAX Ppa3auuHbIX onyxosned. CyHUTHHHO MpPOJAEMOHCTPUPOBAI
CMOCOOHOCTh ~ WHTHOMPOBAaTH  POCT  OMYXOJEBBIX  KJIETOK,  3KCIPECCHUPYIOIIUX
neperynupoBanubie neiaessie PTK (PDGFR, RET, unu KIT) in vitro u PDGFRp- u VEGFR2-

3aBHCHUMBINA aHTHOTEHES iN VIVO.

5.2 ®apMaKOKHHeTHYECKHE CBOICTBA

AbcopOrus

CyHHTHHHUO XOPOIIIO BCACHIBACTCS NPU NpUEME BHYTPb. BpeMs JOCTHKEHUS MaKCHMalIbHOMN
KOHIEHTPAUU Cmax cocTaBisio 6—12 gacoB (Tmax) mocie mpuema. [Ipuem muiny He BAUsSET Ha
OMOOCTYTHOCTh CYHUTHHHOA.

Pacnopenenenue

CBs3pIBaHUE CYHUTHHNOA M €r0 OCHOBHOT'O METaboIMTa ¢ OeTKaMH IU1a3Mbl COCTABISUIO 95 u
90 %, coOTBETCTBEHHO, 0€3 SBHOM 3aBUCHMOCTH OT KOHIIeHTparuu B npezaenax ot 100 xo 4000
Hr/Mi1. BennmunHaa pacuetHoro oobema pacrnpeaenenus B Tkansx (VdA/F) cocrasmsna 2230 .
[Ipun mpumMeneHun cyHUTHHHOA B f03ax 25—100 Mr momaab moJ KpUBOW «KOHIICHTPAIHSI—
BpeMsi» (AUC) yBenmauBaeTcst MPOIOPIIMOHAIBHO J03€.

Buorpancdopmarus

Metabonu3mM CyHUTHHHOA OCyliecTBsieT B ocHOBHOM m3odepmenToM CYP3A4, depmeHT
nurtoxpoma P450, B pe3ynbrare 4ero o0pa3yercsi OCHOBHON aKTUBHBIA META0OIUT, KOTOPHIi
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coctaBisteT 23—-37 % ot Besmmunuel AUC. PaccunTanHoe 3HaueHHE KOHCTAHTHI THUCCOIMAIINHT
uzodepmentoB CYP (CYP1A2, CYP2A6, CYP2B6, CYP2C8, CYP2C9, CYP2C19, CYP2D6,
CYP2EIL, CYP3A4/5 u CYP4A9/11) noka3bIBaeT, 4YTO BEPOSATHOCTh KIMHUYECKH 3HAYUMOTO
B3aUMOJICCTBUSI CYHUTHHHMOA W €ro AakTHUBHOTO MeETa0oJlMTa ¢  MpernapaTaMu,
METa0OM3UPYEMBIME TIEPEUUCIICHHBIMU H30(epMeHTamu, Majia. MccrmemoBanus in Vitro
MOKAa3aJIk, YTO CYHUTHHUO HE MHTHOUPYET M HE HHAYIIMPYeT ocHOBHBIE n30hepmenTsl CYP, B
toMm unciae CYP3A4.

DIUMUHAIMS
CyHUTHHUO BBIBOJUTCS B OCHOBHOM KHIIIEYHUKOM (61 %), uepe3 MOYKHM B BHJE Mpenapara u

€ro MeTaboJINTOB BHIBOJUTCS IPUMEPHO 16 % OT BBEACHHOM JJO3HI.

CyHUTHHHO M €ro TIJaBHBI aKTUBHBIM META0OJIMUT SBJSIOTCS OCHOBHBIMHM BELIECTBAMH,
oOHapyXEHHBIMH B IJIa3Me, MOYE B (PEKaIHIX C PaIMOaKTUBHOCTBIO COOTBETCTBEHHO 91,5 %0,
86,4 % u 73,8 %. Menbiiue MeTa0OIUTHI OOHAPYXKHUBAIOTCS B MOYe M (PeKaIUsAX, HO He
oOHapy>kuBatoTcs B tiazme. OOmui KIMpeHe Ipu mpuemMe BHYTpb Jocturan 34—62 n/ygac (c
BapualeIbHOCTBIO ATOTO MOKA3aTellsl Y pa3InYHbIX ManueHToB 10 40 %).

[Tocne ogHOKPAaTHOTO MEPOPATILHOTO MpHUeMa Ipernapara 3J0POBbBIMU JOOPOBOJIBLIAMU BpeMs
NIOJTyBBIBEJICHUS] CYHUTUHUOA U €r0 OCHOBHOTO aKTUBHOTO MeTabonuta cocraBiser 40-60 u
80— 110 gacoB, cooTBeTCTBEHHO. [Ipy TOBTOPHOM €XKETHEBHOM MPUMEHEHHH MPOUCXOAUT 3—
4-kpaTHOE HaKOIJICHHE CyHUTUHNOA 1 7—10-KpaTHOE HAKOIUIEHUE €r0 OCHOBHOT'O METa0OHUTA.
PaBHOBecHbIE KOHIIEHTpAllUM CYHUTHHHOA W €ro OCHOBHOTO AaKTHBHOTO MeTa0ojIHTa
nocturatorcst yepe3 10—14 mueit. K 14 gHio cymmapHas KOHIEHTpalnus CyHUTHHHOA U €ro
OCHOBHOT'O aKTUBHOT'0 MeTaboiMTa B Tu1a3me coctasisieT 62,9-101 ur/mut. [Ipu MHOTrOKpaTHOM
©KEHEBHOM NPUMEHEHUU WJIM MOBTOPHBIX IMKJIAX C Pa3IMYHBIM PEKHUMOM JT03WPOBAHUS
HUKAaKUX 3HAYUTENbHBIX M3MEHEHUH B (hapMaKOKMHETHKE CYHMTUHHUOA U €ro OCHOBHOTO
AKTUBHOTO MeTaboIMTa He OOHAPYKEHO.

Bospacr, Bec, KIMpeHC KpeaTWHUHA, paca, MOJ WM OIEHKa COIJIACHO Kiaccu(UKaluu
BocrouHnoii 06beuHeHHON Tpymbl oHKooroB (mkana ECOG), He 0Ka3bIBalOT KIMHHUYECKH
3HaYMMOTO BIMSHUS Ha (PapMaKOKMHETHKY IpernapaTa u ero akTUBHOTO METa0OIHUTA.

IloyeyHasg HEIOCTATOUYHOCTD

[TonynauuoHHBIH  (apMaKOKMHETHYECKUN aHaIu3 TOKa3ad, dYTo (HhapMaKOKWHETHUUYECKHE
napamMeTpbl CyHHUTHHHOA HE MEHSIOTCS Yy MallMeHTOB C KIUPEHCOM KpeaTuHuHa 42-347
wi/muH. [lociie OIHOKpAaTHOTO BBEACHHS CYHUTHHHOA €ro CHCTEMHas OHKCIO3UIUS He
MEHSIach Yy TMAalMEHTOB C TSKEJIOM CTEeNeHbI0 MOYEYHOW HEJOCTaTOUYHOCTH (KJIMPEHC
kpeatnanHa MeHee 30 mu/muH). HecMoTpst Ha TO, YTO HU CYHUTHHUO, HU €r0 aKTHBHBINA
MeTaboNIUT HEe BBIBOASATCS NMPU MPOBEACHUM TeMOJUANIN3a y TMAlUEeHTOB C TEPMHHAIBHOM
MOYEYHON HEJTOCTATOYHOCTHIO, Y TAKUX MALIMEHTOB CUCTEMHAs SKCIO3UIUs Obula HUXe Ha 47
% nns cynutuanOa v Ha 31 % A1 €ro akTUBHOTO METa0OoIUTA.

IleyenouyHas HEJOCTATOYHOCTh

CyHUTHHHO U €T0 OCHOBHOM METa0O0JIUT METa0O0JIM3UPYIOTCS PEUMYIIIECTBEHHO hepMEeHTaMHU
nedyeHd. CUCTeMHas SKCIO3ULINS CYHUTHHNOA Obljla OIMHAKOBOM y MAlIMEHTOB € MEYEHOYHOU
HEJI0OCTaTOYHOCTHIO JIETKOU U CpeHEl cTeneHu TshkecTH (Kiacchl A u B o knaccudukanum
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HenocTatouHOCThIO (Kimace C mo knaccudukanuu Yana-I1s1o).

Macca Tera 1 Ka4ecTBO JKU3HU

[Monynsaumonuelii  (apMaKOKMHETHYECKH aHaJlM3 IOoKasal,

YTO HET HEOOXOIUMOCTH

KOppECKIUN HaJaJbHOU AO035I IIpe€rapaTta B 3aBUCUMOCTH OT MACCHI T€jia U Ka4€CTBa JXU3HU I10

kinaccudukanuu Boctounoit o0beanaeHHON rpyibl onkosioroB (ECOG).

Hon

Hmeronecs: J7aHHBIE MTOKA3bIBAIOT, YTO KAXKYIIUNHCA KIMPEHC CYHUTUHUOA Y JKEHITUH MOKET

0bITh Ha 30 % HMKe, 4UeM y MY>K4YHMH, OJHAKO 3Ta pa3Hulla He TpeOyeT KOPPEeKINH HauyalbHON

JI03bI CYHUTUHHOA.

6. PAPMAIIEBTUUYECKHUE CBOMCTBA

6.1. [lepeyeHb BCIOMOraTe/IbHBIX BelleCTB
Cynutnan® 12,5 mr, Kancysl
ConepKUMoe KarcyJbl:

MaHHUTOI,

KpOCKapMesuto3a HaTpHs,

nosugoH K30,

MarHusi creapar

O06oouka Kancynsl (KpbIIIKa U TeJo):
JKETIaThH,

tutana auokcun (E 171),

xene3a okcu kpacHsii (E 172).

Cynutuau®6 25 Mr, KarcyJsl
ConepKUMoe KarcyJbl:

MaHHUTOI,

KpOCKapMesuio3a HaTpus,

nmosugoH K30,

MarHusi creapar

O060s104Ka KarcyJibl (KPHIIIKA U TEJ0):
JKEJIaThH,

tutana quokcun (E 171),

xene3a okcua kpacubiit (E 172),
xene3a okeu xxentoiit (E 172) (+/-),
xene3a okcu yepHbii (E 172) (+/-).

Cynutunu® 37,5 Mr, KarncyJsl
Conepx’umMoe KarcyJibl:
MaHHUTOI,

KpOCKapMesio3a HaTpHs,
nmosugoH K30,

MarHusi creapaT
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O6o50uKa Karcyisl (KPBILIKA U TEJO): (MOCNENOBATENEHOCTE 0004)

JKeJIaTHH,
tutana auokcun (E 171),
xene3a okeu xenteiid (E 172).

Cynutunu6 50 mr, Kancysbl
ConepKUMoe KarcyJbl:
MaHHUTOI,

KpOCKapMeIu103a HaTpus,
nmosugoH K30,

MarHusi creapar

O06o0uka Kancymbl (KpBIIIKa U TENO):
JKETIaThH,

tutana auokcun (E 171),
kene3a okeu xentoii (E 172),
xene3a okcua kpacusii (E 172),
kene3a okeunt yepHbiid (E 172).

6.2. HecoBMecTHMOCTH
He npumenumo.

6.3 Cpok roqnocTu
2 ropa.

6.4 OcoOble Mepbl NPETOCTOPOKHOCTH NMPH XPAHEHUH

XpaHUTh MpH Temreparype He Boire 25 °C B OpUrHHAIIBHON yIakoBKe ((pJ1akoH) 1St 3aIUThI
OT CBeTa.

6.5 @opma BhINyCKA U YIIAKOBKA

Hns Bcex poszupoBok: mo 30 kamcyn BO (prakoH M3 TMOJMATUIICHA HU3KOTO JIABJICHUS,
YKYIOPEHHBIN KPBIIIKOM U3 MOTUMPONUIICHA C KOHTPOJIEM IIEPBOTO BCKPBITHSL.
I[To ogHOMY (h11aKOHY B KAPTOHHOH KOPOOKE C TMCTKOM-BKJIA/IBIIIIEM.

6.6 QOcoOble Mepbl NPEJOCTOPOKHOCTH MNPH YHHUUYTOKEHHH HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara WJIH OTXO0A0B, IMOJYYeHHBIX TMoOcCJe MNpPUMeHeHUs
JIEKApPCTBEHHOI'0 MpenapaTa ujiM padoThbl ¢ HUM.

Becp ocraBmmMiCsA JIEKapCTBEHHBIM IIpemapar W OTXOABI CIEAyeT YHUYTOXHUTb B
YCTaHOBJICHHOM IIOPSIKE.

7. IEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHU A

Poccuiickas @enepanust

OO01IecTBO ¢ OrpaHUYEHHOW OTBETCTBEHHOCThIO «Meaukan Iu3uHr-KoHcanTuHry (000
«MJIK»)

125284, r.MockBa, BH.TE€p.I. MYHHIMIAIbHBIA OKpyr beroBoi, mnp-kt JleHUHrpajackui,
a. 31A, ctp. 1, momemt. 1/16

Ten.: +7 (495) 232-01-40
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e-mail: info@medcon.ru (NMOCNEOOBATENBHOCTL 0004)

www.medcon.ru

7.1. IlpencraBuTeb Jep:KaTes1 PErHCTPALMOHHOIO YA0CTOBEPEHUSs

Poccuiickas @enepanust
AHO «HaunoHabHBIN Hay4HbIA [IEeHTp PapMakoHaA30pa»

105005, . Mocksa, yn. baymanckas, 1.6, ctp. 2, atax 9, opuc 923
Ten.: 8 (800) 777-86-04
Email: adversereaction@drugsafety.ru

8. HOMEP PETUCTPAIIMOHHOI'O YJIOCTOBEPEHUS

9. TATA MEPBUYHOM PETUCTPAIIMU (IOATBEPXIEHUS PETUCTPAIIAMN,
INEPEPEI'MCTPALIUN)

JlaTa nepBoON perucTpaLyu:

10. JATA HEPECMOTPA TEKCTA

OOmast  XapakTepHCTHUKa JIeKapcTBeHHOro rmpemapara CyHUTHHHO  JOCTyNHA  Ha
uH(GOPMAIIMOHHOM TopTaie EBpa3sMiickoro 3KOHOMHYECKOTO COI03a B HMH(POPMAIMOHHO-
KOMMYHHKaIMoHHOU cetn «HTepHEeT» http://eec.eaeunion.org.
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