JICP-DUZLD106/VU/-21121%

MUHUCTEPCTBO 3/[PABOOXPAHEHMSI POCCUNCKON ®EJIEPALIUU

NMHCTPYKLUA

110 MPUMEHEHHUIO JIECKapCTBEHHOTO Mperapara Jj1s1 MEAMIIHHCKOT o IMPUMEHECHUS

CYTEHT"

Perucrpaunonnsiii nomep: JICP-002516/07

Topropoe Ha3BaHHe npenapara: Cyrent”

MexayHapo/Hoe HeNaTeHTOBAHHOE HA3BAHHEe: CYHUTHHUO

JlexkapcTBennasi popma: KarcyJibl

CocraB

1 kancyna oosupoexoiu 12,5 mz cooepicum:

deticmeylowee ewyecmso. cynutuanba manar 16,7 Mr, 5KBUBasIeHTHO 12,5 Mr cyHuTMHUMOA.
ecnomozamenvhvie eeujecmea: mannuton 80,0 mr, kpockapmenosa Hatpus 6,6 Mr, MOBHIOH
5,6 mr, maruus creapar 1,1 mr.

1 kancyna oozupoekou 25 mz cooepiicum:

deticmsylowee ewyecmso. cynutuanba manar 33,4 Mr, 5KBUBAJICHTHO 25 MI CyHHTHHHUOA.
ecnomozamenvivie eewjecmsa; MaHHUTON 39,663 Mr, kpockapmesnosa Hatpus 5,01 mr, noBuI0H
4,175 mr, maruus creapar 1,252 mr.

1 kancyna ooszupoekoiu 50 mz cooepicum:

deticmeylowee 6ewyecmeo. CynuTiHuba Manar 66,8 mr, skBuBasieHTHO 50 Mr CyHUTHHHUOA.
6cnomozamenvble éeujecmea; MaHuuTos 79,326 mr, kpockapmesnosa Hatpus 10,02 mMr, nosuaoH
8,35 mr, maruus creapat 2,504 mr.

Cocmaeé 060104KU KANCYIbl: KEJNATUH, TUTaHA JMOKCH/, KPAaCUTEb Kejle3a OKCHJL KpacHbIN,
KpacwTeIb Kejie3a OKCH/L XKEJIThIH U KPacUTelTb JKejle3a OKCHJL YepHbIH (U1 103UPOBOK 25 MT' U
50 mr).

B coctaB YepHMI BXOJIMT: LIE/UIAK, NMPONHUICHIJIMKO/b, HATPUS T'MAPOKCHJ, TNMOBWJIOH, THTaHa

JUOKCH/.

Onucanue

Kancyna 12.5 mr. TBepaas jxenaruHoBasi Karcyja € KpbIIEYKOH M OCHOBAaHMEM KpacHO-
KOPUYHEBOTO I1BETa, HAa Kpbilleuke KoTopoi HareuaraHo «Pfizer», a na xopnyce - «STN 12,5

mg.
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Karncyna 25 mr. TBCpﬂaﬂ JKEJIaTUHOBAs Karicyljia € Kpblll]C‘-lKOﬁ KOPUYHEBATO-OPAHXKEBOI'O LBETA

1 OCHOBaHMEM KPAaCHO-KOPUYHEBOTO LIBETA,
Ha Kpbllleuke KoTopoid HaneyataHo «Pfizery», a na kopmyce - «STN 25 mg».

Karncyna 50 wmr. TBeleaﬂ JKEJIaTUHOBAs KaricyJia CBETJIOr0O KOPUYHEBATO-OPAHXKEBOI'O 1IBETA, HA

Kpblleyke KoTopoii Hanedatano «Pfizer», a na kopryce - «STN 50 mg».
Hazanucek Ha kancyJie 1000# 103UpOBKH HAHOCUTCS YepHUIAMHU Oe/IbIMM.

Kancyna CO/ICPXKHUT I'paHyJibl OT KEJITOro A0 OPaH>KEBOTO LUBCTA.

®dapmakoTepaneBTHYeCKasi FPyNna: MpOoTHBOOIYXO0JIEBOE CPEJCTBO, MHIMOMTOP  MPOTEHH-
THUPO3WUH KMHA3bI.

Koa ATX: LOIXE04

dapmakoiornyeckue cBoicTBa

Dapmakoounamuxka

CyHuTHHHO €crocoOeH OJHOBPEMEHHO HMHIMOMpOBAaTh PELENTOPBI Pa3IMYHBIX THPO3MHKHHA3
(PTK), ydyacTBylOIIMX B MpoLeccax pocTa OINMyXoJel, MNaToJOrMYeCKOro aHruoreHesa u
obpazoBaHusi Meracta3oB. [IposiBisier MHrMOMPYIOLLYIO AaKTHBHOCTH B OTHOIIEHWH MHOTHX
kuHa3 (> 80 kuHa3). bbulO MOKa3aHO, YTO OH SIBJSETCS MOLLHBIM MHIMOMTOPOM pELENTOPOB
tpomboumntapHoro ¢akropa pocra (PDGFRa u PDGRF), peuenropos ¢akropa pocra
cocyaucroro suporenus (VEGRF1, VEGRF2 u VEGREF3), peuenropa ¢akropa CTBOJIOBBIX
kinerok  (KIT), peuenropa  Fms-nogobuoii  tupozunkunasel-3  (FLT),  peuenropa
kosnoHuectumympytoiero ¢akropa (CSF-1R) u penenropa HelpoTpodHyYecKOro riMaabHOro
¢akropa (RET). AKTMBHOCTH OCHOBHOTO MeTaboinTa Obll1a CXOIHOM ¢ TAKOBOM CyHUTHHHMOA.
Cynutunu6 unruduposan docdopunuposanne muorux PTK (PDGRFB, VEGRF2 u KIT) B
KceHorpadTax onyxohei, skcnpeccupyromux uenessie PTK in vivo m npoaemonctpuposai
MoJiaBJieHHe POCTa OMYXOJM MIM €€ PEerpeccHuro W/WIM MO/aBJIEHHE METacTa3oB Ha
SKCHEPUMEHTAIBHBIX MOJENSAX pasiuuHbIX onyxoneid. CyHUTHHHMO MpPOJEMOHCTPUPOBAI
CHOCOOHOCTH HHTHOUPOBATH POCT OMYXOJIEBBIX KJIETOK, SKCIPECCUPYIOLIHX JIEPETYIMPOBAHHBIE
uenessie PTK (PDGFR, RET, wau KIT) in vitro n PDGRFB- u VEGRF2- 3aBucumblii
aHrMoreHes in vivo.

Dapmakokunemuxa

CyHuTHHHO XOpOLLIO BCAaChIBAETCS NPH MpUeMe BHYTpb. Bpemsi N0CTHIKEHMS MaKCMMallbHOM
KOHUEHTPALMU Cyaee cocTaBisno 6-12 yacos (Tyaxe) mocne npuema. Ilpuem nuiy He BaMsAET HA

6HOJIOCTyﬂHOCTb CyHHTMHMGa.
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Ces3biBaHKE CYHUTHHHOA M €r0 OCHOBHOIO MeTabouTa ¢ 6eskamMu 11a3Mel cocTapsio 95 u 90
%, COOTBETCTBEHHO, O€3 SIBHO# 3aBUCMMOCTH OT KOHUEHTpauuu B npejenax ot 100 go 4000
Hr/mi. Benwuuna pacdetHoro oobema pacnpeaenenus B Tkansx (Vd/F)  cocraBasna 2230 a.
[Ipu npumenenun cynutuHuba B jgo3ax 25 — 100 mMr nuowaae 1noja KpUBOM «KOHUEHTpALMs-
Bpems» (AUC) yBenuuuBaeTcs npornopuuoHaibHo J103€.

PaccunranHoe 3HaueHue KoHcTaHThl auccouuaunu uzopepmento CYP (CYPIA2, CYP2AG,
CYP2B6, CYP2C8, CYP2C9, CYP2C19, CYP2D6, CYP2El, CYP3A4/5 u CYP4A9/11)
MOKa3bIBAa€T, YTO BEPOSTHOCTh KIMHMYECKH 3HAYMMOIO B3aUMOJICHCTBMS CYHUTHHMOA M ero
aKTMBHOro  MertabojMTa C  mpenaparaM,  MeTabOJIM3UPYEeMbIMU  [EPEUMCIEHHBIMU
n30(pepMeHTaMu, Maa.

HccnenoBanus in vitro nokasaiv, 4T0 CyHUTHHUO He MHTHOMPYET W HE MHAYLMPYET OCHOBHBIE
uzopepmentsl CYP, B Tom uncie CYP3A4.

Merabonu3m cyHutuHuba ocyiectiseT B ocHOBHOM H3odepmeHToM CYP3A4, depmeHT
uuroxpoma P450, B pesynbrare yero obpazyercs OCHOBHOM aKTHBHBIA METabOIUT, KOTOPBIH
nanee Metabonusupyercs teM ke uzopepmentom CYP3A4. Jlons akrtuBHoro merabosura
cocrasiisieT 23-37% ot Bennuunsl AUC.

CyHUTHHUO BBIBOJAUTCS B OCHOBHOM KHIIEYHUKOM (61 %); uepes noyku B BUJE Npenapara u ero
MeTaboJIMTOB BbIBOJAUTCS npuMepHo 16 % ot BBeaeHHO# 103bl. CyHUTMHHUO M €ro riaBHbIN
AKTUBHBIH METabOJIUT SABJISIOTCS OCHOBHBIMU BELIECTBAMU, OOHAPYKEHHBIMU B [J1a3Me, MOYE U
dexkanusix ¢ paJuOaKTUBHOCTBHIO cooTBeTcTBeHHO 91.5 %, 86,4 % u 73, 8 %. Menblune
mMeTaboauThl 0OHAPY)KUBAIOTCS B MOYe U (eKanusix, HO He OOHapyKuBaloTces B ruiazme. O6umii
KJIMPEHC NpU MpueMe BHYTpPb jocturai 34-62 n/yac (¢ BapuabenbHOCTBIO TOrO rokasaress y
paszinyHbIX nauueHToB a0 40 %).

[Tocne oaHOKpaTHOro nepopaibHOrO MpUema rfpenaparta 370pOBbIMU 100pOBOJbLLAMU BpeMsl
MOJ1yBbIBEICHUS! CYHUTUHUOA U €ro OCHOBHOIO akTUBHOTrO Merabonura cocrapisieT 40-60 u 80-
110 gacos, coorBercTBeHHO. [Ipy MOBTOPHOM €3keIHEBHOM NPUMEHEHUH MPOUCXOAMUT 3-4-
KpaTHOE HaKoruleHHe CyHMTHHMOa u 7-10-KpaTHOE€ HAKOIMJIEHHWE €ro OCHOBHOINO MeTabosMTa.
PaBHOBecHblE KOHUEHTpAllMM CYHUTHHMOA M €ro OCHOBHOTO aKTUBHOro wmertabosuTa
jpocruratorest yepe3 10-14 aueii. K 14 gHio cymMapHas KOHUEHTpauus CyHUTHHMOa M ero
OCHOBHOT'O aKTUBHOro metabosiuta B riazMe cocrasisier 62,9-101 ur/mi. Ilpu MHorokpatHom
€)KE/IHEBHOM TNPUMEHEHUH WM TMOBTOPHBIX LHMKIAX C Pa3JIMYHBIM PEKHUMOM JI03UPOBAHMS
HMKAaKUX 3HAYUTENIbHBIX M3MEHEHUH B (apMaKOKMHETUKE CYHMTHHHMOA M €ro OCHOBHOIO

aKTUBHOIO MeTaboJIuTa He 0OHApYKEHO.
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Bospact, Bec, KJIMpEHC KpeaTHHWHA, paca, [0j WM OLEHKAa COMIaCHO Kiacch(uKalmu
Bocrounoii o6beaunenHoi rpymisl oHkojoroB (mkaiza ECOG) He oKa3biBalOT KIWHHYECKH
3HAYMMOTO BJIMSIHUA Ha (PapMaKOKMHETHKY TperapaTa U ero akTHBHOro MeTaboJiuTa.

IleyeHOYHAs HEAOCTATOYHOCTH

CyHUTHHMO M €ro OCHOBHOH MeTaboiuT MeTaboIM3MPYIOTCS NMPEUMYLIECTBEHHO (epMeHTaMH
neyenu. CHCTEMHAs DKCMO3MLMS CyHUTHHHOA Oblla OJIMHAKOBOM Yy MAlMEHTOB C MEYEHOYHOH
HEJ0CTATOYHOCTBIO JIETKOH M cpejiHeii creneHn Tskectd (kiacchl A M B mo knaccuduxaimu
Yaiina-ITs0).  CynutuHu®G He W3ydaics y  TALMEHTOB € TSDKEJOW — MEYCHOYHOH
HepocrarouHocThio (Kiace C no knaccudpukaunu Yaiina-I1eio).

IToyeuHass HEJIOCTATOYHOCTD

[TonyasaunoHHbi  (hapMaKOKMHETHYECKHI aHalIW3  MoKasald, uTo (apMaKOKHHETHYECKHE
napaMeTpbl CyHUTHHHOA He MEHSIOTCS Yy TALMEHTOB C KJIMPEHCOM KpeaTnuHa 42-347 mi/MuH.
ITociie OJIHOKPATHOrO BBEJCHUS CYHMTHHMOA €ro CHUCTEMHas OSKCIO3MIMs HE MeHsiach y
NAIMEHTOB C TAKEION CTENEHBIO MOYEYHOM HEI0CTaTOUHOCTH (KIMpeHe KpeaTuH1Ha meree 30
mi/mMun). HecMOTps Ha TO, 4TO HU CYHUTHHHO, HU €r0 aKTUBHBIH METab0JIUT HE BBIBOJATCS TPHU
NPOBEJCHUM TeMOJIMAIN3a y TALMEHTOB € TEPMHUHAJILHOW TMOYEYHON HEJO0CTATOYHOCTBIO, Y
TaKMX MalMEHTOB CUCTEMHAs JKCIOo3uLMs Obuta Huke Ha 47 % st cyHuTuHnba u Ha 31 % s
€ro akTUBHOro MeTabo/uTa.

Macca Tejla 1 Ka4eCTBO JKU3HU: HOHyﬂﬂLlHOHHblﬁ (bapMaKOKMHeTld‘leCKl/lﬁ aHaJiu3 IokKasajl, 4To

HET HEOOXOMMOCTH KOPPEKIIMK HA4YalbHOM /103bl MpenapaTa B 3aBUCMMOCTH OT MaccChl Teja
KayecTBa JKU3HM 1o knaccudukauuu Boctounoit o6beannennoit rpynnsl onkonoros (ECOG).

[lon: uMeroLMecs JaHHbIE MMOKA3bIBAIOT, YTO KAXKYLUMHCA KIMPEHC CYHMTHHWOA y JKEHLIMH
moxeT ObITh Ha 30 % HiKe, YeM y MY)KYMH, OJIHAKO 9Ta pazHMUA He TpeOyeT KOppeKLuH

Ha4aJIbHOM J103bl CYHUTHHHUOA.

Iloxka3zanusi K NIPUMEHEHHIO

®  raCTPOMHTECTHUHAJIbHBIC CTPOMAJbHBIC OMYXOJM NpU OTCYTCTBUM >(pdekra oT Tepanuu
MMaTHHUOOM BCJIEACTBUE PE3UCTEHTHOCTH MJIM HENEPECHOCUMOCTH;

®  pacnpoCTpaHEHHBI W/HIW METACTaTHYECKUN MOYEUHOKJIETOUHBIM paK y MalMeHTOB, HE
MOJIy4aBIIMX paHee crielMuuecKoro Jie4eHms;

®  pacnpoCTpaHeHHBIH W/WIM METACTATMYECKMH MOYEUHOKJIETOUHBIM paK MpU OTCYTCTBUM
s¢dekTa OT Tepanuu UMTOKMHAMMU;

e HepesekTabeabHbIE Wiu MeTacTaTHYeCKue BbICOKOAM(PepeHIIUPOBAHHbIE
HEMPOIH/IOKPUHHBIE  OMYXOJM  MO/UKEIYJ0YHOM  JKelessl Yy  B3poCibliX ¢

nporpeccupoBaHueM 3aboJieBaHusl.
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e a/IbIOBaHTHasi Tepanus MauUMeHTOB C BbICOKMM PHCKOM peunauBa MOYE€YHOKJIETOYHOM

KapLUMHOMBI 110CJIe HEPPIKTOMHH.

IIporuBonokasanusi
e [IOBbILIEHHAs YYBCTBUTEIBHOCTH K CYHUTUHHOY MJIM JIPyTMM KOMITIOHEHTaM Tpernapara;
e TsDKeJsasi CTeNeHb NMeYEHOUYHOM HEeJI0CTaTOYHOCTH;
e OEepeMEHHOCTb U MEPUO/I KOPMIIEHHS IPY/IbIO;
e jierckuii BospacT (3ddexTuBHOCTL M Ge30MacHOCThL Mpenapara CyTeHT® y JAeTeil He

YCTAHOBJICHA).

C 0CTOPOKHOCTBIO

CyHUTHHUO ClIe/LyeT NPUMEHSITH ¢ OCTOPOXKHOCTBIO Y MALMEHTOB C y/UIMHeH1eM uHTepBana Q-T
B aHaMHe3e, Y MalMeHTOB, MPUHUMAIOIMX AaHTHAPUTMMYECKHE NPENaparhl, WK Y NalUEHTOB C
COOTBETCTBYIOLIMMH 3a00J1eBaHUAMHU cepaua (uHdapkT MHOKap/ia (BKJTIOYAst
TSKENYIO/HeCTaOMIIBHYIO  CTEHOKAp/MIO),  KOpOHapHoe/nepupepuyeckoe  IyHTHPOBAHHE,
CUMIITOMATHYECKAas  3acTOlHas  cepjeyHas  HEJOCTATOYHOCTh),  LEepeOpPOBACKYIAPHBIMH
OCJIOXKHEHUSMH WM TPAH3UTOPHBIMU MIIEMHYECKMMH HAPYIICHUSIMH, WU JIETOYHON SMOOIHeH,
OpajuKapAneil WKW HApYLICHUSIMHU SJIEKTPOJIUTHOrO OasaHca, TP JIErKOW M CpeJiHeH CTEeNeHH
[IEYEHOUHON HEJ0CTATOMHOCTH, a TaKkkKe MpH T04YeyHoi HejaocTaTouHocTH. Tpebyercs
cobJI01aTh  OCTOPOXKHOCTh M YMEHBIIUTH 03y CYHMTMHMOA NpU OJHOBPEMEHHOM MpHeMe
MolHbIX uHruOuTOpoB H3odepmenta CYP3A4, koTopbie MOryT MOBBIIIATE KOHUEHTPALMIO

CyHUTHHMOA B TLIa3Me KPOBHM, a TAKKe MPH OJIHOBPEMEHHOM NpUMeHeHHH ¢ Guchocdonaramu.

Ilpumenenne npu 6epeMeHHOCTH U B NIEPHO/I IPY/IHOI0 BCKAPMJIHBAHHS

HUccnenoBanusi NpUMeEHEHHs CyHUTHHMOa y OepeMeHHBIX He mnpoBoauiuch. Ha ocHoBannu
pe3ybTaTOR JOKIMHUYECKUX MCCIIEI0BAHHI MOYKHO CJIe/aTh BBIBOJL, YTO TEpanus CyHUTHHHOOM
MOJKET OTPHUIIATEIbHO CKa3aThes Ha PEPTHUIILHOCTH MYHKYHMH U JKCHIIMH.

Cyrent” He ClefyeT NMPUMEHATh GEpPeMEHHBIM MM JKEHIIMHAM, KOTOPbie HE MCTONb3YIOT
HajieXHbIe CrocoObl KOHTpALEIIHH.

Bo BpeMs M B TeueHue, MO KpaiiHeli Mepe, TpeX MECALEB M0C/]E MPEeKpalleHus: Tepanuu
npenapatom CyTeHT", HEOGXOIMMO MCTIONB30BATH HAJIEKHBIE METO/IbI KOHTpalenuui. B Tom
cllyyae, €cili Mpenapar npuMeHsieTcsi BO BpeMsi OepeMeHHOCTH MM OepeMEHHOCTh HAacTynuia
Ha (oHe mpuMeHeHus npenapara CyTeHT”, MaLMEHTKy ClEAyeT NpeaynpeuTh O BO3MOKHOM
pucke s ioja. JKeHIMHaM AeTOPOIHOrO BO3pacTa pEKOMEH/yeTcst uberarh HaCTYIUICHHs

OepeMEeHHOCTH B MEPUO/L TEPAIMHU NPeEnapaTom Cyrent”.
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Her naHHBIX O TOM, BbIAEAETCS JM CYHMUTHMHMO WM €ro akTHBHBI MeTaboJMT B rpyaHOe

®
MoJioko. Clie/lyeT MpekpaTuTh IpyHOe BCKapMIIMBaHue Ha oHe npuema npenapara CyTeHT
TaK KaK 0OBIYHO JIEKAPCTBEHHBIE CPEJACTBA BBIAEISAIOTCS B IPYAHOE MOJIOKO M PUCK MOOOYHOIO

JecTBUS Ha peOeHKa BEJIMK.

Cnoco® npuMeHeHHus H 103bl
Buytps. [lpuem npenapara He 3aBUCUT OT NIPUEMA THIIH.

L acmpounmecmunaibible CMpPOMAlbHble ONYXO0IU Npu_O0mcymcmeuu 3d)d)e1<ma om_mepanuu

UMAMUHUOOM 8CNeOCMBUE PE3UCMEHMHOCIU WU HENEePEeHOCUMOCIU.

peKkoMeH/lyemas J103a Tnpenapara coctaiaser S0 Mr B CyTKM BHYTPb B TevyeHue 4 Hejelb ¢
MOCIIe/IYIOIUM NepepbiBOM B 2 Heaenu (pexum 4/2). TToNHbIN MK TEpanin COCTABISET, TAKUM
obpasom, 6 He/elb.

Pacnpocmpanennviil w/unu _memacmamuyeckuil _noYeyHoKIemoyHbll_paK Y NAYUueHmaos, He

nonysasuiux pamee cneuud)uqecxozo JIeYeHUA Uuiu npu_omcymcecmeuu 3d)d)exma om_mepanuu

YUMOKUHAMU.

pekoMeHyemasi J103a npernapara cocrapiser 50 Mr B CyTKM BHYTPb B TeueHue 4 Hejelb ¢
MOC/IEYIOIINM NepepbiBOM B 2 Heeau (pexxum 4/2). [ToaHbli MK TEpanuy COCTABJISET, TAKUM
o0pasom, 6 Hezeb.

Hepeszexmabenvubie wiu Memacmamuyeckue, 8blcOK0OUhepenyuposanbie

HEeUPOIHOOKDUHHBIE ONVXO0IU NOOHCEIYOOUYHOU Jice/le3bl )Y 83DPOCHbIX € _NpOo2peccuposanuem

3abonesanus.
peKoMeHlyemasi [103a npernapara coctapiser 37,5 Mr exe/iHeBHO Oe3 nepepbiba.

Aovlosanmnas mepanus NAYUeHmos8 ¢ 6blCOKUM PUCKOM_Peyuousd Noye4yHoKI1emoyHo20 paka

nocne neghprIKmomMuu.

pekoMeH/1lyemas jl03a npenapara cocrapiser S0 MI B CyTKH BHYTpPb B pexume 4/2 B TeueHue
JIeBSTH 6-HeIeJIbHBIX MKJIOB (Mpubin3uTenbHo 1 roa).

Ecau npuem nipenapata Obll NPOMYIIEH, BOCMOHAThL NPONYLIEHHYIO 103y He cieayeT. [launent
JIOJDKEH MPUHATH OOBIYHYIO Ha3HAYEHHYIO 103y Npenapara Ha CJIe1YIOLHi JIeHb.

B 3aBMCMMOCTM OT HHIMBM/YaJbHONW MEPEHOCMMOCTH M 0€30MacHOCTH CYTOYHas /103a
CyHUTHHHMOa MOXeT ObITh yMEeHbLIEHAa WM yBeJlHueHa Ha 12,5 Mr u JI0JDKHA COCTaBJIsITH HE
Oomee 75 Mr W He MeHee 25 wMr Ui NAaLMEHTOB C TacTPOMHTECTUHAIBHBIMH U
MOYE€YHOKJIETOUYHBIMU OMyX0JsiMH. JUJIst albIOBAHTHOM TEpanyvM MOYEYHOKIETOYHOIO paka /103y
MOXHO MOAM(GHMLMPOBATE C I[IAroM CHWKeHHs 12,5 Mr Bmiote 10 37,5Mr ¢ ydeToMm
MHIMBU/IyaIbHOM ©€30MacHOCTH U NMepeHOCUMOCTH. MakcumalibHas 103a, MCIOJIb30BaBIIAsCS B

MCCIIEJOBAaHNUM A/IBIOBAHTHON TEpAIMK MOYEYHOKIETOYHOro paka ¢asbl 3, cocrapisia 50 mr B
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CYTKH. B 3aBMCMMOCTH OT HHAWBHMYaIbHOH MEPEHOCHMOCTH MOKET NOTPeOOBATHCS BPEMEHHOE
npekpaiieHie npuema npenapata. Jlis nauMeHTOB ¢ pacrnpOCTpaHEHHBIM NOYEUHOKIETOYHBIM
paKoM, KOTOpBIE HE MEPEHOCAT MNpHeM CyHUTHHMOA B pexuMe 4 HeJENH C MepepbiBoM B 2
HE/IeJIN, MOXKET OBbITh PAacCMOTPEH PeXHMM 2 Hejelu mpuema ¢ nepepbiBom B 1 Hexemo. Jlns
MauMEHTOB C Hepe3eKTabelbHBIMM MIIM METACTATUYECKUMHM HEHPOIHIOKPUHHBIMHU OIyXOJISAMH
MOJIKETYI04HOM JKeJe3bl 1032 CYHUTHHHOA 10JDKHA COCTaBNATh He Oosiee S0 MI B CyTKH.

I1py nosiBIEHUM NPU3HAKOB NIPOTrPECCHPOBaHHs 3a00/1eBaHMs IPUMEHEHHE CYHUTHHUOA ClieyeT
MPEKPaTUTD.

Cnenyer wusberaTb OJHOBPEMEHHOrO MPUMEHEHHs CYHHTHHMOA C  NOTEHLHAJIbHBIMU
unruburopamu uzopepmenra CYP3A4, takumu Kak KeTokoHasosl. B ciyuasx, koraa 5To
CJIe/aTh HEJb3sl, MOXKET MOTPeOOBATHCS YMEHBIIEHHE CYTOUHOM 1036 CYHUTHHMOA MUHUMYM /10
37,5 Mr B CYTKM MpPH TacCTPOMHTECTUHAIBHBIX CTPOMAJIBHBIX OIYXOJIAX W METacTaTH4eCKOM
MOYEYHOKJIETOYHOM pake U MUHUMYM JI0 25 MI' B CYTKM IpU HEHPOIHIOKPHUHHBIX ONyXOJIsiX
MOKETYIOYHOM XKeJe3bl.

Takxke cieayer wuszberaTb COBMECTHOrO TMPUMEHEHMS CYHUTHHMOA C TOTEHLMAIbHBIMUA
unaykropamu uzopepmenta CYP3A4, takumu kak pudamnuums. B ciaydasnx, korja oTo cenarhb
HENb3s, MOKET MOTPebOBATHCS YBEJIMYEHHE CYTOYHOM JI03bI CYHHTHHMOA, KOTOPOE 0JDKHO
NpOBOAMTLCS ModTanHo Ha 12,5 mr (mo 87,5 Mr B CYTKM NpW racTPOMHTECTHHAIbHBIX
CTPOMAJIbHBIX OIMYXOJIAX M METacTaTHYECKOM MOYEYHOKJIETOYHOM pake M 10 62,5 Mr B CyTKH
MpU HEWPOIHIOKPUHHBIX OIMYXOJISAX MOJKETYA0YHOM JKeJle3bl), OCHOBBIBAsCH HA TILATEbHOM
MOHMTOPUPOBAHUM NIEPEHOCUMOCTH Npenapara.

IIpumenenue y neteit: 3¢pHeKTHBHOCTL U 6€30MacHOCTb CyHUTUHUOA Y JIETEl He YCTaHOBIICHA.

[IpyuMeHEeHHE YV MALMEHTOB MOXKKJIONO BO3pacTa: KOppEKLHs 103bl HE TpC6yCTCﬂ.

[IpumeHeHue y 00JIbHBIX C HapyUIEHUEM (bYHKLU/lM MNEYCHU: y MalHUCHTOB C JIETKOKM U cpeaﬂeﬁ

CTENeHbI0 NeYeHOYHOM HeaoctaTouHocTH (kiacc A, B no kinaccudukaumu Yaina-I1si0)
KOppeKLMs J103bI Npenapara He TpeOyercs. Y MalMEeHTOB C TSKEJIOH CTENEHbIO NMEYCHOYHOM
HegocratoyHocTH (kinace C no knaccudpukauum Yaina-11e10) npenapar He peKOMEH/10BaH.

[Ipumenenue vy 0OJILHBIX ¢ HapylIeHUEM GYHKIMY _[OYEK: y OONBHBIX C IMOYEYHOM

HEJI0CTATOYHOCTBIO JIEIKOM, CpelHel M TsHKeNIOH cTeneHu (B TOM YHC/e MpU MPOBEACHUH
remMojManu3a) He TpebyeTcss KOppeKUMH Ha4yaibHOM /03bl npenapara. JlanbHeimuii noabop
J103b1 Y JIaHHOM KaTeropuu GOJIbHBIX ClIEyeT MPOBOJANUTH B 3aBUCHMOCTH OT MHIMBH/YalbHOM

NNEPEHOCHMOCTH.
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IToGouHoe aeiicTBHE

HauGonee BaKHBIMM Cepbe3HBIMM TMOOOYHBIMH  SBJIEHUAMH, CBA3aHHBIMU C  JIEYEHHEM
npenapaTom CyTeHT®, ABJISUIMCH: TPOMOO03MOOIMS JIErOYHOM apTepuu, TPOMOOLMTONEHHS,
OInyxoJieBoe KpoBoTeuyeHue, (eOpuiibHas HEWTPONeHUs ¢ MOBBIIEHHE aPTEPHAIBHOIO
JIaBJICHUSI.

Haubonee yacTeiMM MMOOOYHBIMU SIBJICHUSMH BCEX CTENEHEH, CBS3aHHBIMU C JIEUYEHHUEM
npenaparom CyTCHT®, SBJISUIMCH  YCTAJIOCTh, JKEIYJ0YHO-KMIIEYHbIE HApYLUEHHs, TaKWe Kak
Japesi, TOIHOTA, CTOMATHUT, JMCIENICHS U PBOTA, a TAKXKE HapyLIEHHE IUIMEHTALMH KOXKH,
ChIlb, CHHPOM JIaJJOHHO-TIOI0IIIBEHHOM SPUTPOIU3ECTE3UH, CYXOCTh KOXKH, U3MEHEHHE OKPACKH
BOJIOC, BOCHAJICHHE CIIM3UCTBIX 000JIOYEK, YTOMIISEMOCTb, HApyLIEHHWE BKyca, aHOPEKCHs M
MOBBILLIEHHE aPTEPUATILHOTO JIaBJICHUS.

[ToGouHble sBIEHMS, CBA3aHHbIE C JICYEHHEM CYHUTHMHHOOM, OTMEYEHHBIE B KIMHMYECKHX
MCCJIC/IOBAHUSX 10 KpaiHeit mepe y > 5% NaiueHTOB ¢ CONMAHBIMU OMyXOJISIMH, MPUBE/IEHBI
HWKE U CHCTEeMaTH3UPOBAHbI M0 CHCTEMHO-OPTaHHBIM KJlaccaM, 4acTOTe U CTENEHM TAKECTH.
BHyTpu Kax10# rpynmbl moOoYHbIE SBJCHHMS PACMOJIOXKEHbl B MOPSJAKE YMEHBLICHUS CTEIEHU
TSOKECTH.

Yacrora: ouenp yacto (> 1/10), yacro (> 1/100 no < 1/10), vevacto (= 1/1000 no < 1/100),
peaxo (= 1/10000 o < 1/1000), ouenn peako (< 1/10000), Heu3BeCTHO (HEBO3MOXKHO OLEHMTD

4acToOTy Ha OCHOBAHWHU UMCHOLIUXCS IlaHHle).

Cucrema opraHos Yacrora HexenareibHasi peakuust
Hngpexyuonnvie u Ouenb yacto | Undexuun*
napazumapmole 3a001e6aHUA Yacto BupycHble HHEKLNH, pecupaToOpHbIe

uHpexuuu, abeuece, rpudKoBbie HHEKLNH,
MHPEKIUH MOUYEBBIBO/SIILMX MYTEH, KOXKHBbIE

UH(}EKLMH, cencuc

Heuacto Hekporusupytoimii pacumur,

HaxTepualibHbie HHEKUMH

Hapywenusa co cmoponst kposu | Ouenb yacto | Heitrponenus, neiikonenus,

u rumamuyeckoi cucmembol TPOMOOLIMTONECHUSI, AaHEMMUSI

Yacto Jlumponenus

HeuacTo [TaHUTONEHUS

Penko TpomGoTrueckass MUKpoaHrHonaTus ™ **
Hapywenusa co cmoponui Heuacro Peakuuu runepyyBCTBUTEILHOCTH

Crp. 8 u3 24
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Cucrema opraHoB

Yacrora

HexkenarenbHas peaKkuus

UMMYHHOU CUCMEMbl

Penko

AHTHOHEBPOTUYECKUI OTEK

Hapywenusa co cmoponbi

IHOOKPUHHOU CUCMEMbL

OueHb yacTo

['unorupeos

Heuacro

['unepTHpeo3, THPEOUIUT

Hapywenusn co cmoponst

oomena eeuiecme U numanHusn

OueHb 4acTo

CHWXKEHHE anreTuTa

Yacrto

O0e3BoXkuBaHue**, TMMOrIMKEMHUS

Penko

Cunapom nuzuca onyxoau™*

Hapywenus ncuxuku

OueHb yacTo

becconnuIa WM NOBBILLIEHHAs] COHJIMBOCTh

Yacro

Henpeccus

Hapywenusa co cmoponbi

neptmoﬁ cucmemol

OuyeHb yacTo

Jucrep3usi, rojoBHas 00Jib, HapylIEHUE

BKyca

Yacro

I"0510BOKpYIKEHHUE, NAPECTE3HH,
nepudepudeckas HeUponaTus, TUNecTe3us,

TUNEepeCcTe3nsl, areB3us

Heuacro

BHyTpuMO3roBoe KpoBou3ausiHue**,
HapylIeHHe MO3rOBOI0 KpOBOCHaOKeHUs **,

TPpaH3UTOpHAas UIICMHUYCCKas aTaka

Penko

UHcynbT, CHHAPOM 3aHel 00paTUMOii

sHuedasonaTuu

Hapywenus co cmoponst opzana

3penun

Yacrto

[TepuopOuTanbHblii OTEK, OTEK BEK,

MOBbLILLICHUE CJIEC300TACJICHUA

H apymwenusa co cmopomnbsl

cepoua

Yacro

HNinemus Muoxapaa6**, CHMO)KEHUE WITH
HapylueHue ¢paxiuuu BeIOpoca eBoro

xenynouka (PBJDK)"

Heuacrto

Undapkr muokapaa' **, cepaeunas
HEJJ0CTAaTOYHOCTH**, B TOM yHcie
XpoHHuueckas, yanuHenue uureppana QT Ha
3NIEKTPOKApAUOrpaMme,
Kapauomuonatus**, Hapyuienue GyHkuuu
JIEBOTO Key1ouka™**, nepukapauanbHbIid

BBITIOT, KCCYIaTUBHBIH NMEpUKapAUT

Penko

Mepuanue 1 TpeneraHue npejacepaunii no

THITY «ITUPYIT»

Hapywenus co cmoponsi

OueHb YacTo

[ToBbIIEHKE apTepHaibHOI'O JaBJICHUSA
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Cucrema OpraHoB Yacrora He:xenarenbHnas peakuus

cocyooe Yacro BeHo3Hble TPoMO0IMO0IMH, B TOM YHCIIE
TpoMO03 IITyOOKHX BEH, TIPHITUBBIY,

nepudepuyeckue 0TeKu

Heuacrto KpoBoreuenue u3 omyxoan**

HeussectHo | AprepuaiibHas TpoMO0dMO0Hs™*

Hapywienun co cmoponst Ouenb yacto | JIMcrHO?, HOCOBOE KPOBOTEYEHHE, Kalleb
ObIXAMeNbHOU CUCMEMbI, Yacro Tpombosmbous nerouHoit aprepun™**,
0p2anoe 2pyoHoi KiemKu u opoapuanreanbHbie Gonu’,
cpedocmenusn KpoBOXapKaHbe **, rieBpalibHbli BHITIOT,

CYXOCTb CJIM3UCTOM 000JIOUYKH T10JIOCTH

HOCa, 3aJI0KCHHOCTb HOCa

Heuacro JIbIxarenbHasi HeI0CTaTOYHOCTD
Hapywenus co cmoponst Ouenb yacto | Bosib B 06nacTu xuBoTa™, auapes,
HCENy OOUHO-KUUIEUHO20 TOLIHOTA, PBOTA, JAMCTIETICHS, CTOMATHT
mpaxkma 3arop, rI0CCOAMHUS (HEBPAITHs s3blKa),

AHOPEKCHS, CYXOCTh CJIM3UCTOM 000JIOUKH

ITOJIOCTH pTa, METCOPHU3M

Yacro Kenyno4uHo-KueyHoe KpoBoTeyeHne**,
s30(arut, ractposzodareanbHas
pedmokcHas 60sie3Hb, 601b B OJOCTH pTAa,
B3/1yTHE XXUBOTA, KPOBOTOYHBOCTH JE€CEH,
aucharus, U3bA3BICHHUS CIIU3UCTON
000JI0YKH NOJIOCTH pTa, Xeiaut, 60b B
o6J1acTH 3a/IHero NMpoxo/a, reMOppoH,
peKTalibHOE KPOBOTEYEHHE, OTPBIKKA,

JIUCKOM(OPT B KUBOTE

Heuacto [TankpeaTut, nepdoparys xKeay 04HO-

KMILIEYHOTo TpakTa"**

Crp. 10 u3 24
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Cucrema opraHon Yacrora HexenaresbHast peaknus
Hapywenusa co cmoponbi Heuacto XoneuycTut", neyeHovHas
neYeHU U Hcenuesble00AULUX HEZ0CTaTOUHOCTH**
nymeii Peako ['enatur

Hapywenua co cmoponst Kodcu

U ROOKOMNCHBIX MKAH el

QOueHp 4acTo

Chinp", 1aI0HHO-TIOI0IIBEHHBIN CHH/IPOM
(5pMTpOIM3ECTE3HS ), M3MEHEHHE OKPACKH
KOKHM”, U3BMEHEHHUE L[BETA BOJIOC, CYXOCTh

KOKH, BOJIIBIPH, SpUTEMA

Yacro

KO’KHbIE PEaKLIUH, IOPAXKEHHUS KOXKH,
KOJKHBIH 3y/1, LIEJyLIEHHE KOXKH, ajloneLus,
HapyleHUe pocTa HOTTeH, SKC(HOIHMATUBHBIN
JI€pMaTHUT, TUIIEPKEPATO3, AKHE,

THICPIIMTMEHTalLlMA KOXKH, 5K3E€Ma

Penko

Mynbtudopmuas sputema**, cuHIpoM
CruBeHca-J[xoncona**, ranrpeHo3Has
MHO/IEPMHUS1, TOKCUUYECKHUI1 dITHIepMaibHbIH

Hekponuz**

Hapywenus co cmoponst

OuyeHb 4acTo

bosb B KOHCYHOCTAX, apTpajirus

CKeJICMHO-MbIUEYHOU U Yacrto Muanrus, MbllLI€YHBIN cnia3Mm, 00JIb B CIIMHE,
COeOUHUMenNbHOU MKAHU MbllLIeYHas ¢1abocThb
Heuwacto ®opmupoBaHue cBULIEH**, ocTeoHEKpo3
YeJOCTH
Penko Pabomuonuz**, muonarus
Hapywenusa co cmoponst novex | Yacro [ToueyHasi HeIOCTATOYHOCTB**, XpoMaTypus
U MO4€6b1600AUUX Nymell (M3MEHEHHE OKPACKH MOUM), IPOTEUHYPHS]
Heuacro Hapyienue pyHKUMM NOYEK, OCTpas

MoYeyHasi HeJ0CTaTOYHOCTb, KPOBOTEYEHHE
M3 MOYEBBIBOASALIMX MyTeH, HePPOTUYECKHUH

CHUH/IPOM

Obwue paccmpoiicmea u

HapyuwieHus 6 Mecme 66€0CHUA

Ouenb yacTo

[ToBbllIEHHAs! YTOMISEMOCTD , MYKO3UTBI,

otex’, IMXopajka

Yacro O3H06, rpunmnono100HbIi cUHAPOM, 60b B
obnacTv rpyAHOM KJIETKH
Heuacto 3aMeJICHHOE 3a)KUBJIEHUE paH

Crp. 11 u3 24
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Cucrema opranoB Yacrora HexesiatesibHasi peaknus
Jlabopamopnsie u Ouenpb yacto | [ToBblllICHHE AKTUBHOCTH JIMMNA3bl B TU1a3Me
uHCMpyMeHmanbHble OaHHbIe KpOBH

Yacro [loBbillleHHE  AKTMBHOCTH  aMMJIa3bl W

kpeaTiH(PochOKUHA3bl B TUIA3ME  KPOBH,
NOBBILIIEHHE KOHUEHTpaLUU MOYEBOM
KUCJIOTHI B TJIa3Me KPOBM, CHHXXEHHE
KOHIIEHTpaLMK  OeNbIX KPOBSIHBIX Telell B
njaasMe KpPOBH, CHH)KEHHE KOHLEHTpaLMu
TpoMOOLMTOB, remorjobuHa B [azme
KPOBH, CHI)KEHHE Macchl Tela, MOBbILICHUE
KOHLIEHTPALMd THPEOTPOIHOr0 rOPMOHA B
njasMe KpOBH, T[OBBILIEHHE aKTUBHOCTH
«IeYEeHOYHBIX»  (EepPMEHTOB, TOBBIILIEHUE

KOHUCHTpAUWH KpeaTUHHHA B IJ1a3ME€ KPOBH

“  Dror  TepMHH  OOBEAMHSAET  TOHATUS  «TPOMOOTHYECKass — MUKPOAHTHONATHSAY,

«TpoMboLMTONIEHUYECKass TPOMOOreMOJIMTUYECKAs  MypIypa», —«IeMOJMTUKO-YPEMUYECKHUH
CUH/POM).

DTOT TepMHUH OOBEAMHSET TOHATHS «OCTPbI KOPOHAPHBIA CHHAPOMY», «CTEHOKApAUs»,
«HecTabnJIbHAsi CTCHOKAP/AMS», KOKKJIIO3Msi KOPOHAPHBIX apTEpHii», «MLIEMHS MUOKap/1a».
* D1oT TepMHUH 0ObEAMHACT MOHATHS «CHIDKeHUE (Ppakiu BeIOpocay W «HapylieHue (pakiuu
BbIOpOCa».
" Jror TepMHUH OOBEAMHACT MOHATHS «OCTPBI MHPAPKT MHOKapaa», «MH(pAPKT MHOKapaa»,
«be30o0neBast popma MH(papKTa MUOKapAa».
“ D1oT TepMHUH OOBEIMHSET MOHATHS «00JIb B TOPTAHHO-TJIOTOYHOM obnactu» U «boiab B
00/1aCTH POTOTJIOTKMY.
© ITOT TepMUH 0OBEMHSET MOHSTHS «KPOBOXAPKAHBE)» U «JIETOYHOE KPOBOTECUEHHEY.
* 10T TepMUH OObEAUHSET MOHATHS «OO0Jb B JKMBOTE», «O0JIb B BEpPXHEH 4acTH JKMBOTa» M
«00Jb B HUKHEN YaCTH KUBOTa».
* ITOT TEPMHH 0OBEANHSAET MOHSITHS «CTOMATUTY U «a(TO3HbBIH CTOMATHTY.
" Dror TepMuH OOBEAMHSET TMOHATHS «rephopalus KelyJ0uHO-KUIIEYHOro TpaKTa» M
«nepdopaLysi KUIIEYHUKaY.
“DTOT TepMUH 0OBEAMHSET MOHATHS «XOJICLIUCTUT» U «HEKAbKYJIE3HBIH XONIEIUCTHTY.
" D10oT TEepMUH OOBEIMHSET TMOHATHS «U3MEHEHME OKPAaCKM KOXH», «OKpallMBaHHWE KOXKH B

JKEJITBIA LBET» U «HApYUWEHUE MUITMEHTALIUH».
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" 10T TepMHH 00BEAMHSET MOHATHS «ChITbY, «IPUTEMATO3HAS), CIIATHUCTAs), IAIYJIE3HASN»,
«OTpyOeBHIHAS), «TEHEPATN30BAHHASY, KIICOPUA30MO100HAMN.

" 10T TepMUH 00BEMHSIET MOHSITHS KYCTANOCT» U «CIab0CThy.

“ITOT TEPMHUH 00BEUHSET MOHATHS KOTEK JIULAY, KOTEK», «IepUPEPUUECKH OTEKY.

* TlogpoGHoe omucaHue MOOOYHBIX peakuuid cM. B nojpasjene «OnucaHue OTAEIbHBIX
MOOOYHBIX peaKLUi».

** JlanHasi moOOYHAs peaKiisi MOXKET MPUBOIUTD K JIETAJTbHOMY UCXO/LY.

V  OGoibHBIX € MeTacTa’aMH B TOJIOBHOM MO3r HWJIM C CHHAPOMOM 0OpaTHMOii

neﬁxoauued)anonamu OITMUCAHBI CJIy4yar Cy10por, B HEKOTOPLBIX ClIydasaXx € JIETAJIbHbIM UCXO/10M.

Onucanue omoenbHbIX NOOOYHBIX peaKkyui

Hapywenus co cmoponsl kposu u 1umghamuieckoil cucmempl. cOOOIIAETCS O PEAKUX CllydasX
tpomboTHyeckoit Mukpoanruonatun (TMA), uHorza ¢ neTaabHbBIM MCX0A0M. B Takux ciydasax
PEKOMEH/IOBAHO BPEMEHHO NMPUOCTAHOBUTH NPUEM CYHUTHHHMOA; 1ociie pa3pelieHus CUMITTOMOB
NpUeM npernapaTa MoXeT ObITh BO30OHOBJIEH MO YCMOTPEHHMIO JIEYALLEro Bpaya.

Hugpexyuu u uneazuu: coobluaercs o ciiy4yasX cepbe3HbIX MHpeKuui (B Tom yuciae Ha done
HENTPONEHWH), YacTh M3 KOTOPHIX 3aBEPLIMIMCH JIeTalbHbIM  HcxoaoM. HWHpekumn,
pazBuBatolecss Ha (OHE NPUMEHEHUs CYHUTMHMOA, ABIAIOTCS  OOBIYHBIMM U
OHKOJIOTHYECKUX OOJIbHBIX, HanpuMep, pecnupaTopHbie WHGeKUMH (MHEBMOHMs, OpPOHXMT),
MHQEKIMH MOYEBBIBOASIIMX MyTeH, KOXKHbIe MHpEKUMH (Hanpumep. BOCMajeHUE MOAKOKHOM
KMpPOBOW  KjeryaTku), abcuecc (Hanpumep, pOTOBOW MOJOCTH, 00JAaCTH  TIEHUTaJIMH,
AQHOpEKTaIbHOM 00JIaCTH, KOXKHBIX MMOKPOBOB, KOHEYHOCTEH, BUcLepaibHblii abcuecc). Yacto
MHPEKLNUH MOTYT UMETb DaKTepHUasibHYyI0, BUPYCHYIO HIIM IPUOKOBYIO PUPOJLY.

OTMeuanuch  pelKue cilyyad HEKpoTH3upyloulero Qacuuura, BKIOYas — MOpaXeHue
MPOMEKHOCTH, UHOTI'/1A C JIETAJIbHBIM UCXO0/IOM.

Co cmoponbl KOCMHO-MbIUEYHOU CUCMEeMbl. UMEIOTCS COOOIEHMs O PEAKHUX ClyyasX MHOMNATHH
1/uinu pabloMHOIM3a B COYETAaHUU WM €3 COUeTaHusl ¢ OCTPOM MOYEYHOM HEL0CTaTOYHOCTHIO,
C PpEIKMMH CJydasMu JIeTalbHOro Hcxozaa. Y OOJbIIMHCTBA TaKUX IIALIUEHTOB MMEJIHUCH
UCXO/IHbIe (PaKTOPBI PUCKA W/WIIM OHHU MOJIyHaJld COMYTCTBYIOLLYIO TEPArUIO NpernapaTamu, s
KOTOPBIX CBOWCTBEHHbI HEXe/aTelbHble peakuuu 1ojo0Horo poaa. IlaumeHtel, y KOTOpbIX
HaOIOJAIOTCS CUMIITOMBI TOKCHYECKOrO TMOPa)KE€HHUsl MBILIEYHOW TKAHW, JOJDKHBI TOJYYHMTh

COOTBETCTBYIOLIYIO TEPAITHUIO.
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Hapywenusi co cmoponwst cocyoos

Apmepuansuvie  mpombosMOOIUU:  MMEIOTCA  COOOIIEHMs O  ciy4asx — apTepHalbHOM
TpoMG05MO0IIHK (B HEKOTOPBIX CIIydasX € JIETaJbHBIM UCXO0/I0M) Y MALMEHTOB, NPUHUMAOIIHX
CyTeHT®. Haubosnee yacThiMu ObLIM: HapyIIEHHE MO3TOBOrO KpOBOOOpalIEHMs, TPAH3UTOPHAS
MIIEeMHYecKas aTaka M MHCYyabT. (akropaMu pHCKa, MOMMMO OCHOBHOrO 3aboJieBaHus U
BO3pACTA MALIMEHTa cTapiie 65 JeT, ABJISIOTCS: apTephasibHas PUNEpPTEH3Us, caxapHblii auader,
TpoMO03IMOOIMUECKHE OCIIOKHEHHS B aHAMHE3E.

B KIMHHYECKHX MCCJIEJOBAHUAX OTMEYalM pa3BuTHe TPOMO0IMOOIMM JieroyHoi aprepuu. B
OJIHOM cllyyae TpueM Iipernapara CyTeHT® ObUl  OTMEHEH. B HECKONbKMX —clydasx
noTpedoBasoch CHWXKEHHWE JI03bl TNpernapara Cy"reHT® WK BPEMEHHOE NpEeKpalleHHe Tepanuu.
[Tocie BO30GHOBIEHMS Tepanvu y STHX MAlMEHTOB B JajbHeilieM He HabmoJanu ciyvaes
TpoMO03MOOIMH JIErOYHON apTEPUH.

Benosuvie mpombosmoonuu (BT3): B MCClIENOBAHUHM TACTPOMHTECTUHAIBHBIX CTPOMaJbHBIX
onyxoJeii ¢ BoHHOM cienoii pazoii euenns y 7 nauueHTos (3 %), NoayyaBIIMX CyHUTHHHO, U
HM Yy OJHOrO M3 mojiyyaBmMx maue6o sosuukiaa BTD; 5 u3 7 ciayuaes Biimouanu tpomb6o3
rny6okux Ben (TI'B) 3 crenenu Tsbkectd, a 2 ciaydas — sIBACHUS | WM 2 CTENEHU TSKECTH.
Yerbipe #3 O3TUX 7 MALMEHTOB C TacTPOMHTECTHMHAILHBIMH CTPOMAJIbHBIMH  OMYXOJIAMH
NpeKpaTuiIM jedeHue nocie nepsoro BosuukHosenuss TI'B. Y tpunanuaru nauuentos (3 %) ¢
METACTATHYECKMM TOYEUHOKIETOYHBIM PAKOM M3 TpPYMIbl JIEUCHUs CYHUTHHMOOM, paHee He
nosyyaBiuux jedenus, 1 4 (2 %) nauumeHToB B 2 MUCC/IEAOBAHMAX C Y4aCTHEM MNAlMEHTOB ¢
METACTaTUYECKMM MOUYEYHOKJIETOUHBIM pakoM, pedpakrepHOil K Tepanuu UMTOKMHAMM, Oblia
sapeructpupoBana BTD. V esiti u3 9THX naiueHToB Habmoaanack Tpom605M0O0I1Msl JIEro4HOM
apTepUu: OJIHO sIBJIEHME CTENEHH 2 U BOCeMb — cTeneHu 4. Y BOCbMM MAlLMEHTOB OTMEYalcs
TI'B: 1 sBnenue crenenu |1, 2 saBieHuss — crenenu 2, 4 spjieHus — crteneHu 3 u | sBnenue —
crenedn 4. V oaHOro mnauudeHta ¢ TpoMO0>MOONMEH JeroyHOW apTepud B HUCCIEI0BAaHUH
METacTaTM4eCKOro MOYEeYHOKJIETOYHOro paka, pedpakrepHOro K Tepanud LUTOKWHAMM,
Heo0X0/IMMO OBLIIO MPUOCTAHOBUTH NpUMeHeHHe npenapara. Cpeav paHee HE MM0Jy4aBLIMX
JIeYEHMs MALMEHTOB ¢ METACTATHYECKUM MOYEYHOKIIETOUHBIM PaKoM U3 rpymnibl jieuenus MOH-
oy 6(2%)Bosuukina BTD; y 1 (<1 %) naunenta — TI'B crenenu tsokectu 3, a 'y 5 (1 %)
NalMeHToB — TPOMOOIMOOJIMA JIErOYHOM apTepuH, Bce Ccilydam cTeneHM Tsbkectu 4. B
MCC/IEIOBAHUM  aJIbIOBAHTHOM  TepanMM  METacTaTHYeCKOro  IMoYeYHOKJIETOYHOro  paka
TpoM605MOO0IHS JIerouHoi aprepun Obiia 3apeructpupobana y 2,0 % nauueHToB, MojyyaBIIMX
cyHutuHu6, u y 0,7 % nauuenToB, nonyyaBwux niuaune6o. Caydau TI'B peructpupoBanuch y
0,3 % nauMeHTOoB, MoJy4YaBIIMX CYHUTHHUO, U MalMEHTOB, NOJyYaBLIMX Mauebo.

Tpom6osmGonus JierouHol aprepu OTMedanach NpuOIM3KUTENbHO Yy 2,2 % NaUMEeHTOB ¢
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COJIMJIHBIMH OITYXOJIAMH, KOTOPBIC ITOJIyHaJlH CyHHTl/lHHG. Hwu oaHO U3 5TUX SIBJICHUH HE IIPUBEJIO
K MNpEKpaliCHUIO JICHCHUA CyHl’lTl/lHl/IGOM; OJJHAKO, B HECKOJIBKHX CllydasX HeoOXoauMo ObLIO
YMEHBIIHUTH 103y WJIM BPEMEHHO MPEKPATUTD JICHCHHUC. [Tocne BO30OHOBJICHUS JIEUEHHUs Cjlly4yacB

MOBTOPHOIO BO3HUKHOBEHUSI TPOMOOIMOOIIMH JIErOUHOM apTepuH He HabI0/1aJ10Ch.

Jonzocpounas 6ezonacnocms 6 uccie008anUsAX NOYEYHOKICMOYHO20 PaKa

Jlonrocpounass ~ 06e30nmacHOCTb ~ CyHUTMHMOA Yy  MAIMEHTOB € METacTasMpyrolIHM
MOYEYHOKJIETOYHBIM pakoM Oblla TMpoaHaIM3UpoBaHa B 9 3aBepLICHHBIX KIMHHUYECKHX
MCCJIE/IOBAHMSAX TMPUMEHEHUs Mpernapata B KayeCTBE TEpanvM IEpPBOW JIMHUM Yy MallMEHTOB,
pedpakTepHbIX K Tepanuu Oepanu3ymMaboM M LMTOKMHAMH. AHaju3 BKIIOYal J@HHBIE OT
5739 naumenTtoB, u3z kotopeix 807 (14 %) nosiyyanu jeuyeHUe B TEYEHHE NEpUOZA OT > 2 JIeT U
a0 6 ner. JlnurenbHOe JieyeHHWE CYHMTHHHOOM He OBIJIO CBA3aHO € BO3HMKHOBEHHEM
00YCIIOBJIEHHBIX NIPOBOMMO# Tepanueil HexelaTelIbHBIX SIBJICHUI HOBBIX THIIOB MM OoJbLIei

TSKECTH, U, KPOME I'MIOTHPEO3a, TOKCHYHOCTh HE HaKarinBaJlaCh.

IlepeozupoBka

Crnenuduueckoro anTu0Ta He cyuiectByer. [Ipu nepe103upoBKe JieueHHe CUMITOMATHYECKOE.
[Ipu HeoGX0AMMOCTH, PEKOMEH/1yeTCsl BbI3BAaTh PBOTY MJIM NIPOBECTH IPOMbIBAHUE JKEITY/IKA.
Wmerotes coobuienus o ciiydasix nepeio3upoBKU. B HEKOTOPBIX M3 9THX CllydyaeB OTMEYalu

noGoYHbIe peakilii, COOTBETCTBYIOIME NPopHII0 6e30MacHOCTH npenapara.

B3aumojeiicTBHe ¢ APYrHMH JIeKaADCTBEHHbIMH CPe/CTBAMH

IIpenapamyi, nogstuarouwgue Konyenmpayuio cynumunuba 6 niasme

CoBMecTHOE NpUMEHEHHE pa3oBOii /103bl CyHUTHHUOA ¢ uHrHOUTOpoM H3opepmenta CYP3A4,
KETOKOHa30J10M, MoBbIaeT Cpax 1 AUC(,, KOMIUIEKCA CYHUTHHHOA M OCHOBHOIO aKTHBHOIO
metaboauTa y 340poBbIX ao0OpoBosibueB Ha 49 % u 51 %, coorBercTBeHHO. [Ipumenenue
nperapara Cy’l‘eHT® COBMECTHO ¢ Jipyrumu uHruouropamu usopepmenra CYP3A4 (nanpumep,
PUTOHABUPOM, MTPAKOHA30JIOM, SPUTPOMULIMHOM, KJIAPUTPOMHMLMHOM WM IpeHndpyToBbIM
COKOM) MOJKET MPUBECTH K MOBBIILIEHUIO KOHUEHTPALUK CYHUTHHHUOA.

Cnenyer uszberarb COBMECTHOrO IpHeMa MOIIHBIX HHruOuTOpoB H3odpepmenra CYP3A4 ¢
npenapatom CyTeHT" WIM Clie/yeT BbIOpaTh ajibTEPHATMBHBIN Nperapar ¢ MHHMMAILHOM
cnocoOHocThI0 K MHruOupoBanuto uzopepmenta CYP3A4. Ecam 510 He mnpeacrasisercs
BO3MOXHBIM, BEPOSITHO, Oy/ieT He0OX0JMMO YMEHBLIUTh CYTOYHYIO /103y CyHMTHHMOA Ha 12,5

mMr go 37,5 Mr B CYTKM [IpM TacTPOMHTECTHHAJIBHBIX CTPOMAJIBHBIX OMyXOJsiX W
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METACTATHYECKOM [OYEYHOKJIETOUHOM pake M 10 25 MI B CYTKH TpH HEHPOIHAOKPUHHBIX
OIMyXOJISIX MO/DKETY/I04YHOM KeNIE3bl.

IIpenapamei, cHudcatowgue KonyeHmpayuio Cynumunuba 6 niasme

CoBMecTHOE NMPUMEHEHHE Pa3oBoil 103bl cyHUTHHHOA ¢ MHAyKTOpoM u3ohepmenta CYP3A4,
pudamnuumnom, cHwkaer Cpa M AUC). y 310poBeIX 100poBosibles Ha 23 % u 46 %,
COOTBETCTBEHHO.

IIpumenenune npenapara CyTeHT® COBMECTHO C JIpyrMMH MHAyKTopamu u3odepmenta CYP3A4
(Hanpumep, JIeKCaMeTa30HOM, (heHUuTOuHOM, KapbamazenuHom, pudamnuLmHOM,
(penobapbuTanoM uiaM 3BepoOOEM TPOJBIPSBICHHBIM) MOXET TPUBECTH K YMEHBIICHHIO
KOHIEHTPALMK CyHUTUHUOA.

Cnenyer usberaTh COBMECTHOIO TpHeMa MOIIHBIX HHAyKTopoB H3odpepmenta CYP3A4 ¢
rnpenaparom Cyrent” wim cieyer BbiOpaTh anbTepPHATHBHBIH Mpenapar ¢ MHHUMaJbHON
crnocobHoCcThIO K MHAYKIMH u3odepmenta CYP3A4. Eciim 510 He npeacTaBiseTcs BO3MOXKHBIM,
BEPOATHO, OyaeT HEOOXOAMMO YBEIMYHUTb /03y CYHMTHMHMOa Ha 12,5 Mr, KOHTpOJMpYs
NePEHOCUMOCTH Tpernapara naieHTom. CyToyHas 103a B 9TOM CJly4yae He JI0JDKHA NPEBbILIaTh
87,5 Mr B CYTKHM TNpPH TaCTPOMHTECTHHAJILHBIX CTPOMAJIBHBIX OIYXOJISIX M METACTaTHYECKOM
MOYEYHOKJIETOYHOM pake M 62,5 Mr B CYTKH T1pH HEHPOIHIOKPHUHHBIX  OIYyXOJIsX

NOJIKENY/I0YHOM XKeJIe3bl.

Ocobbie ykazanus

Jleuenue npenapaTom CyreHt” ciie/lyeT NPOBOIUTE N0/l HAGIOICHHEM Bpaya, MMEIOLLEro OMbIT
paboThl ¢ MPOTUBOOIYXOJIEBLIMHU MpENapaTaMy.

B Hauane KakJ0ro UMK/Ia Tepanuu rpenapaTom Cytent” clietyeT NpOBOANTH MOMHBII aHANN3
remMaToJIOrMYeCcKUX MoKa3aresei.

KpoBoreyenus

Bouiv mosydeHsl cooOIIeHHs O ciydyasiX KpOBOTEYEHHWH, WHOIAAa CMEPTEbHBIX, BKJIKOYas
XKeJIyJI0YHO-KUIIIEYHbIE KPOBOTEYEHHs, KPOBOTEYECHHMs W3 JIbIXaTEJbHBIX IYTEH, OIyXO/IH,
MOYEBBIBO/ISIIMX MyTeil U KPOBOM3JIMSIHUSL B TOJIOBHOW MO3I. DTH sBJIE€HMS MOIYT BO3HUKATb
HEOXHUJIAHHO, @ B CJIy4ae OIMYXOJIEBBIX OYaroB B JIETKUX MPOSBIATHCS B (hOpME THKEIOro WIIH
XKM3HEYIPOKAIOIIETO KPOBOXAPKAHbSl WJIM JIETOYHOrO KpoBoTedyeHus. Mmerores coobuieHus o
Pa3BUTHM JIEFOYHOIO KPOBOTEYEHMs! (B HEKOTOPBIX CIIyyasX C JI€TajlbHbIM HCXO/OM) Y
MalMeHTOB, NPUHUMAIOIIMX  CYHUTHMHHO 1O  MOBOJY  MOYEYHOKIETOYHOrO  paka,
racTPOMHTECTUHAJILHBIX OMYXOJIel MM HEMEJIKOKJIETOYHOro paka Jerkux. BaxHo: cyHuTHHuO
HE 3aperMCTPUPOBAH JUIsi JICUCHWs HEMEJIKOKJIETOUHOro paka Jierkux. Ilepuoauveckn

HEeOoOXO0/IMMO TPOBOJIUTH BpaueOHBI OCMOTP W OLEHMBATH MOKAa3aTesId KPOBHM JUls paHHEro
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BbISIBJIEHUS TIEPBbLIX MPU3HAKOB KPOBOTEUECHHUS M NPUMEHEHHs HEOOXOMMBIX TEPaneBTHYECKUX
mep. [lpu comyTcTByroliei Tepanuu aHTHKOAryJIsiHTaMM CJIEJlyET CJIEUTh 3a [0Ka3zaTe/lsiMu
CBEPTHIBAEMOCTH KPOBH.

HocoBoe KpoBoTe4eHHE, CBS3aHHOE C Tepanueid CYHUTMHUOOM ObLIO CaMbIM 4YacThIM THIIOM
KPOBOTEYEHMI1 Y TALMEHTOB C COJWHBIMU ONYyXOJSMM M BO3HHKal0 B 8 % ciyyaes.
OTMeuaioch B MOJIOBMHE CITyYaeB y MalMeHTOB ¢ FreMOPParu4eCKUMH OCI0KHEHHIMHU.

CepaeyHo-coCy/IMCTasi CUCTEMa

Ces3b Mexj1y MHrMOMpoBaHueM peuentopa tipo3utkuHasel (PTK) u cepaeunoii pynkumei ne
u3ydyeHa. Hewu3BecTHO, MOABEPraioTCs /M MNALMEHTHI, y KOTOPHIX OBLIM 3aperucTPUPOBaHbI
cllydan Cep/euHO-COCYMCThIX 3a00NeBaHUi B TeUeHUE NOCAEAHMX 12 MeCALEB 10 Ha3HaYCHUs
JIeUeHUs CYHMTHMHMOOM, Takue Kak WH(papkT MHoKapaa (BKIIOHas THKENYIO/HECTaOMIbHYIO
CTEHOKap/IMi0), KOpoHapHoe/nepudepryeckoe yHTUPOBAHUE, CUMIITOMaTHYECKas 3acTOMHas
cep/ievHasl  HEJI0OCTAaTOYHOCTb, LEpeOpPOBACKYIAPHBIE  OCIOXKHEHHWS  WIIM  TPAH3UTOPHBIC
MIIEMHYECKHE HapYyIIEHUWs, WK JieroyHas sM00Jus, OoJblIeMy PUCKY Pa3BMTHsSl CBA3aHHOHW ¢
neyeHueM JUChYHKUMM JeBoro kenyjaouka. [Ipy HazHauenuw mnpenapara CyTeHT® 9TOM
KaTeropyuy MalyMeHTOB CJIEAYeT TIIATEIbHO OLIEHUTh COOTHOLLIEHHE PUCK/TIONb3A.

Bo Bpems Tepanuu npenapaTtom Cyrent” MalMeHTOB ClieyeT NepHoJMYecKH obcie1oBaTh Ha
npeamer OOHApYKEHUS KIMHUYECKMX NPU3HAKOB W CUMITOMOB XPOHHMYECKON CepAeyYHOM
Henoctaroynoctd (XCH). ®BJDK pekomenayercs oueHMBaTL 10 Hauyaja TEparuu, a TakKKe
NEepHOAMYECKH BO BPEMSs JIEYEHHS!.

[Ipu nposiBnennn kauHuyeckux npuszHakos XCH neuenne cyHUTMHHOOM clelyeT MpeKpaTUTh.
[Ipu orcyrcrBun kannudeckux npusHakoB XCH, Ho ¢ nokazatensmu @BJDK menee 50 % win
YMEHbBIIEHUH 3TOro rnokasarens 6osnee yem Ha 20% no cpaBHEHMIO C MCXOJHBIM (10 Hayaja
Tepanuu), 103y CyHUTHHHOA PEKOMEH/1yeTCs yMEHBIIUTh UM NPEKPATUTh NIPUEM Npernapara.

B nocTperucTpallMoHHOM [epHojie OTMEYaWCh CJydyad HapyLIeHHs CepAEYHOH (QyHKUUH
(yHOrA ¢ JIeTaJlbHBIM MCXO0J/IOM), TaKM€ KaK cep/iedyHas HeJ0CTaTOYHOCTh, KapAMOMHOMNATHS,
MIIEMMsi MHOKap/a ¥ MHpapkT Muokap/a. CielyeT ¢ OCTOPOXKHOCTBIO NIPUMEHATh CYHHTHHHO y
MAalMEHTOB C WMEIOLUIMMCS PUCKOM pPa3BUTHs JaHHbIX HapyumieHuid. Ha ocHOBaHuM JaHHOM
MHPOPMALIMK TIPETNOAraeTcsl, YTO MPUMEHEHHE CYHUTUHMOA MOXKET MOBBIILIATL PUCK Pa3BUTHS
KapIMOMMOTIAaTUK. Y MalMeHTOB, MOJIyYaBIIUX JI€YeHHE CYHUTHMHHUOOM, He OBLIO Jpyrux
(GakTOpOB pUCKa Pa3BUTHs KapIMOMHUOIIATUH, KPOME JIEHCTBUS CaMOro rnpernapara.

HapyiieHus co CTOpOHBI COCY/I0B

Wmerorest cooOlueHust 0 ciaydasx aprepuanbHOi Tpom00dMOOIMM (B HEKOTOPBIX CllydasX ¢
JIETaJIbHBIM MCXOJOM) y MAalMEHTOB, MPUHUMAIOIIMX CyTCHT®. Haubonee wacteiMu ObLIM:

HapylIeHHe MO3rOBOr0 KpOBOOOpAILEHHWs, TPaH3UTOpPHAs MINEMHYECKas araka W MHCYJIbT.
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dakTopaMu pHUCcKa, OMUMO OCHOBHOIO 3a00JieBaHMS M BO3pacTa MalMeHTta crapiuie 65 jer,
SIBJISIFOTCS: apTephalibHasi TUIEPTEeH3Ms, caxapHblil 1uader, TpoMO0IMOOIHUECKHE OCIIOKHEHHS
B aHaMHe3e.

B KJIMHHYECKHUX MCCJIEJOBAHUSAX OTMEYaJIM Pa3BUTHE BEHO3HBIX TPOMOOIMOOINIA, B TOM yHCIie
TpoMb03a riaybokuX BeH U TpoMO0sMO0uK erouHoi aprepun. Ilpu pazsurun Tpom605M601MH
JIErOYHOM apTepyu B OHOM ciiyyae npuem npenapata CyTeHT ObUT OTMEHEH, a B HECKOJIbKHUX
ciyyasx noTrpebOoBalloch CHI)KEHME J03bl WIM BpPEMEHHOE npekpauieHue tepanuu. Ilocne
BO300OHOBJIEHHMs Teparnuu, Yy OSTUX TMalMeHTOB B JajJbHEHIIeM He Habmojanu ciydaes
TPOoMO0OIMOO0IUM JIETOYHOM apTepHH.

Hapyiuienus Bkyca

B KJIMHHUYECKMX HMCCIICIOBAHUAX JMCTEeB3Usl HaOJIH0/1a/1ach Y 28 % nauueHToB, [MoJ1iy4aBIINX
TEparuro rnpernapaToM CyTeHT®.

Ynanuuenune nareppajia QT

[Ipy KOHLEHTpalMsX, NMPUMEPHO B 2 pasza MPEBBILIAIOIMX TEePareBTHYECKHE, CYHHTHHHO
cnocobcTByer  yuinHeHuio uHTepBana QTcF  (koppekuus @penepuka). Kinnuueckas
3HAUYMMOCTh 3TOro H(ekra HescHa M 3aBUCUT OT (AKTOPOB PHUCKA M BOCIIPUMMYHMBOCTH
KOHKpeTHOro nauuenta. CyHUTHHUO clielyeT NMPUMEHATh ¢ OCTOPOKHOCTBIO Y TALMEHTOB C
yauiuHenueM uHrepBana QT B aHamHe3e, y NalUMEHTOB, NPUHUMAIOLIMX AHTUAPUTMHYECKHE
npernaparbl, WM y NalMeHTOB ¢ COOTBETCTBYIOLIMMHM 3a00/eBaHUsAMU cepiua, Opaaukapaueit
WM HapyleHusIMU sniekTpoiutHoro Oananca. Tpebyercs cobmozaTh OCTOPOXKHOCTH M
YMEHBIUUTE /103y CYHMTHHMWOA TNpU OJHOBPEMEHHOM T[pPHUEME MOIIHbIX MHIHOMTOPOB
uzodepmenta CYP3A4, KoTOpble MOTYT MOBBILLATH KOHLUEHTpaLMIO cyHUTUHUOA B nuasme. Jlo
Haua/a Teparum M B npolecce neyenns npenapatom Cyrent’ pekomenyercs IKI-KOHTPOIb.

[ToBbllIEHHE apTEPUAILHOIO JIABJICHMS

IloBbilieHHe apTepHaIbHOrO AAaBJICHUSI OYEHb YAacTO OTMEYAETCsl y MALMEHTOB MOJyyYaroluX
Tepanmio npenaparom CyTeHT”.

[TaupentoB cneayer oOcnenoBaTh Ha MpPeAMET [OBBIIIEHUS apTEPHAIbHOIO JaBJICHHUS,
MCIIOJIb3Ysl CTAHJIAPTHbIE METO/bl KOHTPOJISl. Y NMalMeHTOB ¢ TshKesloi (opmoit aprepuanbHOM
FUNEPTEH3UH, HE MOJIAIOUIEHCS JICYEHUIO, PEKOMEH/YEeTCsS BPEMEHHOE INpeKpalleH|e Teparuu
npenapatom  Cyrent”. Tepamuio BO30GHOB/SIOT, KaK TOJBKO yJaeTcsi —KyNMpOBATh

ApTEPUAJIBHYIO THIIEPTEH3UIO.

HapyiieHus co CTOpOHBI JIBIXaTEIbHOW CUCTEMBI

W3 KIMHUYECKMX MCCIIEIOBAaHUI HCKIIOYaIM TMALUMEHTOB €O CciaydasMu TpoMOoaMOoauu
JErOYHOM apTepuu, 3aperucTpUpOBAHHBIX B TeueHUWe 12 MecsaueB [0 Hayajla Teparnuvu

CYHUTHHUOOM.
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V nanueHToB, MoJyyaBlIIMX CYHHTHHMO B 3 (aze perucTpallMOHHBIX MCCIIEI0BAHHI OTMEYalin
cilydan HapyiieHus (pyHKUMM JbIXaTeIbHOH CHCTEMBl (HanpuMep, AMCIIHOD, IUIEBPaIbHBIN
BBINIOT, TPOMOOSMOOJIMS JIEFOYHON aprepud WM OTeK Jerkux). [lpubnusurensno 22,2 %
MalMEHTOB C COJIMAHBIMU OIMYXOJSIMH, KOTOpBIE TMOJIyYaJid Teparuio CyHUTUHUOOM, OTMeYaliu
cilyyau HapylieHust QYHKLUUH JEerKHX.

Ciyyan tpoM605MO0JIHMHK JIErOYHON apTepuu oTMeuanu npubnusutenbHo y 3,1 % nauueHToB ¢
raCTPOMHTECTHHAJIBHBIMM ~ CTPOMaJbHBIMM ~ omyxoussMu My 1,2 % nauueHtoB ¢
pacrpocTpaHeHHBIM M/WJIM METacTATUYECKUM MOYEUHOKJIETOUHBIM PAKOM, KOTOpBIE MMOJy4Yaliu
Tepanuil CyHMTHHHOOM B 3  (a3e KIMHMYECKMX MCCIEN0BaHMA. VY  MAalMEHTOB C
HepezeKkTabeIbHBIMH WK MEeTaCTaTHYECKUMH BBICOKO M pepeHIMpOBaHHBIMU
HEMPOIHJOKPHUHHBIMH OIYXOJIIMH MO/DKEITY/I0YHO# JKesle3bl, MoyyaBlIuX CyHUTUHHO B 3 da3se
KJIMHUYECKUX MCCJIC[IOBAHUM, HEe OTMeualu ciy4yaeB TpomMOOIMOOIMHU JIErOYHON apTepHH.
Penkue ciaydau ¢ JIeTalbHBIM MCXOJIOM HaOMIOMANNMCh BO BpPEMs IOCTPETUCTPALIMOHHBIX
UCCJICIOBAaHHH.

Hapymenue ¢ yHKIIMHW IIMTOBUIHOM JKeJIe3bl

Pekomenjyercss HaOJIIOJICHHE 3a BCEMM MAalMEHTaAMH BO BpeMs Tepanuu CyHUTHHHUOOM Ha
npeaMer pa3BuUTUs AMCOYHKLMU IMTOBUIAHOM dkenesbl. IlaumeHThl ¢ npu3HakamMu w/uim
CUMIITOMAMH AMCRYHKLMHU LHUTOBUAHOM JKele3bl I0/DKHBI MPOXOAUTD 1a00paTOPHbIA KOHTPOIIb.
Taoke pekomenayercs (OHOBOE HCC/el0oBaHWe J1abOpaTOpHBLIX MoKazarenell  (QyHKUUU
LIMTOBU/HOM KeJie3bl Y MaMEeHTOB C TMIIOTUPEO30M MK FMNepTHpe03oM. Jleyenne nauMeHTos ¢
FUNOTHPEO30M MPOBOJASAT B COOTBETCTBUU CO CTAHAAPTHOW MEIMLIMHCKON NPaKTHKOM /10 Havala
Teparnuu CyHUTHHUOOM.

B nocrperucTpallMOHHBIX KIMHUYECKUX MCCIIE/IOBAaHUAX OTMEYalu Clyyau TUIEpPTUpeO3a, B
HEKOTOPBIX CJIy4asX ¢ MOCJIEAYIOUMM Pa3BUTHEM FMIIOTHPEO3a.

Koska 1 10J1IKOXKHbI€ TKAaHU

® MoxkeT

[TaumeHToB crieayeT npeaynpeanTh O TOM, YTO BO BpeMs jieueHus npenapatom CyTeHT
HaOMIOaThbCsl M3MEHEHHE OKPAaCKM KOXM BCJICACTBUE HAJIM4MsA B IIperapare Kpacuresis
(kentoro). Takxke MoXeT MNPOUCXOAUTH oOeclBeYMBAHUE BOJOC MM KOXH. JIpyrumu
BO3MOJKHBIMH HEXKEJIATEJIbHBIMU  SIBJICHUSIMA TIPU  TIPUMEHEHWH CYHMTHMHMOA Moryr ObITh
CYXOCTb, MCTOHYCHHME KOXH MJIM 0Opa3oBaHWE HAa HEH TPEIIMH, My3bIpEd WIM NOsBICHHUE
MECTHOM CHITNIK HA JIQJIOHAX W CTYIHSAX.

Jlanubie 3G ¢eKkTsl He WMEIOT CKJIOHHOCTH K pPacrpocTpaHEHHIO, OOBIMHO 0OpaTuMbl WU B
OOJIBIIMHCTBE CIIy4aeB HE MPUBO/IMIM K HEOOXOMMOCTH OTMEHBI TEPAIIHH.

OTMeYanuch peJIkue ciiydyad TsHKEJIbIX MOPAaKEHUH KOXKH, TAKUX KaK MYJIbTH(GOpMHas spuTema,

MMOPAXXEHHUsI KOXH, IMOXO0XKHUE Ha CHUHIAPOM CTHBeHCﬂ-H)KOHCOHa, HEKOTOPBLIC H3 KOTOPBIX
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MPUBONIIH K JIeTalbHOMY Hexoay. Ciie/lyeT OTMEHUTD TePaI|io MpenapaTom CyTeHT® B Cllyyae
paseuTHsi CMUMOTOMOB cuHapoma CruBeHca-J[KOHCOHa WM MyJbTHQOPMHOH SPUTEMBI
(HanpuMep, MPOrpecCHpyiolasi KOXHasi Chllb, OOBIYHO ¢ 0Opa3zoBaHWeM Iy3bIpeil H
nopaxkeHueM CIM3MCTBIX  obosoyek). Eciam  amarnos  cunapoma  CruseHca-/[xoHcoHa
MOJITBEPIK/IAETCS, TEPANUIO HEe BO3OOHOBIIAIOT. B HEKOTOPBIX Clly4asiX MaluMeHThl ¢ M0/103peHHEM
Ha MyJIbTHHOPMHYIO SPUTEMY MEPEHOCHIIM BO30OHOBJIEHHE TEPAllik B MEHBIIUX J103aX I10CIIE
paspeleHuss CUMITOMOB MOPAXKEHMSI KOXHM; HEKOTOPbIE M3 STHUX MALMEHTOB OJHOBPEMEHHO
MoJIy4yaii Teparnuio rIIOKOKOPTUKOCTEPOM/IAMH HIIM AHTUTHCTAMHUHHBIMHU TpenapaTtamy.

[TopaXkeHMs1 JKeJTYTOUHO-KHULIEYHOr0 TPaKTa

V nauueHToB ¢ HMHTpa-abJ0OMMHAJIBHBIMU OMYXOJIAMH, TOJIyYaloIMMH TEPanuio NpernapaTom
CyTeHT®, OTMeYaJii Cephe3HbIe OCIOKHEHHs (B TOM Yuciie neppopaium Key104HO-KUILEYHOro
TpaKTa), B HEKOTOPBIX CJIy4asiX ¢ JIETAJIbHBIM HCXO/I0M.

TowmHoTa, AUapes, JUCIENCUs], CTOMATUT U PBOTA MOTYT BO3HHMKATh MPH NMPUMEHEHUH Npernapara
CyTeHT®. B Takux ciiydasx cjeayeT pacCMOTPETh BO3MOXKHOCTH IPUMEHEHHSI TIPOTHBOPBOTHBIX
WJIK TTPOTUBOIMAPEHHBIX MPENapaToB B KAYECTBE M0/UIEPKUBAIOLICH TEPANTUU.

[TankpeaTut

B KJIMHMYECKHMX MCCJICIOBAaHUAX NPU TMPUMEHEHHUM TIpernapara CyTCHT® OTMEYalu cly4yau
pa3BUTHS MaHKpeaTUTa. Y MalMEHTOB € Pa3jiM4YHbIMU COJIMIHBIMH OIMYXOJISIMH, NOJYYaIOLIUMH
TEPAInIO Mpenaparom CyTCHT®. Ha00anM OBBIIEHWE AKTHBHOCTHM JiMMNa3bl U aMuiasbl B
naasme KpoBu. [1OBbILICHWS AaKTMBHOCTHM JiMNasbl OblIM NPEXOAAUIMMM M B OCHOBHOM HE
COMpPOBOXK/JAJUCH CUMNITOMAaMM MnaHkpeatuta. Bo BpeMs JieueHHs npenapaTom CyTeHT®
NEePHOANYECKH HEeOOXOAMMO NPOBEPATh AKTUBHOCTb JIMNA3bl M aMUJa3bl B ChIBOPOTKE KPOBM.
[Ipy HanMuuKM WM MOSABJCHUM CHUMIITOMOB [AHKpEaTHTa CJIEAYeT [MPEKpaTuTh JieueHUe
npernaparom CyTeHT® 1 [POBECTH COOTBETCTBYIOLLYIO TEPAIMIO.

Cynoporu

VYV nauMeHTOB ¢ pPaJHOJIOTHYECKUMH [PU3HAKAMM METacTa3oB B TOJOBHOW MO3r WIH ¢
CHHJIPOMOM 3a/iHeit 00paTHMOit JIeiiKodHIedanonaTiyu ONMcaHbl Cliydau Cy10por (B HEKOTOPbIX
Cy4asix ¢ JieTaJbHbIM UCXO/I0M).

[laMeHTOB ¢ MeracTa3aMd B TOJIOBHOM MO3r, CyJOporaMM B aHaMHe3e W/WIH
MpU3HAKAMHK/CUMIITOMaMH 00paTUMOM 3a/iHel NielikodHIedanonaTuu, TaAKUMU Kak MOBBIILICHHE
apTepUabHOrO  JIaBieHHs, TroJIOBHas 00Jib, 3aTOPMOXKEHHOCTh, HApyUICHHE YMCTBEHHOW
JIeSTEIbHOCTH, TOTeps 3peHHs, BKIIOYas KOPTHKAJIbHYIO CJIENOTY, CJEAYeT KOHTPOJIHMPOBATH
CTaHIapTHBIMM METO/IaMM, BKJIIOYasi KOHTPOJIb apTepUabHOro AaBieHus. B ciyyae nossieHus

THX CHMNTOMOB Ha ()OHE Teparuu PeKOMEHJYeTCs BPEMEHHO IPEKPaTUTh NMPUEM Iperapara
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)
C}’TCHT@. [Tocsie MCUE3HOBEHUS! CUMITTOMOB JICYEHHE MOXKET ObITh BO30OHOBIIEHO 110 PEUICHHIO
Jieyaulero Bpava.

TpomboTHyeckass MUKPOAHTHOTIATUS

B KIMHUYECKUX MCCIIEIOBAHUAX U NPU MOCTMAPKETHHIOBOM IIPUMEHEHMH TIpenapara CyTeHT® B
MOHOTepanuu U B KomOuHaimu ¢ GeBauusymabom, coobmanocs o ciydasx TMA, Bkiovast
TPOMOOTHYECKYIO TPOMOOLIMTONEHUYECKYIO MYPIYPY M IE€MOJIMTHKO-YPEMHUYECKUH CHHIPOM,
MHOT/Ia TIPUBOSLIMX K MOYEYHOM HEJ0CTATOYHOCTH MM JieTanbHoMy ucxony. Ilpu passuruum y
nauypeHta TMA  npumeHeHue npernapara CyTeHT® HeoOxoaumo mpekpatuth . [locne
npeKpaieHus JeueHus Haboaanoch ucuesHoBeHue cumnromos TMA.

[Iporennypus

Wmerorest cooOLIeHHs O pa3sBUTHM NMPOTEHHYPUH WM HedpoTHUecKoro cuHapoma Ha Qowe
Teparnu1 CyHUTHHUOOM.

Pekomenayercss ¢oHOBOe HccieoBaHUe (QYHKLUMM MOYEK [0 Hayaja JICUeHHWs, a Takke
MOHHTOPHMHI TMOKa3aTesiel (hyHKIMM MOYeK BO BpeMs Tepalnuu CyHHTHMHMOOM. besomacHocTh
npuemMa CyHUTHHHOA y OOJIHBIX C MPOTEUMHYPUEH CpeIHEH MM TSHKEJION CTENEHH THKECTH HE
OlLIEHMBAIaCh. Y MNAlMEHTOB ¢ HEPPOTHYECKUM CHHIPOMOM JICUCHHE CYHUTHHMOOM cliejlyeT
MPEKPaTHTb.

['unoraukeMus

Bo Bpemsi Tepanuu CyHUTHHUOOM Y HEKOTOPBIX MAlMEHTOB OTMEYaIH CHWKEHUE KOHLUEHTPALMK
IJIIOKO3bl B KPOBU. B HEKOTOPBIX CllyyasiX TaKMe W3MEHEHUs! COMPOBOMKAAIMCH KIMHHUYECKUMHU
cumnromamu. Crneayer peryisipHO KOHTPOJIMPOBAaTh KOHLECHTPALMIO TIJIIOKO3bl B KPOBH Y
MalMeHTOB C caxapHbiM auaberoM M, Mpu  HEOOXOAMMOCTH, KOPPEKTHpOBATh /103y
IUIOTJIMKEMUYECKUX NPEenaparos.

['enaToTOKCUYHOCTh

Bo Bpems Tepanuu CyHUTHHHOOM OTMEYAIUCh Clydau NEYEHOUHOMH HEJI0CTaTOYHOCTH, HHOI/IA C
netanbHbIM  uexooM. CrielyeT KOHTPOJMPOBATH [10KA3aTeNM «IEYEHOYHBIX» (EPMEHTOB
(ananuHamMuHOTpaHcepasy, acrnaprataMUHOTpaHcdepasy, KOHUEHTpauuio OunnmpyduHa) 10
Hayaja Tepanvd CYHUTHHMOOM, BO BpeMs KaXJOro UMKJIa Tepanud W NpU  HaJIWYUH
KJIMHWYECKUX rokKaszaHuit. [Ipu pazeutuu nobo4HeiX 3QHeKkToB cO CTOPOHBI QYHKLMH NEUeHH 3
M 4 cremeHd cielyeT INPUOCTAHOBMTH [pUeM Mpenaparta. B ciyudae, eciM CHMITOMBI
renaToTOKCHYHOCTH He pa3pelaloTesi, IPUMEHEHHe MpenapaTa cieyeT OTMEHHUTb.

["eMaToJIOrTHYeCKKE HAPYILIEHUS

Wmetotest cooOIIeHHsT O CHW)KEHHH KOJMYecTBa HEHUTpoduiaoB M TpomMbouuTroB Ha (oHe

npuMeHeHust cyHuTHHMOa. [lepeunciieHHbIe Cllydan He SBJSIOTCS KyMYJISATHBHBIMH, OOBIYHO
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ObLIM OOpaTMMBIMK M HE NMPUBOAMIM K OTMEHE Tepanuu. B HEKOTOpbIX ciydasx OTMEYaioch
paszBuTHe (aTaIbHOTO KPOBOTEYEHHS B COUETAHUM C TPOMOOLMTONECHHUEH.

V nanMeHToB, MOJYYAIOIUX JICYCHHUE TPErnaparoM Cyrent”, nepesi HAYANIOM K&XKIOTO LMKIA
Tepanuu clielyeT NMPOBOUTH MOJIHbINA aHAJIN3 KPOBH.

CHHJIPOM JIM3UCA ONYXOJIU

[laupenTtsl ¢ GONBLION ONMyX0JEBOW Maccoi (10 Havyana JIEYeHHs CYHHTHHMOOM) JOJDKHBI
HAXOAMTBCA M0/ TINATEJIbHBIM MEJMIMHCKUM HaOMIOJICHUEM, TaK Kak Yy HHUX HMeercs
HaubOJIbLINI PUCK PAa3BUTHS CHH/IPOMA JIM3UCA OITYXOJIH.

UHdekmy ¥ uHBa3um

Coobmaercs o cliydasx cepbe3Hbix MHMeKiuii (B ToM yncie Ha oHe HEWTPOIIEHNH), YacTh U3
KOTOPBIX ~3aBEPIIMIMCHL JIeTalbHbIM HexozoM. Mupekuuu, paspuBatommecs Ha  done
NPUMEHEHUsS CYHUTUHMOA, SABJSIOTCS OOBIYHBIMM /U1 OHKOJOIMHYECKHMX OOJIbHBIX, HAampumep,
pecniipartopHble MH(EeKIH (ITHEBMOHMS, OPOHXMT), MH(EKLMH MOYEBBIBOJSIUMX MyTeH,
KOXHBIe MHPEKIMM (HanpuMep, BOCTIAJICHUE TOIKOXKHO#M JKMPOBOH KieTyaTku), cencuc. Yacro
MH(EKIMU MOTYT UMETh OaKTepUaIbHYIO, BUPYCHYIO WM TPUOKOBYIO NPUPOJLY.

HekpoTuzupyrouwii paciimur

HNmetores C006l.lleHl/lﬂ O pCAKUX ClydyasX pa3sBUTHA HEKPOTHU3HPYHOLICTO (bacuum“a, B TOM YHUCJIC
MPOMEXHOCTH, B HEKOTOPLIX cCiydasX C JIETaJIbHbIM HCXO/10M. Hpu pa3BUTUKU JAAHHOTO
HEXKEJIAaTCJIbHOI'O SABJICHWSA ciaenyer OTMECHHUTD [MpUeEM CyHMTHHl/l6a H Ha3HA4YUTb
COOTBETCTBYHOLIEC JICHCHHUE.

XUpypruyecKkue BMELIATE1bCTBA

Ha ¢one npumenenus npenapara Cyrent” OTMeuasIH Cilydan 3aMe/UIEHHOTO 3KUBJIEHUs paH. B
cilydae  HeoOXOJMMOCTH  MpOBEJEHUS  OOLIMPHOrO  XMPYPruyecKOro  BMELIATENbCTBA,
peKoMeH/yeTcss BpEeMEHHas MPUOCTAHOBKA rpuema mnpenapara. Mwmerorcs orpaHuyeHHbIe
JlaHHbIE O BPEMEHM [0C/ie OMNepalyuu, MO OKOHYaHMM KOTOPOro BO3MOXHO BO300HOBHMTH
tepanuto. Takum 00pa3om, pelieHWe O BO30OHOBJICHHWM TEpanMu CjelAyeT MpUHMMArh Ha
OCHOBaHHMHU OLEHKH COCTOSIHUSI PaHbl 110CJIE ONEPALIUH.

OCTEOHEKPO3 YEJIKOCTH

Ha ¢one npumMeHeHus CyHUTHMHMOA OTMEYAJIMCh Clly4ad pa3BUTHs OCTEOHEKPO3a YENOCTH.
Bosblias 4YacTh cjydaeB OTMedYanach y TMAlMEHTOB Ha (OHE BHYTPMBEHHOIO BBE/ICHUs
ouchocdoHaToB, prUeM KOTOPLIX sABisieTcs: GaKTOPOM PUCKA Pa3BUTHsS OCTEOHEKPO3a YEJIIOCTH.
Cnenyer cobmoaaTh OCTOPOXKHOCTH MPHU  OJJHOBPEMEHHOM TPUMEHEHMH CYHMTHHHOAZ M

BHYTpUBEHHBIX hopMm OGuchochonaros.
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Kpome TOro, HHBa3MBHbIE MPOLEAYPbI O MOBOJY 3a00J€BaHMIA T0JI0CTH PTa TAKXKE ABJIAIOTCS
dakTopamm prcKa pa3BUTHsS OCTEOHEKpO3a 4etocTH. Ilepe HayajioM Tepanuv CyHHTHHHOOM
clie/lyeT MPOBECTH CTOMATOJIOrHUeCKoe 00cIIeI0BaH1e MALIMEHTa.

V nauMeHToB, NMPUHUMAKOIIMX CYHMTHMHUO, paHee [0JIy4aBIIMX BHYTPUBEHHYIO TEparnuio
ouchochoHatamu, ClielyeT M0 BO3MOXKHOCTH U30eraTh MHBA3MBHBIX MPOLEYP B MOJOCTH pTa.

Peakiuu TMIIEPYYBCTBUTEILHOCTH/AHTMOHEBPOTHYECKUNA OTEK

B cjiy4dac pa3BUTHA AHTUOHEBPOTHUYECKOT'O OTCKa B pe3ynbTare pe€akunu
TUIEPYYBCTBUTEIIBHOCTU  CIIEAYET IMPEKpaTHUTb  TEpAITUIO CyHl/lTHHl/I60M W  HA3HA4YMUTH
CTaHAapTHOE JIEYCHHUC.

Q0Opa3zoBaHWe CBUIIEH

Umetotes coobiienus o ciydasx oOpa3oBaHWs CBHUILEH, MHOT/A CBA3AHHBIX C HEKPO3OM W/WIIM
perpeccueii OrmyxoJii, HeKOTOPbIE M3 KOTOPBIX 3aBEPIIMIIMCH JIETAIbHBIM HCXO/I0M.

[Ipu oOpaszoBaHWMM CBHINEH Tepanuio CyHUTHHHOOM cieayeT npekpatuth. Hwmerores
OrpaHMYEeHHBIE JJaHHbIE O IPUMEHEHUH Npenapara rnocjie 00pa3oBaHusl CBUILEH.

Brusinue na cnocobnocme 802coeHUs. a6mMompanchopma u ynpasieHus Mexanusmamu
[TaueHToB HEOOXOJMMO MpPEAYNPEeUTh O BO3MOXKHOCTH TMOSBJIEHUS BO BpeMs JICUCHUS
npenapaTtom CyTeHT® rOJIOBOKPYXKEHHMsE MU JAPYruxX MoOouHbIX A(PGEKTOB, KOTOpHIE MOrYT
MOBJIMATH HA CMOCOOHOCTH YIpaBJICHUSI ABTOTPAHCIIOPTOM M 3aHATHH JPYrMMH MOTCHLMATbHO
OMacHbLIMH BM/AMH JIEATEILHOCTH, TPEOYIOLIMMHU TOBBILIEHHON KOHLEHTPAUMH BHUMAHUS W

ObICTPOTHI ICUXOMOTOPHBIX PEAKLIMIA.

®opma BblITyCKa

Kancynel no 12,5 mr, 25 mr u 50 mr.

Ilepsuunas ynaxoska: Tlo 7 kancyn B 6icrepe u3 nieHku [IBX/Axnap v amomunueBoit Gosibru.
Bmopuunas ynaxoeka: I1o 4 6nvcrepa no 7 Karncys BMECTe ¢ MHCTPYKLMEH 110 NPUMEHEHHUIO B

KapTOHHOﬁ IMa4YyKe ¢ KOHTPOJIEM MEPBOTO BCKPBITHUSA.

YcnoBusi XxpaHeHust
I1pu Temneparype He Bbie 25 °C.

XpaHuThb B HEIOCTYIHOM /ISt ieTeit mecre!

Cpok roaHocTu.
3 roaa

He ucrnonb30BaTh M0 HCTEYEHUH CPOKA MOJAHOCTH!
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YciaoBus OTITYCKA U3 anTeK.

ITo peuenry.

IIpousBoauTe/n

I1¢aitzep Utanus C.p.n, Utanus
Anpec: Mapuno aenb Tponto, 63100 Ackonu [Tuueno, Uranus

IIperen3nun norpeduresnei nanpasasats no aapecy 000 «lldaiizep UnnoBauun»:
123112, Mockga, IIpecHenckas Hab., a. 10
b1 "bauns Ha nabepexnoii" (biok C)
Ten.: 8 (495) 287-50-00

®akc: 8 (495) 287-53-00

° PykoBoauTens otaena perucrpanuu

000 «lpaiizep UnHOBaLIM» C.A. Ocunosa
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