COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 20.11.2025 N= 28931

(MOCNENOBATENLHOCTL 0005)

OBLIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOTO TIPEITAPATA
1. HAUMEHOBAHME JIEKAPCTBEHHOTI O IIPEITAPATA
Hudepenun, 22,5 mr, nuoduan3at Ui IPUTOTOBICHUS CYCHEH3UU ISl BHYTPUMBIIICYHOTO
BBEJICHUS C MPOJIOHTUPOBAHHBIM BBICBOOOKICHUEM.

2. KAYECTBEHHBI U KOJJMYECTBEHHBI COCTAB

JlelicTBytollIee BEMIECTBO: TPUNTOPEINH

Kaxnpiii prakon cogepkut 22,5 Mr TpunTopenanHa (B BUAE TPUIITOPEIMHA ITaMOAaTa).

ITocne BoccTaHOBIEHHS BCceM pacTBoputeneM B 1 M comepxkutcs 11,25 Mr TpuntopenuHa (B
BU/JIE TPUIITOPEIMHA [1aM0OATA).

BemecTBa, HanMuue KOTOPHIX HA/I0 YYUTHIBATh B COCTAaBE JIEKAPCTBEHHOTI'O Mpenapara: HaTpui
(cMm. paznen 4.4). [TonHblii nepedeHb BCIOMOTaTEeIbHBIX BEIIECTB MPUBEACH B pasaene 6.1.

3. JJEKAPCTBEHHAS ®OPMA
JIuopwimzar UIs NPUTOTOBIEHUS CYCNEH3MM JUId BHYTPHUMBIIIEYHOTO BBEACHUS C
IIPOJIOHTUPOBAHHBIM BBICBOOOKIEHUEM.

4. KIMHUYECKUE JAHHBIE
4.1 Tloka3aHusi K NPUMEHEHHIO

[Ipenapar J{udepenun nmokazan B3pOCIIbIM:
Pax npeacraTeIbHOM JKENIE3h]
* JleyeHune MeCTHOPACIPOCTPAHEHHOI'O paKa MPEICTATEIILHOM KeJe3bl B MOHOTEpAIIUU WIIH
B KaQ4€CTBE aIbIOBAHTHOTO CPEJICTBA HAa (POHE JTyUEBOM TEpaIUU.
* JleueHne METACTaTUYECKOIO paKa MpPeACTaTeIbHON KEIe3bl.
[Ipenapat JJudepenun nokasaH AeTSM OT 2 JIET U CTaplie:
» IIpexnaeBpemennoe nonoBoe co3peBanue (II1C) nenTpaapbHoro reuesa ¢ Hayaiaowm IIC y
JIEBOYEK JI0 & €T ¥ Y MaIb4YuKOB 110 10 jer.

4.2 PexuM I103UPOBAHMS M CTIOCOO MPUMEHEHUSs

Pexxum 1o3upoBaHus
Pax npeocmamenvnou sncenesvl
Pexomennyemas no3a npemnapara J{udepenun cocrasnser 22,5 mr tpuntopenuna (1 dbmakon),
BBOJIUMOTO KaXJble IIECTh MeCSIeB (ABaAIlaTh YEThIpe HeAeNd) B BUIAE OJHOU
BHYTPUMBIIIEYHON UHBEKIIUU.
[Ipu MmecTHOpacpocTpaHEHHOM FOPMOHO3aBUCUMOM pake MpeAcTaTeIbHOMN JKele3bl BBICOKOTO
pHUCKa B KQUe€CTBE COMYTCTBYIOIIEH U MOCIENYIONIEH Ty4eBOU Tepanuu KJIMHUYECKUE TAHHbIE
MOKa3aJii, YTO JIydyeBas Tepamnusl ¢ HocieAyrouend 3-JIeTHEeH aHAPOTeHHOW JenpuBalyen
MpPEANOYTUTEIbHEE JIy4€BOM Tepanmuu C TMOCIHeAYIomer 6-MecsUHOW aHIpPOTeHHOM
nenpuBanuei (cM. pasaen 5.1).
Oco0ble rpynmbl NAIUEHTOB
Iayuenmol ¢ noueunoli u neyeHOuUHoU HedOCMAMOYHOCHbIO
JIns manMeHTOB € MOYEYHOM WM TEYEHOYHOM HEIOCTAaTOYHOCTBIO KOPPEKLHUs J03bl HE
TpedyeTcsl.

eTu
Pexxum o3upoBaHus y A€Tel aHAJIOTHYEH PEXKUMY JO3UPOBAHUS Y B3POCIIBIX.
Jleuenne gaeTell C MPESKICBPEMEHHBIM IIOJIOBBIM CO3PEBAaHHEM IIEHTPAJILHOTO TeHe3a (C
HavyajoM J10 8 jeT y aeBouek u 10 10 jeT y ManpuukoB) npenapatoM JudepenuH TomKHO
MPOBOAUTHCS MO OOIMM KOHTPOJIEM JIETCKOTO SHIAOKPUHOIIOTA WM TIeauaTpa, WU
SHJOKPUHOJIOTA, HMMEIOUIEr0 OMBIT JIEYEHHUsS NPEXKIECBPEMEHHOIO IIOJOBOTO CO3PEBAHMS
LIEHTPaIBHOTO TeHEe3a.
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(MOCNEQOBATENBHOCTE

Jleyenne MOJDKHO OBITH MPEKPAIICHO MPUMEPHO B PU3HOJOTHICCKOM BO3PACTE MMOJOBOTO
CO3pPEBaHUS y MAJTBYUKOB U JICBOYCK M HE JIOJDKHO MPOJIOIIKATHCS Y IEBOYCK IPHU JTOCTHKEHUU
KOCTHOT'O BO3pacTa, cooTBeTcTBYyIomero 12—13 ner. MMeroTcs orpaHWYeHHBIC JaHHBIC 00
ONTUMAJIBFHOM BpPEMEHU TNPEKpAlICHHs JICYCHHUS MAIbYUKOB, OJHAKO PEKOMEHIYeTCs
MpeKpaaTh JICYCHHE MaJTbYHKOB, IOCTUTIIMX KOCTHOTO BO3pacTa, COOTBETCTRYoIIero 13-14
rojam.

Cnoco0 npuMeHeHHs!

Ilocne  BoccraHOBIEHHWsS — cycneH3uto —mpemapara JudepenuH  cieayer  BBOIUTH
BHYTPHUMBIIIEYHO OTHOCHTEIBHO OBICTPO W HENPEPBIBHO, YTOOBI H30€XaTh BO3MOXKHOMN
OJIOKUPOBKH WTJIBL.

Crnenyet cTporo u3bderarh CiIyd4aliHOrO BHYTPHCOCYIMCTOTO BBEICHUS.

Kak u B ciydae ¢ Ipyrumu JICKQpCTBEHHBIMH IpenaparaMd, BBOAMMBIMU HHBEKIIMOHHBIM
MyTeM, MECTO MHBEKIIUU CIIEIYET NEPUOTUICCKUA MCHSITh.

Mepvl npedocmopodichocmu, npuHuMaemvle nepeod NPUMeHeHueM npenapama uiu npu pabome
C HUM

Judepenus npeaHazHaAvYeH TOIBKO I BHYTPUMBIIIEYHOTO TPUMEHEHUS.

Judepenun npencrabiseT co0oil CycnieH3ur0 MUKporpanyd. [1o 3Toil npuunHe HE0OXOAUMO
n30eraTh HeMpeJHAMEPEHHOTO BHYTPUCOCYTUCTOTO BBEICHHMS.

JudepenuH T0DKeH MPUMEHSTHCS T10]T HAOJI0ICHHEM Bpaya.

WHCTpyKIMK 110 BOCCTAHOBJICHHUIO JICKAPCTBEHHOTO Tperiapara rnepej IpuMeHEHUEM
IIPUBE/IEHBI B pazjene 6.6.

4.3  TIpoTuBOmMOKA3aHHUS

e [ UMepuYyBCTBUTEIBHOCTh K TPUIITOPEIHHY, TOHAIOTPONUHPHIU3UHT ropMony (I'HPT),
aHanoram ['HPT' umu moOoMy W3 BCIIOMOTaTelbHBIX BEIIECTB, MEPEUYMUCICHHBIX B
paznene 6.1 (cm. Taxoke paszaen 4.8).

e OEpeMEHHOCTbh U MEPHOJ] TPYJHOTO BCKapMIIMBaHUs (cM. pazjaen 4.6).

44  OcoOble ykazaHUsl M MepPbI NPEA0CTOPOKHOCTH NPH MCIO0JIb30BAHNH

IIpumenenne aronucra I'HPI" mMoeT BbI3BaTh CHMKEHHWE MUHEPAIBHOW IJIOTHOCTH KOCTEH
(MIIK). YV MyXuuH, 1O NpeABAPUTEIbHBIM JaHHBIM, HUCIONb30BaHUE Oucdochonara B
couetaHnu ¢ aroHucrom I'HPI', TaknuMm kak TpUNTOpennH, MOXKeT yMeHbIUTh norepro MIIK.
Oco0yr0 OCTOPOXXHOCTh HEOOXOAMMO COOJIIOJIaTh MAallMEHTaM, Y KOTOPBIX HMMEIOT MECTO
JIOTIOJIHUTENbHBIE  (DAKTOpPBI pHUCKAa pa3BUTHUS OCTEONOpo3a (HAampHUMeEp, XPOHHUECKOE
370yNOTpeOIeHHEe alIKoTroJIeM, KypeHue, JIUTeIbHas Tepanus npenapaTaMy, CHHKAIOUMMU
MIIK, TakuMu Kak, IPOTHBOCYAOPOKHBIE MTpENnapaTsl NN TIIFOKOKOPTUKOCTEPOUBI, CIIydan
pa3BUTHA OCTEONIOPO3a B CEMbE, HEAOCTATOYHOE ITUTAHUE).

B penkux ciydasx isedeHue aroHuctamu [HPIT MokeT BbIABUTH Hanudue paHee He
JMAarHOCTUPOBAHHOM TOHAJOTPONHON aJeHOMBI Tumodusa. Y TakMX MAIEHTOB MOXKET
HaOJII0/1aThCsl alloIUIeKCHUs TUIO(U3a, XapaKTepU3YyIOIIascsi BHE3alHOM TOJIOBHOH 00510,
PBOTOI, HapyIIEHHEM 3pEHHUs U 0P TaTbMOIITIETHEH.

Y nanueHToB, NPOXOIAIIUX JedeHue aroHuctamu [HPI', TakuMu Kak TpUNTOPEIUH,
CYIIECTBYET IMOBBIIICHHBIH PHUCK DPa3BUTUS JeMpeccud (KOTOpas MOKET OBITh TSDKENOM).
[TarueHTH! NOMKHBI OBITH COOTBETCTBYIOHIMM 00pa3oM MpOMH(OPMUPOBaHBI, a IpHU
MOSIBICHUH CUMIITOMOB UM JIOJDKHO OBITh HA3HAUEHO COOTBETCTBYIOIIEE JICUCHHE.

[laneHTBl, y KOTOpBIX paHee YXKe ObUIM BBIABICHBI CHMITOMBI JAENPECCUH, IOJKHBI
HAXOJUTHCS MO/ TIIATEILHBIM HaOII0IEHUEM BO BpeMsl Teparuu.

Heobxonumo cobmofaTe OCTOPOXKHOCTb IPU BHYTPUMBIIIEYHOM BBEJIECHUHU NAlMEHTaM,
MOJTyYaIOIMM aHTUKOAryJISTHTHI, M3-3a TIOTEHIMAIBHOTO prcka 00pa30BaHUs FeMaToOM B MECTE
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COOTBETCTBY

MHBEKIUH. DPHEKTUBHOCT, M 0€30MaCHOCTh Mperapara  JAUPEpeIna  ObNTd  YCTAHOBICHA
TOJIBKO IIPU BHYTPUMBIILIEYHOM BBeJeHUH. [loK0)KHOE BBEIEHNE HE PEKOMEHAYETCS.
Hudepenun copepxut MeHee 1 MMoub (23 Mr) HaTpus Ha 103y, T.€. [0 CYyTH HE COAEPIKUT
HaTpHUsL.
Pax npeocmamenvroti sncenesol
[lepBoHaqaJIbHO TPUITOPENNH, Kak W Apyrue aroHuctsl ['HPI', BeI3pIBacT mnpexopsiee
MOBBIIIECHUE YPOBHS TECTOCTEPOHA B CBIBOPOTKE KpoBH. Kak ciencteue, B NEpBbIE HEAEIU
JICYEHUS MOTYT pa3BUBaThbCsl OTACJbHBIE CIydal BPEMEHHOI'O YCHUJICHHUS MPOSBICHUS
CUMIITOMOB paKa MpeACTaTeIbHOM kene3bl. Ha HavanbHOM JTame JI€4eHHs CIENyeT
paccMOTpETh BOIIPOC O JIOMOIHUTEIbHOM Ha3HAUEHUU MOAXO/SIIET0 aHTUAHAPOreHa C LIEJIbI0
NpoGUIAKTUKNA I1€PBOHAYAIBHOIO MOBBIILIEHHUS YPOBHS TECTOCTEPOHA KPOBU U YCHJICHHIO
KJIIMHUYECKUX IPOSBICHUM. VY HeOONBIIOro YHcia MAUeHTOB MOXKET HaOII0IaThCS
BpPEMEHHOE yCHIeHHe 00JIEBOTO CUHIpOMa IIPU HAJIMYUU METacTa30B (MeTacTaTuyeckas 00Jib),
C KOTOPBIM MOKHO CIIPaBUTHCS CUMIITOMAaTHYECKH.
Kak u B ciayuae ¢ npyrumu aronucramu ['HPT', HaGmtonanucy eAMHUYHbBIE ClTyyau CIaBJICHUS
CIIMHHOI'O MO3Ta MJIM 00CTpYKIUH ypeTpbl. Eciu pa3BuBaeTcs cjaBieHre CHMHHOIO MO3Ta U
HapyLIEHHs] CO CTOPOHBI IIOYEK WJIM MOYEBBIBOISAIIMX ITyTEH, CI€NyeT HayaTb CTaHIAapTHOE
JICYEHUE 3TUX OCJIO)KHEHHUH, a B KPalHUX CIy4asX pacCMOTPETh BO3MOXHOCTb HEMEIJICHHON
OPXM3KTOMHUHU (XUPYpru4ecKkod KacTpauuu). B mnepBele Henenau JjedeHus HEOOXOAUMO
TIIaTeIbHOE HA0JII0/IeHHEe, 0COOEHHO 3a allUeHTaMU ¢ METacTa3aMu B IO3BOHKH, IPH HATMYUU
pHICKa CIOaBJICHUS CIIMHHOTO MO3Ta W/WIIM 32 MallMeHTaMH C OOCTPYKIHMEH MOYEBBIBOISIINX
IIyTEH.
[locne Xupypruueckoil KacTpallUu TPUITOPEIMH HE BBI3BIBAECT JAJbHEHIIET0 CHUXKCHUS
YPOBHS TECTOCTEPOHA B CBIBOPOTKE KpoBU. [locine qocTHkEeHUs KaCTpAallMOHHOTO YPOBHS K
KOHILy TIEPBOTI'0 MECAIla YPOBEHb TECTOCTEPOHA B KPOBU MOJICPKHUBAETCS A0 TEX IMOP, MOKa
MALUEHTBI TIOJIYYar0T UHBEKIUH Ka)KJIble JBALATh YETHIPE HEJEIIH.
O PexTUBHOCTD J€UEHUS MOXKHO KOHTPOJIMPOBATH ITyTEM U3MEPEHUSI YPOBHS TECTOCTEPOHA U
npocrarcnenuduyeckoro anturesa (IICA) B cbIBOpOTKE KpOBHU.
AHJporeHHas JenpuBalus, JOCTUTHYTas IIyTeM JBYCTOPOHHEH OpPXUAKTOMHMHU WU
JUIATEIBHOrO MpUMeHeHUs aroHncToB I'HPI' cBsi3aHa ¢ MOBBIMIEHHBIM PUCKOM ITOTEPU KOCTHON
Macchl U MOXKET MPUBECTHU K Pa3BUTHIO OCTEOIIOPO3a U MOBBIIIEHHOMY PUCKY ITEpesioMa KOCTEH.
AH/IporeHHas AeNpUBallMOHHAs Tepanus MOXKeT ClIocoOCTBOBATh Y UIMHEHUIO HHTepBaia QT.
VY mnanueHToB ¢ HajduuuMeM B aHamHe3e (axkTopoB pucka ymiauHenus QT u y manueHTos,
MIOJIyYAIOIUX COIYTCTBYIOIINE JIEKAPCTBEHHBIE MPENaparhl, KOTOPblE NOTEHLIUAIBHO MOTYT
yanuuate uarepBai QT (cm. paznen 4.5), nepe HayasioMm puMeHeHus npemnapara Judepenun
BpauM JOJDKHBI OLIEHUTHh COOTHOILUEHHWE IOJIb3bl MU PHUCKA, BKIIIOUAs BO3MOXKHOCTH PAa3BUTHS
TaxUKapAuu TUIA «ITUPYITH.
Kpome TOro, Ha OCHOBaHMHM SMHJEMHOJIOTUYECKUX JAaHHBIX OBLJIO 3aMeueHo, 4YTo Ha (hoHe
aH/JPOTEeHHOM JETPUBAI[MOHHON Tepaluy y NAalMeHTOB MOTYT HaOJII01aThCsl METa0OINYECKHe
U3MEHEHMs (HarpuMep, HapylleHHE TOJEPAaHTHOCTU K TJIOKO3€) WJIM TOBBIIICHHBIH PHCK
CepJICYHO-COCYIUCTHIX 3aboneBaHuil. OMHAKO, NMPOCIEKTHBHBIE JTaHHBIE HE MOJTBEPAUIIN
CBSI3b MEX]y JIeueHneM a"anoramu ['HPI' u yBennueHnuem cepieuHo-coCy IUCTON CMEPTHOCTH.
[TarueHTBI C BBICOKMM PHCKOM pPa3BUTUS META0OIMYECKUX WM CEpIACYHO-COCYAUCTHIX
3a00JeBaHUN JOJDKHBI OBITH THIATEIBHO OOCIENIOBaHbI A0 Hayasla JICYEHHUS U aJEeKBATHO
KOHTPOJIMPOBATHCS BO BpEMsI MPOBEACHUS aHJPOT€HHOM JIETTPUBAI[MOHHON Tepanuu.
BBenenue TpunropenuHa B TepaneBTUYECKUX 03aX MPUBOIUT K MOJABJICHUIO THIO(PU3APHO-
roHasiHoi cucteMsl. HopmanbHas GpyHKIMs 0OBIYHO BOCCTAHABIMBAETCA MOCIIE MPEKPALICHUS
JIeYEHHs], TOSTOMY JHArHOCTHYECKUE WCCIIECAOBAaHUS TOHAMAIbHOM (QyHKIUHM THnodusa,
IIPOBOJIMMBIE BO BpEMs JIEUEHHUS U ITOCIIE IpeKpaleHus Tepanuu ananoramu ['HPT', moryT ObITh
HENPABWIBHO UHTEPIPETUPOBAHBI.

eTH
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IIpesicoespemennoe nonosoe cospesanue yeHMpaibHO20 CCHE3U

Jleyenue nereu ¢ OMyXOJIAMH T'OJIOBHOI'O MO3ra JOJKHO IPOBOAUTHLCS IOCIE TINATEIbHON
VHJIMBHU1yalIbHOM OLIEHKH PUCKOB M MOJIb3BI.

JIOJDKHBI OBITH MCKIIFOUEHBI TICEBIONPEKICBPEMEHHOE ITOJIOBOE CO3pEBaHHUE (OIyXOJb WU
TUMepIia3us TOHa, UK HAAMOYEYHUKOB) U TOHAI0TPONIMH-HE3aBUCUMOE TPEXKIEBPEMEHHOE
M0JIOBOE CO3pPEBaHUE (TOKCUKO3 SIMUEK, CeMEiHas TunepIuia3us kietok Jleaura).

VY neBodek IepBOHAYAIbHAS CTUMYJIALMS SIMYHUKOB B Haydalle JIEUYEHHS U MOCIEAYyHoLIee
CHIDKCHHE YpOBHS JCTporeHa Ha (OHE NPOAOKCHUS TEpalmul MOXET MPUBECTH K
KPOBOTEUEHHIO U3 MOJIOBBIX MyTEH ClIa00l MM YMEPEHHON MHTEHCUBHOCTH B TIEPBBIN MecsIl
Tepanuu.

Tepanusi npencrasnser co0Oil UIMTENBHOE JieUeHHUE, MoAOUpaeMoe HUHAMBHAYAIbHO.
Judepenun crneayeT Ha3HA4YaTh KaKk MOKHO TOYHEE B PETYJIIPHBIC 6-MECSYHBbIC TIEpHOAbl. B
UCKITIOYUTENIbHBIX CIIy4asiX OTCPOYKa JaThl MHBEKIIMM HAa HECKOJbKO mHel (169 + 3 nHs) He
BIIMSET HA PE3YJIbTaThl TEPATUH.

[Tocne npekparieHust 1e4eHUs IPOUCXOTUT Pa3BUTHE MyOepPTATHBIX TPU3HAKOB.
Wudopmanus oTHOcHTENbHO Oynymiei GpepTUIbHOCTH Bee ele orpaHudeHa, Ilo-Bunumomy,
Ha OyIylIyl0 penpoAyKTUBHYIO (QPYHKIMIO U (epTUIBbHOCTH JiedeHue aronuctramu ['HPI, He
BIUsieT. Y OOJIBIIMHCTBA JEBYIIEK PEryJIApHble MEHCTPYallM HAUMHAIOTCS B CPEHEM Yepe3
roJl IIOCJIE OKOHYaHUs TEPAIHH.

MunepanbHasi TUIOTHOCTh KOCTHOW TKaHM MOXKET CHUXKAThCsl Ha ()OHE Tepamuu arOHHUCTaMu
I'nPI" npu npex1eBpEMEHHOM I10JI0BOM CO3PEBAaHUU LICHTPAJIBHOTO I'€HE3a U3-3a OXKUAACMBIX
s dekToB momaBneHus 3ctporeHa. OHAKO, MOCIe MPEKpalleHHs JICUSHUs IMOCIeAyIoIIee
HAKOIUIEHHE KOCTHOW MAacChl COXpaHSETCs, U MUK Habopa KOCTHOM Macchl B IO3JHEM
MOAPOCTKOBOM BO3pacTe, NO-BUAMMOMY, HE 3aBUCUT OT IPOBOJIUMOIO JICUECHHUS.

[Tocne ormensr nedyenus aronuctamu ['HPT' moker Habmomatrhes snuduseonus O6enpeHHON
koctu. [Ipennonaraemast Teopust 3aKI04AETCS B TOM, UTO HU3KHE KOHLEHTPAIMU 3CTPOT€HA BO
BpeMs JiedeHuss aroHuctamu [HPI' ocnmaGnsior snuduzapHyio TUIACTUHKY. YBETUYCHHUE
CKOPOCTH POCTa MOCJIE€ MPEKPAIIECHUS JIEYEHUS BIIOCJIEICTBUM IPUBOJUT K YMEHBILIEHUIO CHUJITbI
C/IBUTa, HEOOXOAMMOM JJIsl CMEILEHUs AU(HU3a.

Bcnomocamenvnvie sewecmea

Hampuu

JlaHHBIH JIeKapCTBEHHBIN MpenapaT coaepkUT Menee 1 MMoub (23 mr) Hatpus Ha | drakoH,
TO €CTh IO CYTH, HE COJICPKUT HATPHS.

4.5 B3aumopneiictBue ¢ APYrMMH JIEKAPCTBEHHBbIMHU IpenapaTaMu U JApyrue BHIbI
B3aUMOIEeHCTBUA

He pexomennyeTcst ipUMEHSTh TPUNITOPEIUH OJJHOBPEMEHHO C IIperapaTaMHu, MOBIIIAIOIIUMU
KOHLIEHTPALIMIO NTPOJIAaKTUHA B IUIa3ME KPOBHU, TaK KaK JIaHHBIE NIpENapaThl yMEHBIIAIOT YUCIIO
peuentopos k ['HPI" B runoduse.

IIpy CcOBMECTHOM TNpPUMEHEHUM TPUITOPEIMHA C IpenapaTaMH, BIHAIOIIMMHA Ha
runou3apHy0 CEKpelHio TOHAJOTPONUHOB, CJIEAYyeT COOJII0aTh OCTOPOXKHOCTh U
PEKOMEHIYETCSI KOHTPOJIUPOBATh TOPMOHAJIBHBIN CTATyC MAallUEHTA.

JlnutenbHAast aHAPOTEHHAS IENIPUBALIAS MOKET yIIUHATh nHTEepBan QT.

Heo06xonmuMo mpOBOIUTH OLIGHKY COOTHOILIEHMS PUCK/TIONB3a Tepel Ha3HaueHHEeM
TPUNTOpPENNHA MalMeHTaM C CHHAPOMOM BpokJaeHHoro uHtepBaia QT, ¢ anekTposuTHBIMU
HapyLIEHUSIMM WJIM  XPOHMYECKOM CEpJAEYHOM HEAOCTaTOYHOCThIO, WIM MAalMeHTaM,
IPUHUMAIOIIMM  JIEKAPCTBEHHBIE Ipemnaparsl, cHocoOHble yanuHATh uHTepBan QT, nim
JICKapCTBEHHBIE MPETapaThl, CIIOCOOHBIC BBI3BIBATh Pa3BUTHE TaXWKAPAWU TUMA IIHPYITY,
TaKkue KaKk aHTHMAapUTMUYECKHE Ipenapathl kiacca A (Hampumep, XMHUAMH, TU30NUPAMUL)
wm Il (mampumep, amuomapoH, cortanon, AoQeTWIHI, UOYTHIHI), METaJOH,
MOKCH(]IIOKCALIMH, HEUPOJIIENTHKH U T.JI.

Cmpanuya 4 uz 17
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eTH
HccnenoBanus JIeKapCTBEHHOTO B3aUMOJICHCTBUS POBOANUINCH TOJIBKO Y B3POCIIbIX.

4.6 DepTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS

bepemeHnHoCcTh
Judepenun MOXKET MPUMEHSATHCS Y B3pPOCIBIX MYKYMH U JeTed. JlocTaTo4yHble NaHHBIE O

IPUMEHEHUH TPUNTOPEIMHA y OEpEeMEHHBIX JKEHIIUH OTCYTCTBYIOT. Jludepenun He noka3aH
JUIS IPUMEHEHHUS Y JKEHIIVH.

Tpunropenus npoTHUBOIIOKa3aH BO BpeMsl OEpEMEHHOCTH, IIOCKOJIbKY IIPUMEHEHUE arOHUCTOB
I'uPI" Teopernyecku CBA3aHO C PUCKOM Pa3BUTHs BBIKUABIINIA WJIM aHOMAJIUSMU Pa3BUTHSA
wiona. Ilepen HasHaueHHMEM TPUNTOpPENMHA HEOOXOAMMO YOEIUThCS, YTO MAlUEHTKA HE
OepemenHa. [lepen HayamoM JiedeHUsT TOTEHIMATBHO (PEPTHIIBHBIC KEHIIUHBI JTOJKHBI OBITH
TIIATeNbHO OOCNIe0BaHbl Ui HCKIIOYEHUs OepeMeHHocTH. Bo Bpems Tepanuu cieayer
MCIIOJIH30BATh HETOPMOHAIBHBIE METO/IbI KOHTPALIEIIIMN 10 BO30OHOBJICHUSI MEHCTPYaIlHH.
Jlakrauus

[IpumeHneHue TpunTopeanHa NPOTUBOIIOKA3aHO B MIEPUOJI I'PYIHOTO BCKapMJIMBAHUS.
DepTUIILHOCTD

HccnenoBanust Ha )KUBOTHBIX [TOKa3aJly BIMSHUE HA PENIPOAYKTUBHBIE TApaMeTphl (CM. pasjen

5.3).

4.7 Biausinue Ha cOCOOHOCTD YIPABJIATH TPAHCIIOPTHBLIMHU CPEACTBAMHA U paGOTaTb C
MeEXaHU3MaMHu

UccnenoBanuii, wu3ydaromux BIHMSHHE Ha CIOCOOHOCTh YNPaBISATh TPAHCIOPTHBIMU
CPEICTBaMHU M MEXaHU3MaMH, HE TIOBOAMIIOCH.

OpHako COCOOHOCTH YMpPaBJIATh TPAHCIIOPTOM U pabOTaTh ¢ MEXaHU3MAMU MOXKET ObITh
HapylLIEHa, €CIU MAlUEHT UCIBITHIBAET TOJIOBOKPYKEHNE, COHJINBOCTh U HAPYIIEHUS 3PEHUS,
KOTOpbIE€ MOTYT OBITh HEXENaTeJbHBIMU pEaKUUsMU Ha (OHE JIEYEHHs] WIH CJEeICTBUEM
OCHOBHOro 3a0oneBaHMs. [IpM BO3HMKHOBEHHWH BBIIICONHCAHHBIX CHMIITOMOB CJEIyeT
BO3JIEPKATHCS OT YNPaBICHUS TPAHCIIOPTHBIMU CPEJCTBAMH U MEXaHU3MaMHU.

4.8  HexenateJabHble peaKkIuH

Pesrome npoduis G6e3onacHocTH

[TockoNMBbKY MaIMEHTHI, CTPaNaAIONIMe MECTHOPACIPOCTPAHEHHBIM WIIM METAaCTaTUYECKHM
TOPMOHO3aBUCUMBIM PAKOM MPEICTATEIIHOM >Kesle3bl, KaK MpPaBUIIO, MOXHUIbIE U HMEIOT
npyrue 3a0ojieBaHuUs, YaCTO BCTpEyarolluecs: B 3TOM Bo3pacTHOW momyssiuuu, 6omnee 90 %
MAIMEeHTOB, BKIIIOYEHHBIX B KIMHUYECKHE HCCIEJO0BAaHMs, COOOLIANM O HEXelaTeIbHbIX
SIBIICHUSIX, IPUYMHY BO3HUKHOBEHUS KOTOPBIX TPYIHO BBIABUTH. Kak v Mpu JIeYeHUN IPyTUMHU
aronuctamu ['HPI' unu mocne Xupyprudeckoil kactpanuu, Haubosee 4acTo HaOirojaemble
He)KeJIaTebHbIC SBJICHUS, CBSI3aHHBIE C JICUCHHEM TPUITOPEIHMHOM, ObUTH 00YyCIIOBIICHBI €TO0
OKHU/1aeMbIMU (hapMakoJIOTHYeCKUMHU 3 dexTamMu. DT 3P (PEKThl BKIIOYAIOT 3PEKTHIBHYIO
muchyukiuio (Habmogaercs y Oonee yem 10% manueHToB) W cHibKeHue auOuao (3%),
MIPUIIMBHI JKapa.

3a UCKITIOYCHHEM MMMYHOAICPTUIeCKUX (PEKo) U peakiuii B Mecte uHbeKImu (<5 %), Bce
HE)XeJaTeNNbHbIe SBJICHUS, KaK U3BECTHO, CBSA3aHbI C U3MEHEHUSIMHU YPOBHS TECTOCTEPOHA.
TpuntopenyH BbI3bIBAaET MPEXO/AIIEE MOBBILIEHNE YPOBHS LIUPKYJIUPYIOIIEr0 TECTOCTEPOHA B
TeueHHe MEePBOIl HEJEH MoCe EPBOHAYAIBHOTO BBEICHHS IIperapaTa ¢ MpoJIOHTHPOBAHHBIM
BbICBOOOXKIeHHEM. [Ipy TakoM NepBOHAYaIbHOM IMOBBIIMIEHUN YPOBHS LMPKYJIHPYIOILIETO
TECTOCTEpPOHA y HEOOJBIIOTO MPOIEHTA MAMEeHTOB (X 5 %) MokeT HaOII0AaThCs BPEMEHHOE
YCHUCJIEHHE TPOSBICHUMCUMOTOMOB paka MpOCTaThl (BCIHBIIIKA OIMYXOJH), OOBIYHO
MIPOSABIISAIONIEECS] YCWJIIEHHMEM CUMITOMOB HapylleHHs Moueucnyckanus (< 2 %) u
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MeTactatuyeckoil 6onu (5 %), ¢ KOTOPBIMU MOXKHO CHPABUTHCYH CUMITTOMATHICCKI. JTaHHbBIC
CUMIITOMBI SIBJISTFOTCSI IPEXOISIIIIMMU U OOBIYHO HMCYe3aloT uepe3 | — 2 Hegenu.

Nwmenu mecto oTnenbHbIe ciayyan 00OCTpEHUS CUMIITOMOB 3a00jeBaHUs, IMOO OOCTPYKIUU
ypeTpbl, TUO0 COABJICHHSI CIUHHOTO MO3ra MeTacraamu. 1lo 3TON NmpuYMHE MAIMEHTHI C
METaCTaTUYECKUM MOPAKEHHEM IMO3BOHKOB W/WIH € OOCTPYKLIMEW BEPXHUX WM HIDKHUX
MOYEBBIX MyTeW JOJHKHBI HAXOJUTHCS TOJ TIIATCILHBIM HAOJIOJICHUEM B TEUCHHUE IMEPBBIX
HECKOJIbKUX HezleNb Tepanuu (cM. pazzaen 4.4).

[Tpumenenue aronuctoB I'HPI' ans nmedeHust paka HpeCcTAaTENIbHOW JKelne3bl MOXKET OBITh
CBSI3aHO C TIOBBIIICHHOHN IMOTepell MHHEpAIbHON IMJIOTHOCTH KOCTHOW TKAaHU , YTO MOKET
MIPUBECTH K PA3BUTHIO OCTEOINOPO3a M MOBBIIMIACT PUCK MEPEIoMa KOCTEH. DTO TaKKe MOKET
OBbITh IPUYMHON JIO)KHOM JMArHOCTUKH KOCTHBIX METACTa30B.

Coo001manocs 0 MOBBIIICHUH KOJIWYECTBA JUM(OIMTOB y MAMEHTOB, MPOXOIALINX JCUYCHHUE
ananoramu ['HPI. DOrtor BrOpWYHBIM guMQoOUNTO3, OYeBUIHO, CBs3aH ¢ [HPI-
WHIYIMPOBAHHOHN KacTpaluel v, Mo-BUANMOMY, YKa3bIBaeT Ha YYaCTHE ITOJIOBBIX TOPMOHOB B
WHBOJIOINHA TUMUYECKOM TKaHHU.

TabaudHOE pe3roMe HeXKeNATeIbHBIX PEeaKIun

HexenaTtenbHble peakiuy KJIacCU(UIMPOBAHBI [0 peKoMeHAanuu BeceMupHoii opranuzanun
3npaBooxpaneHusi (BO3) B cOOTBETCTBUU C MX YacCTOTOM Pa3BUTHUS CIEAYIOIIKUM 00pa3oMm:
oueHb vacto (>1/10), gacto (ot >1/100 no <1/10), mHewacro (ot >1/1000 mo <1/100), penko
(ot >1/10000 mo <1/1000), ouenp penko (<1/10000); wacroTra Heu3BecTHA (Ha OCHOBAHUH
MMEIOIIUXCS TAHHBIX OIEHUTH HEBO3MOYKHO).

Tabnuna. B KIMHUYECKUX HCCIENOBAHMSIX M IO pe3yibTaTaM CIIOHTaHHBIX COOOILEHUH B
KJIMHUYECKOW MPAKTHUKE COOOINANIOCh O CIEIYIOIIUX HEeXeIaTelIbHbIX peakiusX, KOTOpble
CUMTAINCh, 1O KpailHell Mepe, BO3MOMKHO CBSI3aHHBIMH C JIEYEHHEM TPUITOPEIUHOM.
N3BecTHO, YTO OOJIBLIIMHCTBO ATUX COOBITUI CBSI3aHO C MPOSIBICHUAMH OMOXMMHUYECKON HIIH
XUPYPIHUECKONW KaCTPALMEH.

CucremHo- Quenp Yacmo Heuacmo Peoxo yacmoma
OpraHHbIi yacmo Heuzgecmua
KJ1ace
Hngpexyuu u Hazodapun
uHeazuU THT.
Hapywenus co TpomOouuTo3.
CMOpOHbL
Kpoeu u
aumpamuyeck
ol cucmemvl
Hapywenus co ['uniepuyscr Anadwrakt | Anadunakti
CMOPOHbL BUTEIHHOCT ndeckas YECKHIl MIOK.
UMMYHHOU b. peaknus.
cucmemul
OHookpunHble ATIOTUTeKCHS
HapyuieHus runoduza**
Hapywenus AHopekcus;
Memabdonusma CaxapHbrif
U NUMAaHUs nuaoer;

[Tonarpa;

[Munepaununem

us,

IToBbi1IEHNE

anmeTuTa,
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CucremHo- Ouenp Yacmo Heuacmnio Peoxo qacmomda
OpraHHbI yacmo HeuzeecmHa
KJ1ace
Icuxuueckue | CHUKEHUE [Toreps becconnua, Cocrosinue | Tpesora.
HapyuwieHus Tuouo; Tuouo; PaznpaxxkurenbH | criyTaHHOCT
Jenpeccusi* | ocTb. u;
N3menenns CHmxeHHas
HaCTPOECHUS aKTUBHOCTD
* :
Diidopust.
Hapywenus co | Ilapectre3ust | I'onoBokpy | [lapecresus. Hapymenus
CMOpOHbL HUKHHUX KEHUE, MaMSITH.
HepBHOl KoHeyHocTel | ['omoBHas
cucmemul 00J1b.
Hapywenus co CHikeHue Henpustabl
CMOpPOHbL OCTPOTHI e
op2aHa 3peHus 3peHusl. OILYIICHUS
B IJ1a3ax;
Hapymenns
3peHusl.
Hapywenus co TunHUTYC (LIyM
CMOPOHbI B yIIax);
op2ana cayxa u Bepruro.
1abupunma
Hapywenus co Omymienue IIpononramnus
CMOPOHbI cepaleOueHus QT* (cm.
cepoya pasznensl 4.4
u4.5)
Hapywenus co | llpunussl Aprepuanb ApTtepuainb
CMOpPOHbL Hasi Hast
cocy008 TUIEePTEH3U TUTIOTEH3US
s1. .
Hapywenus co OnpImka; OptonHo?
CMOPOHUL Hocossle (BBICIIAA
ovlxamenbHou KpOBOTEUYEHHMsSI. | CTENEHb
cucmemvl, OJIBIIIIKH )
op2aHos
2pYOHOU
KI1emKu u
cpedocmenist
Hapywenus co Cyxoctb Bo | bonu B o6nactu | B3gytue
CMOPOHbL pTY; ’)KMBOTA U Ta3a; | )KUBOTA,
JHCETYOOUHO- TomHoTA. 3anop; Hucres3us;
KUWE4HO20 [uapes; Mereopusm
mpakma PBora.
Hapywenus co | I'unepruapos AKkHe; OOpazoBaH |AHTHOHEBPOT
CMOpOHbl Anonenus; ue WYECKUN OTEK.
KOJMCU U Opurema, BOJIABIPEH;
3yn;
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CucremHo- Ouenp Yacmo Heuacmnio Peoxo qacmomda
OpraHHbI yacmo HeuzeecmHa
KJ1ace
NOOKONCHBIX Coltib; I'emopparu
mKanetu Kpanusauna. yeckas
CBIIIb.
Hapywenus co | bonb B CkenetrHo- | ApTpanrus; Tyrononasu
CMOpOHbL CIIUHE. MbllieuHass | boib B KOCTAX; | ®KHOCTh
MbIUEYHO, 00JIB; MeI1ieyHrIe CyCTaBa;
KOCMHOU U bosb B CyZ0pOry; Otek
coeOuHumesnvbH KOHEYHOCTSI | MbleuHas CYCTaBOB,
ol MKaHu X. ¢11a00CTBh; CkejeTHo-
Muanrusi. MBIIICYHAS
PUTHAHOCTD
Octeoaptpu
T.
Hapywenus co Hokrypus; Henepxanue
CMopoHbl 3aepxKKa MOUH MOYH
nouex u
MOUeBbl800sIY
ux nymeti
Hapywenus co | DpextunpHas | bonu B I'mnekomacrus;
CMOpOHbL TUCHYHKIUS | Tazy. bons B
penpooykmugr | (BKItO4ast MOJIOYHOMN
ol cucmembl U | HapylLICHHE Kelese;
MOJIOYHbBIX ISKYJISLNH, ATpodus suuex;
Jcenes paccTporcTB bosb B simukax.
0
ISKYIISILMHN).
Obwue AcreHus. Peakuusa B | 3atopmoxkernHoc | boib B Henomoranue
HapyweHus u MecTe Tb; TPyIHOMN
peaxkyuu 8 WHBEKIUU [Tepudepuyecku | KIeTKe;
Mmecme (BKITIOUAsS i OTeK; Huccrazus,
86edenus IIOKpacHeHu | boub, I'punmonon
€, Hpoxs B Tene; 0OHEIE
BocnaneHue | COHJIMBOCTb. CUMIITOMBI,
1 60J1b); [Tapetnueck
Orex . as peaxkuus.
Jlabopamop- VBenuuenu | [loBeiienue [ToBbiIeHN
Hble U € Macchl YPOBHSI e
uHCmpymen- Tena QTAHMHAMUHOTP | KOHIIEHTpAI]
manbHbie aHcdepassl; uu
OaHHble [ToBbIIeHNE IEJIOYHOM
YPOBHS docaTassl
acmaprar- B KPOBH.
aMUHOTpPAHC-
dbepa3ssr,
[ToBbilIeHHE
KpeaTHHHUHA B
KpOBH;
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CucreMHo- Ouenp Yacmo Hedqacrio Peoxro qacmond
OpraHHbI yacmo Heuszeecmna
KJIace

IToBeITIIEHHE
apTepuaIbHOTO
JIaBJICHMUS;
IloBeImICHHE
KOHIICHTpALUU
MOYEBHHEI B
KpOBH;
[loBeImICHHE
YpOBHS raMMa-
[Ty TaMUJI-
TpaHcepassl,
CHmxeHue
MAcCCEHI TeJIa.
*[IpuBeeHHas YacTOTa OCHOBAHA HA 4acTOTaX Kjacc-3¢(EeKToB, OOMIUX ISl BCEX arOHHCTOB
I'uPT.
**Coo01aeTcs mocie nepBoOHaYaIbHOTO BBECHUS Y MAIMEHTOB € aICHOMOM runodusa

eTH
Tabnuma. O61ias nepeHoCUMOCTh Y MAIlMeHTOB IETCKOro Bo3pacta (cM. pasaen 4.4)
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P b

ULl

Cucmemno-
Op2aHHbLI
Knacc

Ouenp
yacmo

Yacmo

Hevacnio

qgacmomda
HeuszeecmHa

Hapywenus co
CMOPOHDbL
UMMYHHOU
cucmembl

['unepuyBcTBUT
€JIbHOCTB.

AHadunakTHIecKu

U IIOK.

Hapywenus
Mmemaboausma u
numanus

Oxupenue.

Tcuxuueckue
HapyuleHus

Konebanus
HACTPOCHHUSI.

JlaOuIbHOCTD

addekra;

Jlenpeccus;
HepBo3HOCTB.

Hapywenus co
CMOPOHbL
HepBHOl
cucmemul

I'osioBHAs OOJIB.

Hapywenus co
CMOpOHbL
op2aHa 3peHus

CHuxenune
OCTPOTBI 3PECHHS.

Hapymenus
3pEHHUs.

Hapywenus co
CMOpOHbL
€0cy008

[TpunuBs

AptepuaiibHas
TUNIEPTEH3US.

Hapywenus co
CMOPOHbBI
ObIXamenvbHol
cucmemol,
opeanos
2PYOHOU KNemKuU
u

cpedocmenuist

Hocosoe
KPOBOTEYECHHUE.
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Cucmemno- Ouens Yacmo Heuacmo qacmoma
Op2aHHbLL uacmo Heuzeecmua
Knacc
Hapywenus co bonu B obnactu | PBora;
CMOPOHbL JKUBOTA U Ta3a. | 3armop;
JHCENYOOUHO- TomiHoTA.
KUULEeYHO20
mpakma
Hapywenus co AxHe. 3yn; AHTHOHEBpPO-
CMOPOHbL KOHCU Crltib; TUYECKUH OTEK.
U NOOKOJICHBIX Kpanusnuna.
mKawetl
Hapywenus co bous B 1iee. Muainrus.
CMOPOHbL
MbIUEYHOT,
KOCMHOU U
coeounumerb-
HOU MKaHU
Hapywenus co Barunane- bois B
CMOPOHbL HOE MOJIOYHOM
Penpooyk- KpOBOTE- xKerese.
MUBHO YeHUE
cucmembl u (BKITFOUAS
MOJIOUHBIX BaruHaJIb-
JHcenes HOE
KPOBOTEYEH
ue,
KpOBOTe-
YeHue
OTMCHEI,
MaTO4YHOE
KpOBOTe-
YeHHue,
BaruHaJIb-
HBIE
BBIJICITE-
HUS,
KpPOBSTHU-
CThIE
BBIJICITC-
HUS).
Obuwue Peakuus B Henomoraunue.
HapyweHus u MecTe
peaxkyuu 8 UHBCKITUU

Mecme 66edetus

(BKJTFOYAsT 0OITB,
MOKPAacCHEHUE U
BOCTIAJICHUE B
MecTe
WHBEKIIHNH).
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Cucmemmno- Ouensb Yacmo Hevacmio qacnionia
Op2aHHbLL uacmo Heuzeecmua
Kaacc
Jlabopamop- YBenuuenue [ToBbilIeHHE
Hble U Macchl TeJa. apTepUuaIbLHOTO
UHCMpPYMeH- JIaBJICHUS,
manvHble IloBeIICHHE
oanHvle YPOBHS
MPOJIAKTHHA B
KpPOBH.

Coo011enune 0 Moa03pEBAEMBIX HEXKEIATEIbHBIX PEAKIINIAX

Baxxno cooOmarb 0 mOI03pEeBacMbIX HEXKENATEIbHBIX PEaKIHSIX TMOCIe pPerucTparuu
npernapara ¢ Ieiblo 00ecreueHus: HePEePHIBHOTO MOHUTOPHHTA COOTHOIICHUS «II0JTh3a-PUCK)
JIEKapCTBEHHOTO Ipernapara. MeIuuHCKUM paboTHIUKAM peKOMEHAYETCsl COO01IaTh O JIF0ObIX
IMOoAO3pPCBACMBbIX HCXKEIIATCIbHBIX PCAKIHAX JICKAPCTBCHHOI'O ITpCIiapaTa 4€pe3 HAlUOHAJIbHBIC
CUCTEMBI COOOIICHHS O HEXEeNaTeIbHBIX PEeaKkIUsX TocylnapcTB — uieHoB EBpasuiickoro
SKOHOMMYECKOTO COI03a.

Poccuiickas @enepanus

Oenepanphas Ciyx06a o Haa30py B cPepe 3ApaBOOXPAHECHUS

anpec: 109074, r. Mocksa, CiaBsiHCKas iomaip, 1. 4, ctp. 1

tein.: +7 (495) 698-45-38, +7 (499) 578-02-30

azpec dMeKTpoHHOU mouThl: pharm@roszdravnadzor.gov.ru i npr@roszdravnadzor.gov.ru
UHTepHeT-caiiT: http://www.roszdravnadzor.gov.ru/services/npr_ais

4.9  Ilepeno3dupoBka

dapmaneBTHUECKHE CBOMcTBa mnpenapara [ludepenuH u cnoco® ero MpUMEHEHHs JIeNaioT
CIIy4allHyl0 WIM NPEIHAMEPEHHYI IEPENO3UPOBKY MaJOBEPOATHOW. Ilepeno3upoBku mpu
IPUMEHEHHUHU y JIIoAel omnucaHo He Obuto. VchblTaHMs Ha JKMBOTHBIX MOKA3bIBAIOT, UYTO MpPHU
NpUMEHEHUH Oosiee BBICOKHX 103 mpenapaTta [ludepenun He OyneT MposBIATHCS HUKAKOTO
apyroro 3¢¢ekra, KpoMme IpearnojaraéMoro TepaneBTHMYECKOro  BO3ACUCTBUS — Ha
KOHIICHTPALMIO IIOJIOBBIX TOPMOHOB M Ha OpPraHbl pEenpoayKTHBHOW cuctemsel. Ilpu
[epeA03UPOBKE NTOKA3aHO CUMIITOMATUYECKOE JICUCHHUE.

5. ®APMAKOJOTMYECKHUE CBOMCTBA

51 dapmakoAuHAMHYECKHE CBOIICTBA

dapmakoTepaneBTUUYECKass IpyNna: MTPOTHBOOIYXOJIEBbIE TOPMOHAJIBHBIE IIpernapaTbl M
AQHTarOHUCTBl TOPMOHOB, TOPMOHBI U POJCTBEHHBIE COCAUHEHHUs, AHAJIOTU T'OHAJOTPOIUH-
PUIM3HUHT TOPMOHA.

Kong ATX: LO2AE04

MexaHu3M J1eHCTBUS

Tpunropenu — 3T0 CUHTETUYECKUN JeKanentu, asaior npupoanoro I'nPI'. Tpunropenun,
aronuct ['HPI', nelicTByer kak MOIIHBI HMHTUOUTOP CEKPEUMH TOHAJOTPOIMHOB IpPU
IIOCTOSIHHOM IIPHEME B TEpaleBTUYECKUX J03ax. MccienoBaHus Ha KMBOTHBIX U JIIOISAX
MIOKa3bIBAIOT, 4YTO IIOCJIE BBEACHUA TPUNTOPEIMHA IPOUCXOIUT MEPBOHAYAIBHOE U
MPEXO/sIiee MOBHIIEHHE MUPKYIUPYIOUIMX YPOBHEU IOTEeHMHU3UpYyromero ropmona (JII),
dbommukynoctumynupytomiero ropmora (®CIY), TectocTepoHa y MYXYHH M ACTpaauoia y
JKEHIIVH.
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COOTBETCTBY

OnHako, MIUTEBHOE M HEMPEPHIBHOE MPUMEHEHUE TPHUIITOPCIIMHA TPUBOIUT K CHIDKECHUATO
cexkpeunu JII' u @CI' 1 nogaBiIeHNUIO CTEPOUIOTEHE3A B AINUKAX U AUYHUKAX.

dapmakoaHaMuYeckne d3PGeKThl

Y mysicuun ¢ pakom npedcmamenvHol Jcenesvl

CHuKeHHe YpOBHsSI TECTOCTEPOHAa B CBHIBOPOTKE KPOBU 1O YPOBHS, KOTOPBIH OOBIYHO
Ha0JI0/1aeTCs Y XUPYPTUYECKU KaCTPUPOBAHHBIX MY>KUMH, TPOUCXOTUT MIPUMEPHO dyepes 2 — 4
HeJenu 1ociie Hadana tepanuu. JudepenuH mpeanasHadeH Uisl BHICBOOOXKIEHUS 22,5 Mr
TpUNTOpENrHa B TeueHue 6 Mecsues (24 Henens). [Tocne qocTuxkeHus KaCTpallMOHHOTO YPOBHS
TECTOCTEPOHA K KOHIy IIEPBOIO Mecslla YPOBEHb TECTOCTEPOHA B CBHIBOPOTKE KpPOBU
MOJJIEP>KUBACTCS 10 TEX MOP, MOKA MAIlMEeHTHI [TOJIy4aloT UHBEKIIUHN KaK/Ible IBa/ILATh YEThIpE
He/eIu. JTO MPUBOAUT K aTpo(huu 100aBOUHBIX MOJIOBBIX XKeEJe3.

Otu 3¢¢eKThl, KaKk MpaBHJIO, OOpaTUMBI IOCIE MPEKpalleHUs MprUeMa JIEKapCTBEHHOTO
npemnapara. (HHEeKTUBHOCTh JICYEHUS] MOKHO KOHTPOJIHMPOBATH IyTEM HM3MEPEHHS YPOBHS
TECTOCTEPOHA U MPOCTATCIeNn(PUIECKOro aHTUTeHa B CHIBOPOTKE KpoBH. Kak ObL10 MoKazaHo
B XOJI¢ KIMHUYECKHX HCCIEIOBaHMM, Mocie BBeAEHUs mpenapara udepennn menuanaoe
otHocuteabHoe cHIkeHne IICA Ha 6-1f Mecarr coctaBmiio 97 %.

VY JKHMBOTHBIX BBEICHHME TPUIITOPEIMHA MPUBOJUIO K TOPMOXKEHHIO POCTa HEKOTOPBIX
TOPMOHOYYBCTBUTENIbHBIX OIYX0JIEH IPOCTATHI B 3KCIIEPUMEHTAJIBHBIX MOJIETISX.
Knunuueckas sghghexmusnocmo u 6e3onacnocms npu paxke npedcmamenvHol Jiceessl
[Ipumenenne 2 no3 B TeueHue 12 wmecsueB mnpemnapata JudepenuH mnanueHTamu ¢
pacipoCTpaHEHHBIM PaKOM MPEICTATEeNbHOM jKeJe3bl B BUAEC BHYTPHUMBIIICUHON HHBEKIIHH
MIPUBEJIO K JOCTUKEHUIO KACTPAIMOHHOTO YPOBHS TecTocTepoHa y 97,5 % mauueHToB uepes 4
HeZeNU U MOICPKAHUIO KaCTPallMOHHOTO ypoBHS TectocTepona y 93,0 % nanueHToB co 2-ro
o 12-i mecsiy iedeHus.

VY nanMeHTOB ¢ MECTHOPACIpPOCTPAHEHHBIM PAKOM IPEICTATENBHOM KENIe3bl B HECKOJIBKHUX
PaHIOMU3UPOBAHHBIX  JOJTOCPOYHBIX  KJIMHUYECKUX  MCCIEJOBAaHUSAX  IPEICTaBICHBI
JI0Ka3aTenbCTBA MPEUMYIIECTBA aHAPOreHHOH enpuBaimonHoi Tepanuu (A/IT) B couetanun
¢ pamguotepanueit (PT) mo cpaBHenuio ¢ Tonpko PT (RTOG 85-31, RTOG 86-10, EORTC
22863, D'Amico u coart., JAMA, 2008).

B pannomusupoBanHoM kinnHHYeckoM uccinenoanui I ¢pazsr (EORTC 22961), BkittouaBiiem
970 manMeHToB C MECTHOPACIIPOCTPAHEHHBIM PAaKOM IMpeACTaTeIbHON XkeJe3bl (B OCHOBHOM
T2c-T4 wu neckompkumu ciaydasMuT1C uw T2B ¢ pacmpocTpaHeHHMeM — OMyXOlIH Ha
peruoHanbHble Y3Ibl), U3 KOTOpBIX 483 OBLIM PaHIOMHU3UPOBAHBI B TPYIIY MPOBEIEHUS
KpPaTKOCPOYHOI aHIPOTCHHOM cympeccuu (6 MecsIeB) B COYSTaHNH ¢ Ty4eBOH Teparnueii u 487
— B TpYNIy NMPOBEICHUS JOJTOCPOUYHON aHIpOreHeNpUBallMOHHON Tepanuu (3 rona), ObLI
npoBeeH «non-inferiority» - ananu3 Hemenblel 3QpHEKTUBHOCTH-  CPaBHEHUS PE3yJIbTATOB
KpaTKOCpO4HOi U foirocpounoit repanuu al HPI™ , B ocHOBHOM TpuntopenuHoM (62,2 %) uimu
rozepenuaoM (30, 1 %) B coueTaHuu C JIy4eBOM Tepanuen

B nenom, nokaszarens S5-I€THEW CMEPTHOCTH B IpylIax «KpaTKOCPOYHOI'O TOPMOHAIBHOIO
JEYCHUS» U <JIOJATOCPOYHOTO TOPMOHAIBHOTO JieueHus» coctaBmn 19,0 % u 152 %
COOTBETCTBEHHO, C OTHOCUTENIBbHBIM pUckoM 1,42 (BepxHuil ogHocTopoHHHi 95,71 % AU =
1,79; wnm nByxctoponuuit 95,71 % AU = [1,09; 1,85], p = 0,65 nns aHanmza «He MEHBIIEH
spdextuBHocTH» U p = 0,0082 M1 anocTeprHoOpHOro aHalu3a pazIMyuil MeXAy TpyHrnaMu
neuenus). [lokazarens 5-jeTHHEH CMEPTHOCTH, CBSI3aHHOM C pakoM IMpOCTaThl, B Ipymmnax
«KPaTKOCPOYHOTO TOPMOHAJIBHOTO JIEYEHUS» MU <JIOJITOCPOYHOTO FOPMOHAJIBHOTO JIEYEHUSD
coctaBun 4,78 % u 3,2 %, COOTBETCTBEHHO, C OTHOCUTENBHBIM puckoM 1,71 (95 % AN =[1,14
— 2,57], p = 0,002). Tloka3arenu OIEHKH KayecTBa >KU3HU corjacHo ompocHukam QLQ-C30
CYIIIECTBEHHO HE OTJIMYATIUCh MeX Ay nByMs rpymmamu (P = 0,37).

Knunuueckaa sghgpexmusnocmov u 6ezonacnocmes y oemeil ¢ Npescoe8pemMenHbiM NoI08bIM
cospesanuem
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(MOCNEQOBATENBHOCTE

B HecpaBHUTEIBHOM KIMHUYECKOM HCCIEAOBAaHUN 44 PeGEHKA C TIPEKIEBPEMEHHBIM
MIOJIOBBIM CO3PEBaHNEM IIEHTPAILHOTO T'eHe3a (39 neBouek v S MATbYMKOB) MOTYYUITH B 00IIIEH
CJIO)KHOCTH JIBE€ BHYTPUMBIIIEYHbIe UHbEKIINU Npenaparta Judepenun B Teuenue 12 mecsien
(48 nenenp). [lonaBnenue ctumMmynupoBanHoN KoHIeHTparwu JII' 1o npemybepTaTHOTO YpOBHS
ObLIO TOCTUTHYTO Y 95,5 % ucneiTyembix k 3 mecany, Uy 93,2 % u 97,7 % ucnbiTyeMbiX B 6 1
12 Mecs11bl, COOTBETCTBEHHO.

CrneznctBueM 3TOTO SIBISIETCS PErpecc WU CTa0MIM3aIs BTOPUYHBIX MOJOBBIX MPU3HAKOB U
3aMeJUIEHHE YCKOPEHHOT'O CO3PEBAHMS U pOCTa KOCTEM.

VY neBouek mepBOHAYalbHAS CTUMYJIALMS SUYHUKOB B Hayalle JICUCHMs], a 3aT€M CHIDKEHUE
YPOBHS 3CTPOT€Ha, BBI3BAHHOE MPOJIO0JIKEHUEM JICHEHUEM MOJKET IIPUBECTU K KPOBOTEUEHUIO
U3 MOJIOBBIX IyTel c1a0oil UM YMEPEHHON MHTEHCUBHOCTH B MEPBBIM MecsILl Teparuu.

5.2. dapmakoKHHeTHYeCKHEe CBOHCTBA

AOGcopOrus
[Tocne oqHOKPATHOTO BHYTPUMBIIICYHOTO BBeICHHs Tpernaparta JudepenuH nammeHTam c

paKoM TpeicTaTeIbHOMN Kene3bl tmax coctaBmi 3 (2 — 12) yaca, a Cmax (0 — 169 amueii) — 40,0
(22,2 — 76,8) ur/mn.

V nmeteii ¢ MpexIEBPEMEHHBIM TIOJIOBBIM CO3PEBAHHEM tmax cocTaBmia 4 (2 — 8) vaca, a Cmax (0
— 169 nueit) — 39,9 (19,1 — 107,0) Hr/mur.

TpuntopenuH He HaKAIUIMBAJICS B TeueHUe 12 Mecs1eB JeUeHHUs.

Pacnpenenenue

PesynbraThl (hapMaKOKMHETHMUYECKUX MCCIIEIOBAaHUM, MPOBEICHHBIX Y 3J0POBBIX MY>KUMH,
[IOKa3bIBAIOT, YTO M1OCJIE€ BHYTPUBEHHOT'O OOJIFOCHOTO BBEICHUS TPUIITOPEINH paclpeesisieTcs
Y BBIBOJIUTCS B COOTBETCTBUH C MOJIEIIBIO TPEX KOMIIAPTMEHTOB, & COOTBETCTBYIOLIUE IEPHOBI
MOJIyBBIBE/IEHUS COCTABIIAIOT NPUOIU3UTENBHO 6 MUHYT, 45 MUHYT U 3 yaca.

O0wem pacripesienieHusi TPUNTOPEIMHA B PAaBHOBECHOM COCTOSIHUU I10CJI€ BHYTPHUBEHHOTO
BBeseHus 0,5 Mr TpunTOpenuHa anerara y 370POBBIX MYXYMH-TOOpPOBOJBIEB COCTABISET
npubnusutensHo 30 1. [TockoabKy HET 10Ka3aTeNbCTB TOT0, YTO TPUIITOPENUH B KIIMHUYECKU
3HAYUMBIX KOHIIEHTPALIKSAX CBSA3BIBAETCS € OEJIKaMU I1a3Mbl, B3aUMOJIEHCTBHE JIEKAPCTBEHHBIX
CPEICTB, CBSI3aHHOE CO CMEILLIEHUEM MECTa CBSA3BIBAHNUS, MAJIOBEPOSITHO.

buotpanchopmanus

MeTaboauThl TPUNTOPEIMHA Y YeJoBeKa He omnpenensianchk. OaHako papMaKOKMHETHYECKHE
JTaHHbIE, TTOJTYYEHHbIE B UCCIIEIOBAaHUAX HA JIIOJIX, CBUJIETENIbCTBYIOT O TOM, 4TO C-KOHIIEBBIE
¢parmMeHThl, oOpasyrouecs B pe3ylbTaTe TKaHEBOM JAerpajanuu, JUOO0 TOJHOCTBIO
pa3pyImiaroTcs B TKaHIX, JUOO OBICTPO MOJBEPraroTCs MadbHEUINEH Ierpagaldyd B TIa3Me
KPOBH, JINOO BBIBOAATCS OYKAMH.

OIMMHAHAINS

TpunropenanH BEIBOAUTCS KaK NI€YEHBIO, Tak U oukaMmHu. [Tocne BHyTpuBeHHoro BBeneHus 0,5
MT TPUITOPEINHA 30POBBIM MY>KUMHaM-100poBoJibliaM, 42 % 1036l ObUIO BHIBEIEHO C MOYOMH
B BUJI€ HEU3MEHEHHOI'O TPUNTOPEIINHA; Y JIOAECH C MEYEHOYHOW HEAOCTATOYHOCTBIO JaHHbBIN
nokazarenb jocturan 62 %. Ilockonbky kmupeHc kpeatuHuHa (Clereat) y 310poBBIX
n00poBoibLeB cocTaBimstn 150 mu/MuH M Tonbko 90 MII/MUH Yy Joed C IMe4eHOYHOU
HEJ0CTaTOYHOCThIO, 3TO YKa3blBa€T HAa TO, YTO TI€UEHb SIBJISIETCS OCHOBHBIM OpraHOM
BBIBEJICHHUS] TPUNTOPEINHA. Y 3THX 3/I0POBBIX JTOOPOBOJIBIEB MCTHUHHBIA KOHEUHBIH MEPHOA
MTOJTYBBIBE/ICHUSI TPUNITOPEIMHA COCTaBMII 2,8 yaca, a OOIMH KIMpEHC TpurTopennHa — 212
MJI/MUH, TIPUYEM TTOCIICAHUN 3aBUCUT OT KOMOMHAIIMY TICUCHOYHOH U TOYEYHOU ITUMHUHALIUH.
dapmakokuHeTHYeCcKas - hapMakoAMHAMUYECKas 3aBUCUMOCTb

B3anmocBs3b (hapMakoKuHETUKH/(PapMaKoJUHAMUKY TPUIITOPEIINHA HE SIBIISCTCS IIPOCTON IS
OLIEHKH, MIOCKOJIbKY OHa HEJIMHEWHa U 3aBUCHUT OT BpeMeHH. [locne 01HOOKpaTHOTO BBEIEHUS
y paHee HEeJIEUEHHBIX MallMeHTOB TPUITOPEINH BBI3BIBAET 10303aBUCUMOE yBenuueHue JII' u
OCT.
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[Ipy BBemeHum mpenapata ¢ MPOJOHTUPOBAHHBIM — BHICBOOOKICHUEM  TPHITTOPCINH
ctumyaupyet cekpeuuto JII' m @CI' B nepBble AHM IOCIIE BBEACHUS M, KaK CIEICTBHE,
CeKpeLuIo0 TecTocTepoHa. Kak IOKa3bIBAlOT pe3yJbTaTbl pa3iMYHbIX HCCIEIOBaHUN
OMOSPKBUBAICHTHOCTH, MAaKCHMAJbHOE YBEJIUYEHHUE TECTOCTEPOHA JOCTUTAETCS MPUMEPHO
yepe3 4 IHA ¢ 3KBUBaJEHTHOM Cmax, KOTopas He 3aBHCUT OT CKOpPOCTH BBICBOOOKIECHHUS
TPUNTOPEINHA. DTOT IEPBOHAYAJIbHBII OTBET HE COXPAHSAETCS, HECMOTPS Ha IOCTOSHHOE
BO3/ICHCTBUE TPUNTOPEINHA, U 32 HUM CIIe/lyeT IPOrpecCUpyIOLee U PABHO3HAYHOE CHUKEHHE
YPOBHSL TECTOCTEpOHA. B 3TOM ciyyae CTENeHb BO3JEHUCTBUS TPUIITOPEIMHA TAKKE MOKET
3HAYUTENbHO BapbUpPOBAaThCs, HE BIUAA Ha oOwMi 3(p(deKkT Ha ypoBeHb TECTOCTEpOHA B
CBIBOPOTKE KPOBH.

IloyeuHas ¥ neYeHOYHAasI HEAOCTATOUYHOCTh

Ilocne BHyTpuBeHHOro BBeneHus 0,5 Mr TpunrTopeiauHa JIMLIAM C YMEPEHHOM MOYEYHOMN
HezpoctaroyHocThIo (Clereat 40 Mir/MUH) nepUOJT TOTYBBIBEACHUS TPUIITOPEJINHA COCTaBuUII 6,7
qaca, 7,81 waca y il ¢ Tsokenoi mouewno HenocratouyHocThio (Clereat 8,9 mn/mun) u 7,65
yaca y ManueHToB ¢ HapymeHueMm Qyukiuu rnedenu (Clereat 89,9 mn/mun).

BnusHue Bo3pacta U packl Ha (PapMaKOKMHETHUKY TPUNTOPEIMHA CUCTEMATUYECKU HE
u3ydanocb. OfHako (apMaKOKMHETHYECKHE JAaHHBIE, MOJIYYE€HHBIE Y MOJOABIX 3/I0POBBIX
MY>K4YHMH-100poBoIIbLIEB B Bo3pacTe oT 20 10 22 jeT ¢ NOBILIEHHBIM KIMPEHCOM KpeaTHHHHA
(oxosio 150 mMa/mMUH), TOKa3alu, 9YTO y MOJIOJBIX JIFOAEH TPUIITOPENNH BBIBOJAUTCS B JIBa pa3a
ObIcTpee. DTO CBS3aHO C TEM, UTO KJIIMPEHC TPUNTOPEIMHA KOPPEIUPYET ¢ OOIIMM KIMPEHCOM
KpeaTHHUHA, KOTOPBIH, KaK U3BECTHO, CHMXKAETCS C BO3PACTOM.

B cBs13u ¢ GosbnM 3anacoM 0€30MaCHOCTH TPUIITOPENIMHA U TeM, yTo JludepenuH sBiseTcs
MIpenapaToM € JUINTEIbHBIM BHICBOOOXKIEHUEM, HE PEKOMEHAYETCSI KOPPEKTUPOBATD 103y JUIS
MALMEHTOB € NOYEYHON WM NIEYEHOYHON HEIOCTATOYHOCTBIO.

5.3  JlaHHble JOKJIMHHYECKOii 6e30macHoCcTH

Tokcuueckoe Bo3ielcTBHE TPUNITOPEINHA Ha SKCTPAreHUTAJIbHBIX OpraHbl HU3KOE.
Habmtonaemble 3¢ ¢GexThl ObUIM B OCHOBHOM CBSI3aHBI C MPOSBICHUEM (apMaKOJIOTHYECKUX
3¢ (HeKTOB TPUNITOPETHHA.

B uccienoBaHusX XpOHUYECKOW TOKCUYHOCTH B KIIMHUYECKU 3HAYMMBIX J103aX TPUNTOPEIUH
BBI3bIBAJI MAKPO- U MUKPOCKOITMYECKHE U3MEHEHUS B PETIPOyKTUBHBIX OpraHaxX caMIlOB KpbIC,
cobak u 06e3bsiH. OHM paccMaTPUBAIMCh KaK peakIys Ha [0JIaBIeHUe FOHAAaIbHON QyHKINH,
BBI3BAHHOE (PapMaKOJIOIMYECKON aKTUBHOCTHIO Mpernapara. B mepuoa BOCCTaHOBJIEHUS 3TU
M3MEHEHMs ObUTM 4acTUYHO oOpamieHbl BensATh. [locne monkoxHoro BeeaeHus 10 MKI/Kr
KppicaMm Ha 6 — 15 g1eHp OepeMEHHOCTH, TPHUNTOPEIWH HE BbI3BAI HUKAKHUX
SMOPHOTOKCUYECKHX, TEPATOTeHHBIX MM Kakux-1M0o 1pyrux 3¢dexkroB Ha pa3BuTHE
notoMmcTBa (mokosienne F1) mmm ero penmpomayktuBHbIe Mokazatenu. [Ipu moze 100 MKr/kr
HaOJII0AaTI0Ch CHIKEHHE IPUPOCTa Beca MaTepy M YBEJIUYESHUE YnCiIa pe30pOIuii.
TpunropennH He sBisIETCS MyTareHHbIM in vitro Wiu in vivo. B ucHbITaHUSX Ha MBIIIax
TPUINITOPENUH B 103ax 10 6000 MKI/KI He OKa3bIBa€T OHKOTEHHOTO JieiicTBUS nocie 18 mecsies
JedeHus. 23-MeCAYHOE HCCIENOBAHME KAaHIIEPOT€HHOCTH Ha KpbIcax IMokaszano moutu 100-
MPOIEHTHYIO YaCTOTY BOZHUKHOBEHUS 10OPOKAaUECTBEHHBIX OITyX0JIei rHumogu3a mpu Kax oM
YPOBHE J103bl, YTO MPUBOJMIO K MPEXKAEBPEMEHHON CMEPTH. Y BEIMYEHHE YAaCTOThI OIyXoJien
runodusza y Kpbic ABIsIETCS 00MUM (PPEKTOM, CBSI3aHHBIM C JieueHueM aroHuctamu ['HPT.
Knunuyeckasi 3Ha4MMOCTh 3TOT0 HEM3BECTHA.

6. ®PAPMALHEBTUYECKHUE XAPAKTEPUCTUKU

6.1 IlepeyeHb BcIOMOraTe/ibHbIX BellleCTB

JInodbunmszar:

Cononmumep DL-MomouHOM U rHKOIEBOH KUCToT 75/25
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Cononmumep DL-Momo4uHOM ¥ rIIMKOIeBOM KuciaoT 85715
Mannurton

Kapmennosa narpus

[Tonmucop6at-80

PacTBOpUTEIB:
BOJA JUIA UHBEKIIUN

6.2. HecoBMeCcTUMOCTDH

BBuny oTcyTCTBHS HCCIEN0BaHUI COBMECTUMOCTH JJaHHBIN JIEKaPCTBEHHBIN Mpenapar Hellb3s
CMELIMBATh C APYTMMHU IIperapaTaMH.

6.3. Cpok roaHoctu (CpoK XpaHeHHSs )

4 rona.

6.4. Oco0ble Mepbl NPEeI0CTOPOKHOCTH PU XPAHEHUH

[Ipu Temneparype He Bbie 25 °C.

6.5. Xapakrep u cojep:kaHHe YIAKOBKH

ITo 22,5 Mr TpuntopenrHa NOMEIIAoT BO (PIaKOH U3 clierka 3aTeMHeHHoro ctekiia tuna I (Esp.
@) obvemMoM 6 M, YKYNOPEHHBIH pPE3WHOBOH MpPOOKOW M3 OpOMOYTMIIKaydyKa IO
AIFOMUHHEBON OOKATKOM M 3aKPBITHIN 3alIUTHON IJIACTMACCOBO# Kpbiiikoii Tuma Flip-off™.
ITo 2 M pactBOpuUTENs (BOAA U1 MHBEKIMI) B aMIyJly U3 OECIIBETHOI'O THIPOIUTUYECKOTO
crexna tuna I (Esp. @).

OpauH mycTol CTepUIbHBINA OAHOPA30BBIN MOJIUIIPONUIECHOBBIN IIIPULl BMECTUMOCTBIO 3 MII,
oJlHa oiHOpazoBas uria pazmepoM 0,90 x 38 MM C JKeIThIM HAaKOHEYHHKOM 0e3 3aIllUTHOrO
YCTpOIICTBa, OJIHA OJJHOpPA30Basi UIJjia il BHYTPUMBIILIEYHON MHbEKIMU pazmepom 0,90 x 38
MM C JKEJITHIM HAKOHEUYHHKOM C 3aIUTHBIM YCTPOHCTBOM B OJMCTEpHYIO ynakoBKy u3 I[IBX u
JTAMUHUPOBAaHHOW Oymaru.

OnuH (QrakoH ¢ MpenapaToMm, OJJHY aMITyJly ¢ paCTBOPUTENIEM, OJIHY OJIUCTEPHYIO YIIAKOBKY CO
LINPULIEM U ABYMsI UTJIaMH MIOMEIIAIOT BMECTE C JIMCTKOM-BKJIQ/IBIIIEM B MMAYKy KAPTOHHYIO C
KOHTPOJIEM IIEPBOTO BCKPBITHS.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH NPH YTWIN3ANMH HEHCHO0JIb30BAHHOIO
JIEKAPCTBEHHOT0 TMpenapara MJIM OTXO0A0B, TMOJYYEHHBIX TOCJHe TPHMEHEHHUs
JIEKAapCTBEHHOI0 NMpenapara Wik padoTsbl ¢ HUM

Cycniensus JUlsi MHBEKIUH J0KHA ObITh BOCCTAHOBJIEHA C HMCHOJIb30BAHUEM aCENTUYECKON
TEXHUKH U TOJIKO C UCTIOIB30BAHUEM aMITyJIbl PACTBOPHUTEIIS TSI WHBEKITHH.

Heo6xoauMo cTporo ciaenoBaTh HHCTPYKIUAM IO BOCCTAHOBJICHUIO, IPUBEACHHBIM HIDKE.
PactBopuTens cnemyer HaOpaTh B TIPWIAraeMblii INNPUI] C TIOMOIIBIO WTJBI IS
BoccraHoBieHus (20 G, 0e3 mpenoXpaHUTEIbHOM CHCTEMbI) M MEpEeHeCTH BO (hIaKoH ¢
nopomkoM. CyCIeH3UIO ClIeyeT BOCCTaHABIMBATh, OCTOPOXKHO MOKa4dMBas (IAKOH M3
CTOPOHBI B CTOPOHY JIOCTaTOYHO JIOJITO, TOKa He 00pa3yeTcst OJHOPOAHAS CYCIEH3HsI Oeoro
WM OEJIOTO C JKEJITOBATHIM OTTEHKOM IIBeTa 0€3 BUIMMBIX CKOIUICHHH M KPYIHBIX yacTuil. He
NepeBOPAUYMBATH (IIAKOH.

Baxno y0Oeanthcs, uTo BO (prrakoHE HET HEPACTBOPEHHOTO IMOPOMIKA. 3aTeM MOIYYEHHYIO
CYCHEH3HIO ClIeyeT HaOpaTh 00paTHO B IIMPHULL, HE IepeBopauuBas (akoH. 3aTeM HUIITy IS
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ot 20.11.2025 N= 28931

(NOCNENOBATENEHOCTE 0005)

BOCCTAHOBJICHUA CIICAYET CMCHHUTD, a AJ1s1 BBCACHUS TIPCITdPAaTd UCIIOJIB30BATh HHHECKIITMOHHYTO
uriy (20 G, ¢ npenoXpaHUTENIbHBIM YCTPOHCTBOM).

ITockonbKy npenapar mnpeacraBiseT co0oi CyCHEeH3HI0, MHBEKIUIO CIIEAYeT BBOAUThH Cpasy
Mocjie BOCCTaHOBIICHHSI BO H30€KaHUE PEIUITHTAIIH.

Tonbko A7 OJHOKPATHOTO MPUMEHEHMS.

Bech ocTaBmmiics J€KapCTBEHHBIN Mpenapar, MCIOJb30BaHHBIE WIJIBI U OTXOAbl CJIETYET
YHUUYTOXHUTh B COOTBETCTBUM C YCTAHOBJICHHBIMH HALMOHAJIBHBIM 3aKOHOAATEIHbCTBOM
TpeOOBaHUSMU.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

®panuus

UIICEH ®APMA

65 nabepexnas XKopxka ['opca
92100 Bynous-buitankyp

7.1 IlpeacTaBUTENb J€PKATEsI PETrUCTPALMOHHOTO YI0CTOBEPEHUSI
[IpeTen3uu MOTPeOUTENIEH HAIPABIATH 10 aJAPECY:

109147 Poccus, r. Mocksa, yi.Taranckas, 1. 17-23

ten. (495) 258-54-00, dakc (495) 258-54-01

ipsen.moscow@ipsen.com

8. HOMEP PETMCTPALIMOHHOI'O YOCTOBEPEHHUS
JITT-Ne(003269)-(PT-RU) ot 26.09.2023

9. KATEI'OPHUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapCTBEHHBIN ITpenapaT OTHOCUTCS K KATETOPHUH OTITYCKa 10 PELENTY.

OO01as xapakTepucTHKa JIEKapCTBEHHOT o Ipenapata /{udepenus 10CTynHa B €AMHOM
peecTpe 3aperucTpUpPOBaHHBIX JIEKAPCTBEHHBIX CPeACTB EBpa3niickoro 3KOHOMHUYECKOTO
CO03a M Ha OUIIMAIILHOM CaiiTe YIIOJTHOMOUYEHHOTO OpraHa (3KCIepTHOW OpraHu3aliH)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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