COOTBETCTBYET 2KC __ EPTHOMY OTUETY

ot 21.01.2026 N= 909

(NOCNEQCBATENEHOCTE 0003)

OBIIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA
HokcopyOuruu-JIDHC, 2  wmr/mia, KOHIEHTpar [Uis TPHUTOTOBJIEHUS  pacTBOpa  JUIS

BHYTPUAPTEPUATILHOTO, BHYTPUBEHHOI'O U BHYTPUITY3bIPHOT'O BBEICHUS

2. KAMECTBEHHBIA 1 KOJIMYECTBEHHBIA COCTAB

JleiicTByro111ee BEIECTBO: TOKCOPYOHUIIHH.

Kaxxpiii M1 KOHIIEHTpaTa coepkut 2,0 Mr JoKcopyOuIHa (B BUJIE TUIPOXIIOPUIA).
Kaxnprit ¢akon 5 Mit conepkut gokcopyounuaa 10 mr (B BHIE THAPOXIOPHUIA).
Kaxnprit daakon 12,5 Mt conepuT A0KcopyOuIiHa 25 Mr (B BHIE THAPOXJIOPHUIA).
Kaxnprii hmakoH 25 mit coaepKuT nokcopyonnmnaa 50 mr (B BUAE TUAPOXIOPUIA).
Kaxnprii hmakon 37,5 MIT COEpKUT AOKCOPYOHUIHHA 75 MT (B BUJIE TUIPOXIIOPUIA).
Kaxnprit dhakon 75 M cogepkut nokcopyourinaa 150 mr (B BUAE THAPOXIOPUIA).

[TonHbIM TepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIECH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Konnentpar st mpuroToBi€HHs] pacTBOpa Il BHYTpUApPTEPUAIbHOIO, BHYTPUBEHHOTO U
BHYTPUITY3bIPHOTO BBEIACHHUS.

JKunkocTh KpacHOTO IIBETA.

4. KIMHUYECKHUE JAHHBIE

4.1. [loxka3zanusi K NPUMEHEHUIO

Octpslii TUM$POOTACTHBIN JIEHKO3, OCTPBIA MUEIO0IACTHBIN JIEHKO03, XpPOHUYECKUH TUM(OJIEHKO3,
0oe3Hp XOJKKMHA, HEXOJDKKMHCKHE JTHUM(OMBI, MHOXECTBEHHAass MHUEJIOMa, OCTEOI'CHHas
capkoma, capkoMa HOuHra, capkoma MSITKHX TKaHeW, HeipoOnacTtoma, pabromMuocapkoma,
OITyX0Jb BunbMca, pak MOJIOYHOH jKeJe3bl, paK MEeHKH MaTKH, CAapKOMa MaTKH, paK SHIOMETPUS,
paK SIMYHUKOB, T€PMHHOTCHHBIE OMYXOJH SWYKa, PaK MPEACTATEIbHOMN Kelle3bl, paKk MOYEBOI0
ny3bips  (JeueHHe M TNpodUIaKTHKA PEHUIWBOB IIOCIE ONEPAaTHBHOIO BMEIIATENIBLCTBA),
MEJKOKJICTOYHBI pPAaK JIEFKOIO, paK »JKEIyJKa, IIepBUYHBIA TeNaTOLEIUIIOJIIPHBIN  pak,
37I0KQYE€CTBEHHbIE OMYXOJM TOJIOBBI M MIEH, PaK LIUTOBHIHOM Kelle3bl, ME30TEIMOMa, paK

MUIIEBO/Ia, UHCYJIMHOMA, KapIIMHOU/I, 37T0KaYecTBEHHAs TuMoMa, capkoMa Kanomu npu CIT de.
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4.2. PexxuM 103MpOBaHNs U C1IOCO0 MPUMEHEHUs!
[Mpenapar Jlokcopyounua-JIDHC crneayer mpUMEHSTH TOJNBKO IO HAOMIOACHHEM Bpadeid,
MMEIOIINX ONBIT IPUMEHEHHUS HIUTOTOKCUYECKHUX MTPENapaTosB.

PexxuM 103upoBaHus

Brympueennoe esedenue

B kauecTBe MOHOTEPANNK PEKOMEH/IyeMas 71032 Ha IUKII [T B3POCIbIX cocTaBiseT 60-90 mr/m2,
O6myro o3y mpemapara B pacuere Ha IHUKI (Kaxasle 3—4 Hemenw) MOXXHO BBOIUTH Kak
OJHOMOMEHTHO, TaK 1 pa3eINB Ha HECKOJIbKO BBEJICHUI: B T€UEHUE 3 AHEH MOJPSI UIIA B TIEPBBII
Y BOCBMOM JHU LMKJIA. TakKe IPUMEHSETCS €KEHEAEIbHbIA PEKUM BBEICHHUS MPErapara B 103€
10-20 wmr/m?. Ilpu T§pUMEHEHHH JOKCOPYOMIMHA B  KOMOMHAUMM C  JPYTUMH
IIPOTUBOOITYXOJIEBBIMU TMpenapaTtaMu, 00JadalolIMMHU CXOAHOH TOKCUYHOCTBIO, PEKOMEHyeMast
7103a Ha UK cocTaBisieT 30—60 Mr/M2.

Brympuapmepuanvroe sedenue

[TaruenTamM ¢ TemaToONEUTIONSAPHBIM PAaKOM W MeTacTa3aMH B IEUEHU s oOecredeHus
MHTEHCUBHOT'O MECTHOTO U T€HEPAM30BaHHOTO BO3/ICHCTBUS MPU OJTHOBPEMEHHOM YMEHBIICHUN
o0IIero TOKCHYECKOro AECWCTBUS IpernapaT MOKHO BBOJUTH BHYTPUApPTEPUAIBHO B TIJIABHYIO
TeYeHoYHyI0 apTepuio B 103e 30-150 Mr/m? ¢ uHTEepBaIoM OT 3 Helelb 10 3 MecsueB. boiee
BBICOKHE JI03bI CIEAYET MPUMEHSTHh TOJIBKO B CIy4YasX OJHOBPEMEHHOI'O 3KCTPAKOPHMOPATHLHOIO
BBIBEJICHUA TMpernapata. bonee HU3KME [03bl SBISIOTCS MOAXOASIIMMH I BBEICHUS
JIOKCOpPYOUIIMHA B COYETAHUHU C HOTUPOBAHHBIM MACJIOM.

Beeoenue 6 mouesoti ny3vips

BBenenue B MoueBOM My3bIph MPUMEHSIETCS JJIs JI€UCHUS TIOBEPXHOCTHBIX OIyXOJI€H MOUYEBOIO
My3bIpsi, a TAaKXKE B KadyecTBe NMPOMUIAKTUKH IS CHUKCHHSI BEPOSITHOCTH PEIUAMBA IOCIE
TpaHCypeTpaIbHOW pe3eKuu. BBeneHne B MOYEBOW My3bIph HE IMOKA3aHO MJi JICUYCHHS
WHBa3UBHBIX OIyXOJeH C TpoOpacTaHUEM B MBIIIEUYHYI0 CTEHKY MOYEBOTO IYy3bIpS.
Pexomennyemass mo3za cocraBisier 30-50 Mr Ha HMHCTWUIALMIO (KamelbHOE BBEACHHE), C
WHTEpBajJaMu MEX]y BBeJAeHUsMU OT | Henmenu 10 1 mecsiia, B 3aBUCUMOCTH OT TOTO, SIBJISIETCS
LEeNbl0 Tepanuu JieueHue wid npoduiakTuka. PexomeHyemasi KOHLEHTpalMsl pacTBopa —
1mr/mn B 0,9 % pactBOope Hartpusi xjopuia. B cioyuae pa3BUTHSI MECTHOW TOKCUYHOCTH
(XUMUYECKHUI IUCTUT) A03Y, NPEeIHA3HAYCHHYIO TSI HHCTUJUISIIUU, CIeIyeT pacTBOPUTH B 50—

100 M1 0,9 % pacTtBOpa HaTpus XJopuia.



COOTBETCTBYET ZKCNEPTHOMY OTUETY
01.2026 N= 503

.—,.I
OT Z1. U1 .£ULD

(NOCNEQCBATENEHOCTE 0003)

Oco0ble rpyInel NALKMEHTOB

THayuenmoi ¢ HapywieHuem QYHKYUU neveHu
—  eclIM KOHUEHTpalus OunupyOnHa B CBIBOPOTKE KPOBU cocTaBisieT 1,2—3 mr/mi, BBogumas
703a Tpenapara J0JbKHa ObITh CHIKeHa Ha 50 % OT peKOMEHJ0BaHHOI;
—  eCJIM KOHIICHTpaIys OMIMpyOrHa B CBIBOPOTKE KPOBH MPEBHIMIACT 3 MT/JI, TO BBOAUMAS
J103a mpenapara J0KHA ObITh CHIDKEHA Ha 75 % OT peKOMEHOBaHHOM.
Iayuenmul nodxcunozo éozpacma
Pexomenayercs npuMeHeHue 0osiee HU3KUX 7103 WM YBEJIUUYEHNE HHTEPBAJIOB MEXIY IIUKIaMH.
pyeue cneyuanvrvie cpynnvl nayueHmos
[TaunenTam, KOTOpBIE paHee MOJy4alid HHTEHCUBHYIO XUMHOTEPAIHIO, MAlIUEHTAM C 0)KUPEHUEM
(ecnu macca Tena cocraisieT 0osee 130 % oT onTUManbHOM, OTMEYAETCS CHUKEHHE CUCTEMHOTO
KIIMpeHca Mpernapara), a Takke MalueHTaM C OIMyXO0JIEBOM HMH(UIbTpalueld KOCTHOIO MO3Ta
peKOMeHIyeTCs MpuMeHeHue 0oJiee HU3KKX J03 WM YBEINYCHUE HHTEPBAJIOB MEXIY ITUKIaMH.
eTu
Pexomenayercst npuMeHeHue 0osiee HU3KUX 7103 UM YBEIUUYEHNE HHTEPBAJIOB MEXIY IIUKIaMH.

Cnocob npruMeHeHUs

Mepwi  npedocmopodicHocmuy, npunumaemvie neped NpUMEHEHUeM Npenapama uiu npu
obpaweHuu ¢ HuUM

Nudopmanust mo pabore ¢ IUTOTOKCHUSCKUMH TIperapaTamMu MpeacTaBieHa B paszuene 6.6.
[TpumeHsieTcs BHyTPUBEHHO, BHYTPHAPTEPUATILHO, BHYTPUITY3BIPHO.

Buympueennoe ésedenue

[ToBTOpHBIE (TOCIIE IEPBOTrO Kypca) BBEACHUS MperapaTa BO3MOKHBI TOJIBKO MPH MCYE3HOBEHUH
BCEX MPU3HAKOB TOKCUYHOCTHU (B OCOOEHHOCTH KETYJOYHO-KUIIIEYHON 1 TeMATOIOTNIECKOi).
Jlis yMmeHbIlIeHHsl pUCKa pa3BUTHS TPOMOO30B M SKCTpaBa3allMd IpernapaT pPEeKOMEHIyeTcs
BBOJMTH uepe3 TPyOKy CUCTEMBI AJisl BHYTpUBEHHOM nHGy3uH, Bo Bpems nndysuu 0,9 % pactBopa
HaTpus xjopuna wim 5 % pactBopa AeKCTpo3bl. lIponomkuTenbHOCTh HWHQY3UH JTOJKHA
coctaBiATh 0T 3 1o 10 muuyr. CymmapHas 103a JOKCOpYyOWIIMHA HE JOJDKHA IPEBBIINIATH
550 mr/m2.

[TaruenTam, moay4yaBIIMM paHEe TyYeBYIO TEPANUIO Ha 00J1aCTh CPEAOCTEHUS/TIEpUKAPIUATBHYIO
00J1acTh WM TMPHUHHUMABIIMM JpyTHUe KapAWOTOKCHYECKHE Mpernaparsl, MpH HEOOXOIMMOCTU
YBeIMUYEHHs CyMMapHOH 03Bl JoKcopyOuiuHa Gonee 450 Mr/m? BBeJieHHE Mpernapara CleayeT

MPOBOAMTH IO/ CTPOTMM MOHUTOPUHTOM (YHKIIMH CEPALIA.
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Brympuapmepuanvroe ésedenue
[TockonbKy ATOT MeTO[| (BBEACHUS B IVIABHYIO NEYEHOUYHYIO apTEPUIO) SBISAETCS MOTEHLIUAIBHO
OMACHBIM M MOJKET MPHUBECTH K PAaCIpOCTPAaHEHHOMY HEKpO3y TKaHH, BHYTpHApTEpHUaIbHOE
BBEJICHUE JOJDKHBI OCYIIECTBIATH TOJBKO Bpaud, B COBEPUICHCTBE BJaJCIOlIUE JaHHOU
METOIUKOM.
Brympunysvipnoe esedenue
WHCTHUIISAIUIO B MOUEBOH Iy3bIph ClIEAYeT MPOBOAUTH C MOMOIIBIO KaTeTepa, P 3TOM Mpenapar
JIOJDKEH OCTaBaThCsli B MOYEBOM ITy3bIpe B TeueHue 1-2 4. J[ns obecrniedeHHs: paBHOMEPHOTO
BO3/ICUCTBUS IMpernapaTa Ha CIU3UCTYI0 MOYEBOIO MY3bIpS MAIMEHTY BO BpeMs HHCTHIUISLMU
ClIeZlyeT MoBOpayuBaThcsa ¢ 00Ky Ha O0K. Bo m3bexanue upesmepHoOro pasOaBieHus mpemnapara
MOUYOM, MalMeHThl JOHKHBI ObITh MPEAYNpPEKICHBl O TOM, YTO UM CIIEIYeT BO3JEpKaThCs OT
IpHeMa KUKOCTH B TedeHHe 12 4acoB 10 MHCTHUISIMK. B KOHIIe MHCTHIUIALMY MAallueHT JOKEeH
OTIOPO’KHUTH MOYEBOM ITy3BIPb.
4.3. llpoTuBONOKA3aHUS
— T'unepuyBCTBUTENBHOCTh K JOKCOPYOMIIMHY WM K JI000OMY H3 BCIIOMOTaTEJbHBIX
BEIIIECTB, TEPEUMCICHHBIX B pazzgene 6.1., a Takke K JPyrdM aHTpPAlMKIMHAM H
aHTpaLeHINOHAM
— bepemMeHHOCTH U IEpUOJI TPYIHOTO BCKaPMIIMBAHUS

— BHyTpuBEHHOE BBEJICHUE MPOTUBOINOKA3AHO MPU: CTOMKONH MHUEIOCYNPECCUHU, TAKEIBIX

HapymeHWsIX (YHKIUU TIEYCHH, TSDKEIOM CepAedHOM HETOCTATOYHOCTH M TSDKEIBIX
apUTMUIX, HEAABHO TMEPEHECEHHOM HH(ApKTE MHUOKApAa, MPEINISCTBYIOIICH Tepanmuu
JIOKCOPYOHUITMHOM, AayHOPYOUIIMHOM, SMUPYOUIIMHOM, HUAAPYOUITMHOM H/WIH IPYyTUMH
AHTPALMKIMHAMY ¥ aHTPAIICHIMOHAMH B MPEACTBHBIX CYMMapPHBIX 103aX

— Bsemenne B MOYEBOM ITy3bIph NPOTHUBOINOKA3aHO IIPH: I/IH(I)GKI_[I/I}IX MOYCBBIBOOAIINX

IIyTE€H, BOCIIAJIECHUA MOYEBOTO Iy3bIpsl, FEMaTypUH
4.4. Oco0Oble yKa3aHUs U MepPbI NPeTOCTOPOKHOCTH NPH MPUMEHEHUH

C 0CTOPOKHOCTBIO

— [TlamuenTsl ¢ pakTopaMu prcKa pa3BUTHS KAPAUOTOKCUIHOCTH
— IlanmenTsl, MoyyaBUINE paHEE UHTEHCUBHYIO XUMHUOTEPAIUIO
—  MHerm

— Tloxuible narueHTrl

— IlauueHTsl ¢ 0KUpEHUEM
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— Iloparpa
— Ypatsslii HepoauTuas (B T. 4. B aHAMHe3e)
— 3aboneBanus cepana (KapIUOTOKCUYECKOE NEUCTBHE MOXKET OTMEYaThCsl Mpu Oojiee
HU3KUX CyMMAapHBIX J03aX)
— [TlanueHTsl € OmMyXoJieBOW HMHQHUIBTpAIME KOCTHOrO Mo3ra (MOXET MoTpeOoBaThes
CHUKEHHUE CTAPTOBBIX /103 WM YBEINYCHUE HHTEPBAIIOB MEXKY JI03aMH )
— YrHereHHe KOCTHOMO3TOBOI'O KPOBETBOPEHMS
— Ilpumenenue B cocTaBe KOMOMHHUPOBAHHOW IPOTHBOOIYXOJIEBOM TEpamuu, a TakKkKe B
COYETAaHMH C JIy4YEBOU UJIU APYTrOU IIPOTUBOOITYXOJIEBOM Teparneu
— TlamuenTs ¢ HapymeHueM QYHKITUH IEYSHU
JlokcopyOunuH cienyer MNPUMEHSATh TOJIBKO IOj HaOMI0JeHHMEeM Bpaued, HMMEIOLIUX OIbIT
MPUMEHEHHUS IUTOTOKCHYECKUX MpenapaToB. Jlo Hauasia Tepanuu ocTpble Tokcuyeckue 3h(exTs
OpeAblayled  UUTOTOKCMYECKOM  Tepanmuu  (TakMe  Kak  CTOMAaTUT,  HEUTPOIIeHHUs,
TPOMOOIIMTONECHUS M CUCTEMHbIE HH(PEKINH) JOJDKHBI ObITh KYITHPOBAHBI.
Jlo Havana ¥ BO BpeMs Tepalluu IpernapaToM HEoOXOJUMO KOHTPOJIMPOBATh (PYHKIUIO ceplla,
YTOOBI CBECTH K MUHHUMYMY PHUCK €ro TSIKEJIOro mopaxkeHus. Jljig 3Toro ciemyer peryspHO
ornpenenaTh (pakiHio BHIOpOCA JIEBOTO JKEIYJI0YKa W HEMEUIEHHO MPEKpPaTHTh JICUYCHHE MpU
MOSIBJICHUH TEPBLIX TMPU3HAKOB HapylmieHus QYHKIWH cepana. K anekBaTHBIM MeToJaM
KOJIMYECTBEHHOTO aHan3a QyHKIUU cepAra (M3MepeHne Gppakiuii BHIOpoca JIEBOTO JKeITy109Ka)
otHocsaTCs paauounsoronHas anruorpadus (MUGA) u sxokapauorpadusi.
Jlo Hauana ymeueHus: peKOMEHIyeTcsl OleHUTh PpyHKIuio cepana ¢ nomoipio IKI™ u omHOTrO M3
CJICAYIOUINX METOOB — PaTIUOU30TOINHOTO CKAaHUPOBAHMS MM HXOKapAuorpapuu, 0COOCHHO Y
NalMeHToB ¢ (akropamMu  pHCKa  TOBBILIEHHONW  KapAMOTOKCUYHOCTH  (Hampumep,
CUMITOMAaTHYeCKOEe WM OecCHMNTOMHOE 3abojeBaHHE CEepJEeYHO-COCYAUCTON CHUCTEMBI,
IpeIIecTBYIONAsl WM COMYyTCTBYIOLIAsS JIydeBasi Tepanus B 00JIaCTU CPelOCTeHUs/TIepuKapaa,
MpEAIIECTBYIONIAs Tepanusi ¢ MPUMEHEHHEM APYTMX aHTPAUUKIMHOB WM aHTPAICHAMOHOB U
COMYTCTBYIOIIAsE Tepamusi TMpenapaTtaMu, CHIDKAIOIMIUMUA COKPAaTUTEIbHYI CIIOCOOHOCTh
MHOKap/a, HalpuMep TpacTy3ymadbom).
He crnenyer mpuUMeHATh aHTPALMKIMHBI, BKIIOYas JOKCOPYOUIIMH, OJHOBPEMEHHO C JAPYTUMHU
KapIMOTOKCUYECKUMH TpenapaTaMy 10 TeX MOp, MOKa He MPOBEACHO HMCCiIeqoBaHue (QYHKIHU
cepaua mnauueHta. [lpy nNpUMEHEHUM AaHTPALUKIMHOB Yy TMAI[MEHTOB, KOTOPHIM HEIaBHO
MPOBOAMIIN TEPANUIO APYTUMHU KapAHMOTOKCHUYECKHUMH MperaparaMy, OCOOEHHO MpenapaTtaMu ¢

5



ot 21.0 > M= 303

(nocneno Ei.i.Tléﬂ EHOCTE 0003)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

JUTUTETILHBIM TIEPUOJIOM TONYBBIBEACHHS (TaKMMH KaK TpacTy3yMald), TakKe MOXKET OBITh
MOBBIIIICH PHUCK PAa3BUTHUS KapAUOTOKCHYHOCTU. lleprnoa monyBbIBeleHUs TpacTy3ymada
BapuabeneH. TpacTy3ymad MOXKET IPUCYTCTBOBAaTh B KPOBOTOKE B TeUeHHUE 7 MecsIeB. B cBs3u ¢
3TUM PEKOMEHIyeTCs M0 BO3MOXKHOCTH U30€raTh Tepariuy aHTPAllMKIMHAMU B TEUEHUE 7 MECSLIEB
mocje OTMEHBI TpacTy3ymMaba. B ciydae HeEOOXOAMMOCTH NPUMEHEHHUS aHTPALUKIMHOB [0
OKOHYAHHS 3TOTO CPOKA CJICAYET THIATEIbHO KOHTPOJINPOBAThH CEPICUHYIO (QYHKIHIO.

@pakiuo BbIOpoca JIEBOr0 JKEIyJouYKa CcleAayeT HU3MepsATh B IUHAMHKE, OCOOEHHO Hpu
YBEJIMYEHUH KyMYJSTUBHBIX J103 aHTpauukiuHa. [lpm sTOM 1enecoobpa3HO MOCTOSHHO
MCIIOJIb30BaTh OJIUH U TOT K€ METO/.

Puck pa3BuTHs XpOHUYECKON CEpIeUHON HEAOCTAaTOYHOCTH, COCTABISAIOMUNA OKoJo 1-2 % mpu
NPUMEHEHUHU KyMyJATHBHOM 110361 300 MF/MZ, YBEJIIMUMUBAETCA MEIJCHHO 10 JOCTHKEHUS
CyMMapHO# KyMYJISTHBHON 10361 450-550 MI/M?, moclie 4ero oTMedaeTcsl pe3Koe YBeIHUeHHE
pucka. B cBSI3u ¢ 3TMM MaKcHMallbHas KyMYJISTHBHAS 1033 HE JOJKHA MIPEBBIIATh 550 Mr/m2.
MonuTOpHHT (QYHKIMH CEepAIla AOKEH ObITh OCOOCHHO CTPOTUM Yy MAaIlMEHTOB, MOTYYaIONINX
BBICOKHME KYMYJISITUBHBIC J03bl IperapaTa U y MalMeHTOB ¢ (aKTopaMHu pUCKa MOBBIMICHHON
KapAHMOTOKCUYHOCTH. OTHAKO KapIMOTOKCUYHOCTh MOXET Pa3BUTHCS U MPU MPUMEHEHUH Ooliee
HU3KUX KyMYJISTUBHBIX 703 IOKCOPYOUIIMHA HE3aBUCUMO OT HAMYHS (PAKTOPOB PUCKA.

VY nereii ¥ HOAPOCTKOB MOBBIIICH PUCK PAa3BUTHS MO3JHENH KapIMOTOKCHYHOCTH JIOKCOPYOHIIMHA.
VY JKEHIIMH 3TOT PHUCK, MOXET OBITh BBIIIE, YeM Yy MYKUMH. PekoMeHIyeTcsl mepHoanyecKuii
KOHTPOJIb COCTOSIHUS CEPIEUYHO-COCYAUCTON CUCTEMBI TIOCIIE OKOHYaHUS TEPAIHH.

ToKCHUYHOCTH JOKCOPYOUIIMHA U IPYTUX aHTPALIUKIMHOB WK aHTPAIICHAUOHOB, BEPOSTHO, HOCUT
aJIUTUBHBIN XapaKTep.

Kak u apyrue mUTOTOKCHYECKHE CPENCTBA, TOKCOPYOMIIMH MOXKET BBI3BATh MHUEIIOCYIPECCHIO.
OO0muii aHanu3 KpOBH, BKIIIOYAs JIEHKOUTApHYIO (hopMyIty, ciaelyeT IPOBOAUTH 10 U BO BpeMs
KKIOro LUKJIAa Tepanuu JokcopyOurnmHoM. [lo3o3aBucumas oOparumas JEHKONEHUS H/WiIn
TPAHYJIOIUTONECHUS (HEUTPONEHUs) SIBISIOTCS OCHOBHBIM TMPOSIBIICHUEM TI'€MaTOJOTHYECKOU
TOKCHYHOCTH JIOKCOPYOWIIMHA ¥ CaMbIM 4YacThIM MPHU3HAKOM OCTPOM TOKCHYHOCTH,
JTUMUTHPYIOIEH 1103y mpemnapaTta. JIeHKoneHus W HEUTpOINeHHUsT B OOJBITMHCTBE CIydyacB
JIOCTUTAIOT MaKCHUMaJbHOW BbIpakeHHOCTH 4epe3 10-14 nHeil mocne BBeneHUs Npemnapara,
OpUYEeM YHUCIIO JICHKOIMUTOB/HEUTPOMIOB BO3Bpallaercss K HopMe K 21-my nHio. Bo3moxkHO

TakKe pa3BUTHE TPOMOOIMTONEHUM U aHeMUHW. KIMHUYECKHE OCIOXHEHHS TSDKEIOon
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MUEJOCYTPECCUH BKIIIOYAIOT B CE0s TUXOPAIKy, HHPEKINUU, CETICUC/CENTHIIEMHIO, CENTHYSCKUN
LIOK, KPOBOTEUEHUS, TUIIOKCUIO TKAHEW WIIN JIETAJIbHBIA UCXO/I.

VY nmanueHToB, NOTYy4YaBIIMX aHTPALMKINHBI, BKII0Yas JOKCOPYOHUIIMH, ONMCAaHBI CITyYyau pa3BUTHUS
BTOPUYHOTO JIeHiKo3a C TpeneikeMuueckor (a3oit mnm 6e3 Hee. BTopuuHblid Jeiiko3 darie
BCTpEUaeTcss TMpU NPUMEHEHWHM OTHX TpernapartoB B  KOMOMHAIMH C  APYTUMHU
IIPOTUBOOITYXOJIEBBIMU CPEACTBaMH, BbI3biBatolumu nospexaeHue JHK, nydeBoit Tepanueii, a
TaKk)Ke€ y MAIMEHTOB, IOJIy4aBIIMX pPaHEEe HWHTEHCUBHYIO LUTOTOKCUYECKYIO TEpaNuio WU
AQHTPALMKIMHBI B BBICOKHUX J103aX. BTOopuyHBIE JI€HKO3bI MOTYT HMMETh JIATEHTHBIH Mepuoj
JUTUTEIBHOCTRIO 1-3 roxa.

MyK03uT/CTOMAaTUT OOBIYHO Pa3BMBAETCS BCKOpE IOCIE BBEJIEHHs Ipernapara M B TSHKEIBIX
ClIy4asiX B T€UEHHE HECKOJBKHMX THEH MOXKET MPUBECTH K U3BA3BICHUIO CIU3UCTON 0OOJIOUYKU
MOJIOCTH pTa. Y OOJBIIMHCTBA MALIMEHTOB 3TH HEXeNaTelIbHbIE SBJICHUS KyIMUPYIOTCS K TPEeThen
Hezlele Tepanuu.

Jlo Hauama u BO BpeMs Tepaluy MpEenapaTroM Yy MMAIHEHTOB HEO0OXOTUMO KOHTPOJIMPOBATH
nokaszaTesin (PyHKIUU TIedeHU (KOHIIEHTpAIUIo 00IIero OmimpyOnHa B CHIBOPOTKE KpOBH). Y
MAI[MEHTOB C MOBBIIICHHOW KOHIIEHTpalMed OuaMpyOHHAa BO3MOKHO 3aMeJUICHHE KIHpEeHca
npernapara U ycuieHrue o01eil TOKCHYHOCTH.

[Ipn mosiBICHWHM TEpBBIX MPU3HAKOB JKCTpaBa3allMdl  JOKCOpPyOWIMHA (¥OKSHHE WU
00JIE3HEHHOCTh B MECT€ HHBEKIMH) HH(QY3UIO CleAyeT HEMEMJICHHO NpeKpaTuth. TodHoe
coOIofieHre MHCTPYKIMHA 1O NMPUMEHEHHUIO Ipernapara MO3BOJIET CBECTH K MUHUMYMY PHCK
pasButus reduta/TpomMO0hIeONTa B MECTE HHBEKIIUH.

[Ipu BHYTpHUITy3BIpHOM IPUMEHEHUH TIpenapaTa 0co60e BHUMAaHUE CIeIyET YACTSATh COCTOSHUSM,
CO3JIAIOIIMM MPETISTCTBHS I KaTeTepu3aluy (Hanpumep, OOCTPYKIMS ypeTphl, 00yCIOBICHHAs
MAacCCHUBHBIMU ONYXOJIIMH MoO4YeBOro my3bipsi). [Ipm npumeHeHHH [OOKCOpyOMIIMHA MOKET
HaOJI01aTHCS TUIIEPYPUKEMUS BCIIECTBUE OBICTPOTO JIM3HCA OITYXOJIEBBIX KIETOK, B CBSI3U C UEM
NanUeHTaM BO BPEMs Tepaluu PEKOMEHAYETCS ONpPEAEATh KOHLEHTPALMI0O MOUYEBON KUCIIOTHI,
KaJlus, KaJIbIUsl U KpeaTHHUHA B KPOBH. Takue MEpONpUsITHS KaK TUApATalKs, OllleauyBaHuE U
npodUIaKTUKa ¢ MOMOIIBIO AJIONYPUHONA ISl MPEIOTBPALICHUS] THIIEPYPUKEMUN TTO3BOJISIOT
CBECTH K MUHUMYMY PUCK OCJIO)KHEHUM, CB3aHHBIX C CHHIPOMOM JIM3HCa OMYXOJIH.

Y nauueHTOoB ¢ OCia0NeHHBIM Ha (OHE LUTOTOKCHYECKOW Tepanmuu (B TOM 4HCIE
JOKCOPYOUITMHOM ) MMMYHUTETOM MTPUMEHEHHUE )KUBBIX U OCTA0JICHHBIX BAKIIUH MOKET IPUBECTU

K CEepbhe3HbIM MH(EKIHUsM, B HEKOTOPBIX CIydasx C JIeTalbHBIM ucxoioM. Cnemyer m3berarb
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 21.01.2026 N= 909

(NOCNEQCBATENEHOCTE 0003)

NPUMEHEHHUS JKUBBIX BaKUMH Yy TMAlUEHTOB, NOJYYAIOIUX JIOKCOPYOMLIMH. YOuThHIE WIH
MHAKTHUBHPOBAHHBIC BAKIIMHBI MPUMEHSTh JOMYCTUMO, TEM HE MEHEE OTBET Ha BBEJCHHE ITUX
BaKIIMH MOYET OBITH OCJIa0JIeH.

VY >KEHIIUH TOKCOpYOHIIMH MOXET BBI3BAaTh OecIuioue u aMeHopero. OBYIALUS M MEHCTpYaIiu
OOBIYHO BOCCTaHABIUBAIOTCS IOCIE TMPEKPALICHUs JIEYCHHUS, XOTS BO3MOXKHO HACTYIUICHHE
paHHEW MEHOIIAY3bl.

VY MyX4YUH JTOKCOPYOMIIMH OKa3bIBaeT MyTareHHOE ACHCTBHE W MOJKET BBI3BATh IOBPEXKICHHE
XPOMOCOM CHEpMaTo30110B. OIUTOCTIEPMHUS WIIH a300CTIEPMUS MOTYT OKa3aThCsl HEOOPaTUMBIMH,
XOTSI B HEKOTOPBIX CIydasiX OTMEYaJoCh BOCCTAHOBJICHHUE YHCIIAa CIEPMATO30MI0B, MHOTIa Yepes
HECKOJIBKO JIET MOCIe MPEKPaIIeHUs JICUSHUSI.

My>XYMHBI W JKCHIIMHBI, MOJYYalOIIUe TEPANUIo JOKCOPYOUIIMHOM, IOJDKHBI HCIIOJIb30BATh
HaJIS)KHBIC METObI KOHTPAILICIIIHH.

4.5. B3amMmopeiicTBMe ¢ JPYrHMH JICKAPCTBEHHBIMH IpenaparamMM M JApyrue BHIbI
B3aMMO/EHCTBUA

Hoxcopyouriun  siBisietcst cyoctpatom uzodepmenta CYP3A4 u CYP2D6, a Ttakxke P-
rinukonporenHa (P-gp). KimHudeckw 3HayMMble B3aUMOJCHCTBHS OBUIM OTMEYEHBI IIPH
npuMeHeHurn uHruouropos wuszogpepmentoB CYP3A4, CYP2D6 w/mnmu P-gp (Hampumep,
BEparamMuil), TMPUBOJMBIIKME K TMOBBIIICHUIO KOHIEHTPAMM M KIMHUYECKoro sgddekra
nokcopyourmna. Uuaykropel nzopepmenta CYP3A4 (nanpumep, dpenobapburan, ¢peHuTouH,
npenaparsl 3Bepo00si MPOABIPSBIECHHOT0) U MHAYKTOPH! P-Jp MOTYT CHHM3HWTH KOHIICHTPAIHIO
nokcopyounmaa. OIHOBpEMEHHOE MPHUMEHEHHE LHUKIOCIIOPHHA U JIOKCOPYOMIIMHA MOXKET
npuBoauTh K yBenumuenuto AUC oOoux mpenapatoB. ITOT 3¢ (deKT, BO3MOXKHO, CBSI3aH CO
CHIDKEHHEM  KIMpEeHCa HEW3MEHEHHOro  TpenapaTa M CHIDKEHHEM  MeTabonm3ma
JOKCOpyOHIIMHOIMA. MIMEIOTCS PeanoNoKeHNs, YTO OJTHOBPEMEHHOE IPUMEHEHHE [IUKJIOCTIOPHHA
U JIOKCOpYOMIIMHA MOXKET NPHUBOAMTH K OOJiee TKEIOW M JUIMTENFHON TeMaTOJOTHMYeCKOH
TOKCHYHOCTH, YeM NPH NMPUMEHEHUH TOJILKO JOKCOpyOHIMHa. MimMeroTcs: cooOLIeHns 0 pa3BUTHH
KOMBI M CyJIOPOT TPU OJJHOBPEMEHHOM IPUMEHEHUH IIMKJIOCTIOPUHA U JOKCOPYOHUITHHA.

[Ipn nmpuMeHeHnN TOKCOpYOMIMHA B KOMOMHAIMN C IPYTUMH IIUTOTOKCHYECKUMH CPEICTBAMH
BO3MOXKHO TIPOSIBJICHHE aIANTUBHON TOKCHYHOCTH, OCOOCHHO B OTHOIIEHHHM KOCTHOTO
MO3ra/CUCTEMBI KPOBH H JKEIYyAOYHO-KHIIEYHOTo TpakTa. [Ipy mpuMeHeHuu JAOKCOpyOHUIIMHA B
KOMOMHAIMM C JPYIMMH MOTEHIHAIBHO KapAMOTOKCHYECKHMMHU XHUMHOTEPaAreBTUYECKUMU

CpEeICTBaMHU, a TaKXe CepACYHO-COCYIUCTHIMU IMpernapaTtaMu (Hampumep, OokaTopaMu
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

«MEIJICHHBIX» KaJIbLIMEBBIX KaHAJIOB) HEOOXOIUMO KOHTPOJIHPOBaTh (DYHKIMIO cepaua. boum
OTKCaHBI Cllyyan 0OOCTPEHHs] FreMOPParuyeckoro IUCTUTA, BEI3BAHHOTO IUKI0(pochamMuaom, u
YCHJICHHE TeNaTOTOKCUYHOCTH MEpPKanTomyprHa. JJOKCOpyOUIIMH MOKET yCHIIMBATh BBI3BAHHOE
00JIy4eHHEeM TOKCHUYECKOE JICHCTBHE Ha MHOKAp, CIM3HCThIE OOOJOYKH, KOXY W TICUCHD.
W3menenust pyHKIMU TEYCHH, BBI3BAaHHBIC COMYTCTBYIOLICH Tepamued, MOTYT OTPa3HThCS Ha
Metaboau3me, (HapMaKOKUHETHKE, TEPaneBTHUECKOW APPEKTUBHOCTH W/WIA TOKCUYHOCTU
JIOKCOPYOHITHHA.

BBenenne makimTakcena 10 JOKCOPYOUITMHA MOXET MPUBECTH K YBEIUYECHUIO KOHIECHTPAIHA
JIOKCOpYOUIIMHA H/UITH €r0 META00IUTOB B IIa3Me KPOBH. DTOT AP PEKT ABIACTCI MUHUMAIbHBIM,
KOTJ1a TOKCOPYOULIMH MPUMEHSIOT 0 MaKJIuTaKcena.

[Ipu ogHOBpEeMEHHOM TpPUMEHEHUHU JOKcopyOunmHa u copadennba B qo3e 400 mr aBa pasza B
cytku ormeuanu kak yBenuuenue AUC (21-47 %), Tak U OTCYTCTBHE W3MCHEHHSI JaHHOTO
nokasaress. Knuanueckoe 3HaueHue JaHHOTO HAOJI0ICHHSI HEM3BECTHO.

[Ipu neyeHHMM TrHUNEPYPUKEMHHM U TOAArpbl MOXXET TOTPEOOBAaTHCS KOPPEKLHUS peKUMa
JIO3MPOBAHUST TPOTUBOIMONATPUYECKUX JICKAPCTBEHHBIX CPEACTB B pE3yJbTaTe TOBBIMICHHUS
KOHIICHTPAIIUU MOYEBOM KHCIIOTHI HA JOHE JICYCHUS MPETIapaToOM.

JlokcopyOuIIMH HeNb3sl CMEIINBaTh ¢ APYTUMHU Ipenapatamu. He cienyer nomyckaTh KOHTaKTa
CO ILEJIOYHBIMU PACTBOPAMH, IIOCKOJIBKY 3TO MOXKET MPUBECTU K TUAPOIIHN3Y JOKcopyOuimua. 13-
32 XUMHUYECKOW HECOBMECTHUMOCTH JOKCOPYOHMIIMH HENb3sl CMEUIMBATh C TeMapuHOM (IIpH
CMEIIMBAaHUM 00pa3yeTcsi 0CAIOK).

JloxcopyOuIMH HENMb3s CMEUTUBATh ¢ hTOpypaIuioM (Hampumep, B OAHOM HH(PY3MOHHOM TTaKeTe
WIA BBOJUTH Yepe3 KareTep), TaK KaK 3TO MOXKET MPHUBECTH K BBINAJACHUIO Ocajka. B ciyudae
HEOOXOIMMOCTH OJTHOBPEMEHHOTO TPUMEHEHHUS 3THX IMPErnaparoB PEKOMEHIYETCS MPOMBITh
KaTeTep MEX/Iy BBEICHUSIMH JOKCOPYOUIIMHA U GTOpypalnia.

OmHOBpEeMEHHOE MPUMEHEHHUE C TPOTECTEPOHOM YCHIIMBACT JTOKCOPYOHIIMH-UHIYIIMPOBAHHYIO
HEUTPO- ¥ TPOMOOIMTONEHUIO.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JAKTALMS

JKeHIITUHEI ¢ ICTOPOIHLIM TOTSHITAIOM (KOHTDaHeHHI/IH Y MYKYMH U )KCHHJI/IH)

My}K‘II/IHBI M KCHIIWHBI, MOJYyYaromiue TEpamnro ,I[OKCOp}I6I/IHI/IHOM, JOJDKHBI HMCIIOJIB30BATh

HaJIeKHbIE METObI KOHTpALENIUU (CM. pazzaen 4.4.).
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DdepTUabHOCTD

VY XKEHIIUH JTOKCOPYOHIIMH MOKET BBI3BaTh Oecruionue u amMmeHopero. OBYJIALUS U MEHCTPYaLlUH
OOBIYHO BOCCTAaHABJIMBAIOTCSA MOCIE MPEKpAlIeHHs] JICYEHUS, XOTS BO3MOXKHO HACTYIUICHHE
paHHEN MEHOMAay3bl.

Y MyX4YMH JOKCOPYOHMIIMH OKa3bIBaeT MyTareHHOE NEHCTBHE M MOXKET BBI3BATh MOBPEXKICHHUE
XpOMOCOM CIICPpMATO30H10B. OHI/IFOCHepMI/IH HJIN a300CIICPMUS MOTYT OKa3aThCs H606paTI/IMI>IMI/I,
XOTS B HEKOTOPBIX CIIy4asX OTMEYaaoch BOCCTAHOBJIEHUE YKCiIa CIIEpMaTO30UI0B, MHOT 1A Yepes
HECKOJIBKO JIET MOCJI€ MPEKPALICHUS JICUCHHUS.

bepemeHHOCTD

[Ipumenenwne npenapara mpu 6€peMEHHOCTH TPOTHBOIIOKA3aHO.

Jlakranus

[IpumeneHnue B mepuoa TpPYyAHOrO BCKapMJIMBaHUS MPOTHUBOIMOKa3aHO. JlokcopyOunuH
BBIJICTISIETCS] B TPYTHOE MOJIOKO. B mepuo Tepanuu JOKCOPYOUITMHOM TPYJTHOE BCKapMIIMBAHUE
clenyeT IPEeKpaTUTh.

4.7. BausiHue Ha CNMOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHM CPeACTBAMH M PadoTaTth €
MeXaHHU3MaMH

[Ipu npuMeHeHUH TOKCOPYOMIIMHA MOTYT Pa3BUTHCS TOLIHOTA, PBOTA, COHJIIMBOCTb U JpPYyTHUE
CHUMIITOMBI, BIIUAKOIIIHNEC HA 0611_[66 cocTtosgHue. B cBs3u ¢ 4CM, IMpHU MOABJIICHUHU BBIIICYKA3aHHBIX
n0o0OYHBIX A(PQPEKTOB OT YHPABICHUS TPAHCIOPTHBIMH CPEACTBAMH M MEXaHHU3MaMH,
TpeOyIONIMMH MOBBIIIEHHON KOHIIEHTPAlMK BHUMAHUS U OBICTPOTHI IICUXOMOTOPHBIX PEaKIIHii,
BO BpeMs JICUEHUsI PEKOMEHTyeTCs BO3IEPKAThCS.

4.8. He:xkesnaTesibHbIE peaKIIUU

PesroMe HexxenaTeabHbIX peaKIIui

HexenarenbHble peakiuy, 3aperuCTPUPOBAHHBIE B CBS3M C NPUMEHEHHEM IOKCOpyOWIMHA,
MICPEYHCIICHBI HIKE 10 KaTErOPHAM KJIACCOB CHCTEM opraHoB 1o cioBapio MedDRA u wactore
BCTpeyaeMocTu. KaTeropum 4acToThl ONpeAesstoTCs ciaeIyomuM o0pa3oM: oueHb yacTo (=10 %),
gacto (>1 %, <10 %), veyacro (>0,1 %, <1 %), peaxo (>0,01 %, <0,1 %), ouensb peako (<0,01 %)
¥ HEU3BECTHO (HEBO3MOXKHO OTPEICTUTh Ha OCHOBAHMH UMEIOIINXCSI TAHHBIX ).

Tabuia HeXenaTeIbHbIX IBJICHUN

WNudeknynn u naBa3uM

OueHnb yacto [IpucoennHeHNEe BTOPUYHBIX HH(PEKIIUHA
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Yacto Cemncuc

JloGpokauecTBEeHHbBIE, 3710KaUE€CTBEHHbIE U HEYTOYHEHHbIE HOBOOOPa30BaHUsl (BKJIIOUAst KUCThI

Y TIOJTATIBI)

HewnssectHo OcTperit TuM(poIIeHKO3, OCTPBIA MUEIOICHKO3

Hapymienust co cTopoHbI KpOBH U TUM(PATHUECKONW CHCTEMBI

OueHp yacTo Jlelikonenusi, HEUTpONIEHUS, aHEMUS, TPOMOOITUTOTICHUS

Hapy1ieHnust co CTOpoHbI HUMMYHHOUM CHCTEMBI

HeussectHo AnaduiakTudyeckas peakuus

Hapymenust co ctTopoHbl MeTaboaM3Ma U MUTaHUS

OueHsb 4acTo CHMIKEHHE allleTUuTa

HewnssectHo O0e3B0oKHMBaHUE, TUIIEPYPUKEMHUS

Hapymenust co cTopoHbl HEPBHOM CHCTEMBI

HewnssectHo [lepudepuueckast Heiponatusi (Ipu BHYTpUAPTEPUATHHOM
BBEJICHUU JOKCOpPYOMIIMHA, OOBIYHO B KOMOMHAIUM C
[UCIUIATUHOM), CYIOpOrH, KoMa (B KOMOWHamUM C

OUCIIIaTHHOM HJIN BI/IHKpI/ICTI/IHOM)

Hapymienust co cTOpoHbI opraHa 3peHus

Yacto KOHBIOHKTHBUT

HewussectHO KepaTtut, moBbIIIEHHOE CIIE300TICTICHHE

Hapymenust co cTopoHsI cepala

Yacro XpoHudeckass cepledyHas HEAOCTaTOYHOCTb, CHHYCOBast
TaXUKapAUs
HewussectHo ATpUOBEHTpUKYJIsIpHas OJI0OKaAa, TaxuMapuTMHusA, OJoKaja

HOXKH ITydka ['mca

HapymeHust co cTOpoHBI cOCyI0B

Heuacrto DOMOo0Ius

HeussectHo [lok, remopparus, TpomOodnedut, ¢uedur, «IPUIUBBD)

KPOBH K KOe Juia (mpu ObICTPOM B/B BBEICHUH)

XKenynouHo-kuieyHble HApyIIEHUs

Ouens yacto Bocnanenue cnuzuctoit 0007I0YKH KTy 109HO-KUIIIEYHOTO

TpakTa, CTOMaTHT, Auapes, pBoTa, TOIIHOTA
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Yacto

330¢arut, 6016 B 007aCTH KUBOTA

HewussectHO

KenyiouHO-KUIIIEYHOE KPOBOTEUEHHUE, YPO3UBHBIN TaCTPUT,

KOJIUT, U3BMCHCHUC IIBETA CIIM3UCTON 000JIOUKH MOJIOCTH pTa

HapyuieHust co CTOpOHBI KOKH U

HOAKOXKHBIX TKaHEN

Ouensb yacto CunapoM  JIaJOHHO-TIOJOUIBEHHOW  3PUTPOAU3ECTE3NH,
ajnornenus

Yacro Kpanusauna, CBHIIb, TUIIEPIUTMEHTALUS KOXH,
TUNEPIUTMEHTAIUS HOTTEH

HewnssectHo Peakuust poTOUyBCTBUTENBHOCTH, TUNIEPUYBCTBUTEILHOCTD

paspakxeHHOW KOXXH (peakius Ha 00JydeHHe B aHaMHE3e),

3YyA, USMCHCHUS KOXU, SpUTCMaA KOHG‘IHOCTGFI, OHUXOJIN3HUC

HapyiieHnust co CTOpOHBI IOYEK ¥ MOYEBBIBOIAIUX IIyTEH

HewussectHO

Xpomatypus (OKpalImBaHUE MOYH B KPACHBIM IIBET)?

Hapy1ienust co CTOpOHBI pelpOLyKTUBHOM CUCTEMBI U MOJIOYHBIX XKEJIE3

HewnssectHO

AmMeHopesi, a300CIIEPMHUS, OJTUTOCTIEPMUS

OO01ue HapyIIeHUS U PEaKINH B

MECTC BBCACHHUA

OuyeHp 4acTo

Jluxopanka, o0mias ciabocTb, 03HOO

Yacto

Peaxnus B Mmecte nH(py3uH

HewussectHO

HGILOMOFaHI/Ie, IMOBBIIICHHAA YTOMIIIEMOCTD

JlabopaTopHble 1 UHCTPYMEHTAIIbHBIE IaHHbIE

OuyeHp 4acTo

VYMmenblieHne (Gpakmud  BeIOpOca JIEBOTO  JKETyI0dKa,
OTKJIOHEHHE OT HOPMBI TAPAaMETPOB AIEKTPOKAPAUOTPAMMEI,

OTKJIOHCHHA OT HOPMBI AKTUBHOCTH  «IICYCHOYHBIX»

TpaHCaMHUHAa3, MOBBIIIICHHUC MACChI Tena6

? B TedueHne OIHOTO WIH ABYX JHEH Mocie MpUMEHEHHs Iperapara.
® 3aperucTpUpPOBaHO y MAIMEHTOB C PAHHUM PAKOM MOJIOYHOM 5KeJIe3bl, MOTyYaBIIHX
aJIbIOBAHTHYIO TEPAITUIO HA OCHOBE JoKcopyouumHa (uccienoBanne NSABP B-15).
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(nocneno Ei.i.Tléﬂ EHOCTE 0003)

Onucanue OTJICILHBIX HEXKEIATCIbHBIX PEaKIIUM

Heoicenamenvhvie si6nenusi co cmoponvl cepoya

[Tpu Tepanuu aHTpALMKIMHAMU CYIECTBYET PUCK Pa3BUTHS KapIUOTOKCUYHOCTH — paHHEH (T. e.
OCTpOH) WJIH TTO3/THEH (OTCPOYCHHOM).

[IposiBiieHneM paHHEH KapAMOTOKCUYHOCTU JIOKCOPYOMIIMHA SIBISICTCS B OCHOBHOM CHHYCOBas
taxukapaus u/wn anomanuu Ha DKI' (Hecnenmpuueckue usmenenus BoiaH ST-T). Takke MoryT
OTMEUaThCsl TAaXHMApUTMUU (BKJIIOYAs IKETyIOYKOBYIO HKCTPACHCTOJIMIO U JKEIYJOYKOBYIO
TaxuKaputo), Opaaukapaus, aTpuOBEHTPUKYIISIpHAs OJ0Kaaa u 0JI0Kaaa HoKek myuka ['mca. Otu
3pQeKTsl He Bcerga SBISAIOTCA TMPOTHOCTHYECKUM (aKTOPOM IMOCTEIYIOIIEro pPa3BUTHS
BIIOCJIC/ICTBUM OTCPOYCHHOM KapAMOTOKCHYHOCTH, PEAKO OBIBAIOT KIMHMYECKH 3HAYUMBIMHU U
0OBIYHO HE TPEOYIOT OTMEHBI TEPAITUH MPETIAPATOM.

[To3aHss KapAMOTOKCUYHOCTh OOBIYHO Pa3BUBAETCS HA MO3JHUX CTAIUAX Kypca TEpaluu WIH B
Te4eHUe 2—3-X MECSIEB IOCIe €€ MPEKPALIeHUs, OJHAKO BO3MOXKHO PA3BUTHE OTCPOUYCHHBIX
10004YHBIX 3((HEKTOB (depe3 HECKOIBKO MECSIIEB WIIH JaXKe JIET MOCIIe OKOHYAHUS TePaIun).
[To3aHss KapAUOTOKCHYHOCTD MPOSIBISIETCS CHIKEHUEM (paKIKU BhIOpOCA JIEBOTO KEITyA0UKa
U/WIM CUMOTOMaMU XPOHUYECKOM CEepJeYHON HEJOCTaTOYHOCTH, TAKUMH KaK ObIIIKA, OTEK
JIETKUX, OTEKH, KapJJUOMETAINs U TeNaToMeralius, OUTypusi, aClIUT, IKCCYAATUBHBIN IIJICBPUT U
puT™M raioma. Takke MOTYT OTMEYaTbCs IOJOCTPHIC SBJICHUS, TaKHEe KaK MEPUKAPIUT U
muokapautT. Haumbonee Tsoxenold ¢opMoi BBI3BAHHOW aHTPALMKIMHAMU KapJHOMHUOIATHH,
KOTOpasi OrpaHMYMBAaeT KyMYJSTUBHYIO [103y IIperapaTa, SBJSETCS yrposKarolas >KU3HU
XpOHHUYECKasl cepieyHasi HeI0CTaTOYHOCTb.

[Ipu mnpuMeHeHMH [OKCOpYyOMIIMHA, KaK M JPYTUX LHUTOTOKCHYECKUX CPEICTB, HHOTAA
HaOmromanoce pasButHe Tpomboduiedura U TpomMO0IMOOIMM, BKIOYAass TPOMOOIMOOINIO
JIETOYHOM apTepuu (B HEKOTOPBIX CIyUasix C JETAIbHBIM UCXOJIOM).

Bmopuunwiii ocmpulil Muenououwiii 1etiko3 u MuerooUCniacmudecKuli CHHOpOM

Kak u B cimyuyae apyrux NmpOTHBOOIYXOJEBBIX areHToB, nmoBpexaaomux JHK, y mamnuenros,
NOJTYYaBIIUX KOMOMHHPOBAHHOE JICYCHUE C IOKCOPYOUIIMHOM, BTOPUYHBIN OCTPBIN MUEIOUIHBINA
JeMK03 M MUENOIUCIIIIACTUYECKUN CUHIPOM OTMEUYAIUCh PEIKO.

Mecmmvle peaxyuu

OKcTpaBa3aluus BO BpeMs BHYTPUBEHHOW WHQY3MHM JTOKCOPYOHMIIMHA MOXET IPHBECTH K

HOSBIICHHUIO 0OJIH, TSDKEIOMY HOPayKEHHUIO TKaHU (00pa3oBaHue My3bIpeil, TSHKENbI LEUTIONNT) U
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 21.01.2026 N= 909

(NOCNEQCBATENEHOCTE 0003)

Hekpo3y. [Ipu BBeneHUU mpenapara B HEOONBINYIO BEHY WJIM IPHU €r0 MOBTOPHOM BBEJCHUU B
OJIHY U Ty K€ BEeHY BO3MOXKHO pa3BuTHe (hiedockieposa.

Brympuapmepuanvnoe 6s6edenue

BHyTpHuapTepuaisHOoe BBEIECHHE JOKCOPYOUIIHA MOXKET BBI3BaTh B JIOMOJHEHHE K CUCTEMHOU
TOKCUYHOCTH W3bBS3BICHHUE KEIyJKa W JABCHAIIATUNEPCTHOM KHUIIKA (BO3MOXHO 3a CUET
pedrokca mpemapata B OKEIYJOYHYHO apTEepUI0) W CYKEHHE IKEITYCBBIBOISAIIMX ITyTEH
(JIeKapCTBEHHBIM  CKIICPO3UPYIONIMH  XOJIAHTUT), a TakKKe pPacIpOCTPAaHCHHBIM HEKPO3
nepdy3upyeMon TKaHH.

Beeoenue 6 mouesoii ny3vips

BBeeHne B MOUEBOIl Iy3bIph MOKET IPUBECTH K MOSBICHUIO CHMIITOMOB XUMHUYECKOTO ITUCTUTA
(mu3ypusi, TMONMypUsi, HUKTYpHsI, OOJIE3HEHHOE MOYEHCITYCKaHUE, TeMaTypHsi, AUCKOMQPOPT B
00JTaCTH MOYEBOTO ITy3BIPS) U KOHCTPUKIIMK MOYEBOTO ITy3bIpSI.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo0mIaTh 0 Mo03peBacMbIX HEXKENATEIBHBIX PEAKIUAX MTOCIIEe PErUCTPAIUH MIpenapara ¢
HeNbl0 OOecreueHus: HENpPEepbhIBHOIO MOHUTOPUHIA COOTHOILIEHHUS «IOJIb3a — PUCK»
JICKapCTBEHHOTO TIpernapara. MeIuIMHCKAM pa0OTHUKAM PEKOMEHIyEeTCsl COOO0IaTh O JIFOOBIX
MO/I03PEBAEMBIX HEXKENIATENBbHBIX PEAaKIUAX JIEKApCTBEHHOIO Mpernapara 4epe3 HaluOHAJIbHbIE
CHUCTEMBl COOOIEHUSI O HEXeNaTeIbHBbIX peaklUMsX TocynapcTB — ujieHoB EBpasuiickoro
3KOHOMHYECKOIO COI03a.

Poccniickas @enepanvs

Oenepanbhas Ciyx0a o Haa30py B cepe 3apaBooxpanenus Poccuiickoit deneparun

Anpec: 109012, r. MockBa, CraBstHCKasl TUIoImanip, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(pOpMAIIMOHHO-TEJIEKOMMYHHUKALIMOHHOM ceTn «HTepHET»:
http://www.roszdravnadzor.gov.ru/

4.9. [lepeno3upoBka

CuMnOTOMBI

Octpass mepeno3upoBKa JIOKCOPYOHWIIMHA MOMET TPUBECTH K TSIKEIOH MHEIOCypeccun
(MpEeuMyIECTBEHHO — K JICMKONEHWHU M TPOMOOIUTOINEHUH), K TOKCHYECKHM 3(PdeKTaM co

CTOPOHBI K€Y JOUHO-KHUILIEYHOT'O TPAKTA, BEI3BATH OCTPBIE MOPAXKEHUS CepALIa.
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Jleuenue
AHTHUIOT K JOKCOPYOUIIMHY HEU3BECTEH. B ciydae mepeno3upoBKU peKOMEHIyeTCs

CUMIITOMAaTUYCCKas TCparms.

5. PAPMAKOJIOTHYECKHAE CBOMCTBA

5.1. ®apmakoaMHaMHYecKHe CBOMCTBA

dapmakoTepaneBTHUECKass TIpynna:  MPOTHBOOIYXOJIEBBIE  CPEICTBA;  IIUTOTOKCHYECKHE
AHTUOMOTHUKHU U POJCTBEHHBIE COCAMHEHUS; aHTPALMKIIMHBI U POACTBEHHBIE COEIUHEHMS.

Kox ATX: L01DBO01

Mexannsm neiicTBus

JlokcopyOUIIMH — IUTOTOKCUYECKUI aHTPALMKIMHOBBIN aHTUOMOTHK, BBIICIIEHHBIN U3 KYJIbTYPBI
Streptomyces peucetius var. caesius.

[uTtoTOoKCHUYECKOE NIeHiCTBHE TOKCOPYOHMIIMHA B OTHOUICHHWHU 3JIOKAYECTBEHHBIX KIIETOK M €ro
ToKcHueckue 3((eKTbl Ha pa3NIuyHbIE OpraHbl, BEPOATHO, OOYCIOBICHBI HHTEPKAISALUEH
HYKJICOTUJHBIX OCHOBAaHUN U CIOCOOHOCTBIO JIOKCOPYOMIIMHA CBA3BIBATbCS C JIMIKJAMU
KJIETOYHOM MeMOpaHbl. MHTepKaniuus MHTUOUpYeT PENIMKalUio HYKJI€OTHJOB U aKTUBHOCTb
JHK- u PHK-nmomumepas. BsaumoneiictBue mpokcopyOurnmHa c Ttomou3omepason |l ¢
obOpazoBanuem JIHK-pacmiennsieMbIX ~ KOMIIJIEKCOB ~ CUMTAIOT ~ BAXXHBIM ~ MEXaHU3MOM
IIUTOTOKCUYECKOT0 ICHCTBHS JOKCOPYOULIMHA.

5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

Pacnopenenenue

HaanbeIﬁ Hepnoz[ HOHYBBIBG,Z[GHI/I}I COCTaBJISIET OKOJIO 5 MHUHYT U CBI/II[GTG.HBCTByeT (0] GBICTpOM
pacnpez[eneHI/H/I I[OKCOPY6I/II_[I/IH3. B TKaHAIX, TepMHHaﬂbHBIﬁ HepI/IO,Z[ HOJIyBBIBe,Z[GHI/IH COCTABJISICT
20-48 4. CBs3b JOKCOPYOWIIMHA U €ro TJIABHOTO MeTaboIuTa, TOKCOPYOMIIMHOMA, ¢ OenKaMu
ma3Mbl cocTaBiisieT 74—76 % W HE 3aBUCUT OT KOHIIGHTpAIlMW JOKCOPYOWIMHA B Iia3Mme (10
1,1 Mxr/mo).

JlokcopyOuIIMH HE MPOHUKAET Yepe3 reMaTosHIehanTnueckuil 6apbep.

Buorpancdhopmarims

@depMeHTaTHBHOE BOCCTAHOBJICHUE B TOJIOKCHUH 7 M pacIIeIUIEeHHE JayHO3aMHHOBOTO caxapa
IPUBOAUT K 00pa30BaHUIO arjMKOHOB, YTO COIMPOBOXKIAETCS Takke 00pa30oBaHHEM CBOOOIHBIX
panukanos. ITocnennue MoryT o0yciaaBIuBaTh KapAuOTOKcHYeckue 3()(eKThl TOKCOpyOHIMHA.

[Tepuon momyBBIBEACHUS JOKCOPYOUITMHOIA CXOCH C TAKOBBIM JOKcOpyOuimmHa. CooTHOIIEHNE
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MEXIy IUIOIAABI0 MOJ KpUBOH «KkoHIeHTpaius — Bpems» (AUC) mokcopyourmuona u AUC
JOKCOPYOUIIMHA TI0 CPABHEHUIO ¢ JOoKcopyOuimHoM coctaisier 0,4-0,6.
DJIMMUHALMS
Knupenc nokxcopyOuiiMHA OCYIIECTBISIETCS B OCHOBHOM ITyTeM METa0OJM3Ma U SKCKPELUHU C
xkemubto. [Ipumeprno 40 % 103bI BEIBOAMUTCA C Kemubio B TeueHue 5 mueidl. Tompko 5-12 %
JOKCOPYOUIIMHA U €r0 MeTabOJIMTOB OOHAPYKMBACTCSI B MOYE 3a TOT Ke MEepHoj BpeMeHH. B
TeueHue 7 THeH B BUJE TOKCOPYOUIIMHOIIA C MOYOU BBIBOJUTCS MeHee 3 % M03HbI.
CucTeMHBIN KIMPEHC TOKCOPYOUIIMHA 3HAUUTEIbHO CHUKAETCS Y KEHIIUH C O)KUPEHHUEM, Macca
Tena KOTOphIX coctapisieT 6onee 130 % oT onTuManbHOM.

eTu
Knupenc gokcopyOuimHa y neteit crapiie 2 JieT MPEBBINIaeT TaKOBOM y B3pocibix. KiaupeHc y
neTei miaaie 2 et npuOamKaeTcs K 3HaUeHUSIM KIHPEHCa Y B3POCIIbIX.
[oxuiible
Koppekmuu 10361 ¢ yueToM Bo3pacta He TpeOyeTcs.
Ilon
Cpeanuii KIUpEHC NOKCOPYOMIIMHA Yy MYXXYHMH 3HAUMTENbHO BBIIIE, YeM Y KeHIIUH. OmHako
TEPMHUHAIBLHBIA TMEPHOJ] MOTYBBIBEACHHUS OKCOPYOUIIMHA Yy MYKUUH OoJiee JIUTENbHBINA IO
CPaBHEHHUIO C XKeHIMUHAMU (54 1 35 9 COOTBETCTBEHHO).
Paca
Brnusinue pacel Ha (hapMaKOKHHETHKY TOKCOPYOUIIMHA HE U3YYallOCh.

Hapymenne yHKIMY HeYeHn

VY manuMeHToB ¢ HapymeHHeM (DYHKIMM MEeYeHU KIMPEHC TOKCOPYOMLIMHA M JOKCOPYOULIMHOIA
CHUYKAETCH.

Hapymienne QyHKIIMN HOYEK

Brusiaue ¢yHK1ny nmovek Ha papMaKOKHHETHKY JOKCOPYOHIIMHA HE H3y4aioCh.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [Iepeuenb BcnoMorateJibHbIX BellleCTB
Harpus xmopun

XJIOpUCTOBOIOPOIHAS KHCIIOTA

Bopna niist uHbeKImmn
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6.2. HecoBMecTUMOCTH

JlokcopyOuIIMH HENb3sl CMEIINBATh ¢ APYTUMHU Tpernapatamu. He cieayer AomyckaTh KOHTAaKTa
CO IIETIOYHBIMH PACTBOPAMHU, TOCKOJIBKY 3TO MOKET IPUBECTU K TUIPOIU3Y JOKCOpyOuimHa. Mz-
3a XMMHUYECKOM HECOBMECTUMOCTH JIOKCOPYOWILIMH HEIb3s CMEIIMBaTh C remapuHoM (mpu
CMEIIMBaHUU 00pa3yeTcst 0CaI0K).

JlokcopyOUITMH HENb3s1 CMEIIUBATh ¢ PTOPYPALMIOM (HapuMep, B OTHOM HH(Y3HMOHHOM MaKeTe
WJIM BBOJUTH Yepe3 OJIMH KaTeTep), TaK Kak 3TO MOXKET MPUBECTH K BBINIAICHUIO Ocajika. B cirydae
HEOOXOJUMOCTH OJHOBPEMEHHOTO TPHUMEHEHHUS 3TUX MpPEernapaToB PEKOMEHIYETCS MPOMBITh
KaTeTep MEX/1y BBEICHUSIMH JOKCOpYOULIMHA U GTOpypaLuia.

JlaHHBII JEeKapCTBEHHBIM TMpermapar HE CJleAyeT CMEIIMBaTh C APYTUMH JIEKapCTBEHHBIMU
npernaparamu, 3a UCKIIOUYEHUEM YIIOMAHYTHIX B pazjeie 6.6.

6.3. Cpok rogHocTH (CPOK XpaHeHHs)

2 roxa.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

B 3amuiiieHHOM OT cBeTa MecTe Ipu TeMmiieparype He Boiie 8 °C.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKHU

o 5 mm, 12,5 mm, 25 mut, 37,5 mut wim 75 mit Bo (hJIaKOHBI CBETO3ALTUTHOTO HEUTPATHHOTO CTEKIIA
| THIPOMUTHYECKOTO KJlacca, TePMETHYHO YKYNOpPEHHBIE MPOOKAaMH PE3MHOBBIMHU, ¢ OOKAaTKOU
KOJITAYKaMHU aJTlOMO-TIJIaCTUKOBBIMHU.

[To 1 pmakoHy BMecTe ¢ MHCTPYKIIMEH TTO MPUMEHEHHIO TTOMEIIAIOT B TTAYKy M3 KapTOHA.

[To 5 ¢makoHOB MO 5 MJI BMECTE C WMHCTPYKIMEH IO MPUMEHEHHUIO IMOMENIAIOT B IMAYKy C
MEePErOpoJIKaMH WM CTIEIMAIbHBIMUA THE3/IaMU U3 KapTOHA.

ITo 10, 25, 50, 85 nmm 100 ¢pmakoHOB ¢ paBHBIM KOJIMYECTBOM WHCTPYKIMU 1O MPUMEHEHHIO
MOMEIIAIOT B KOPOOKY M3 KapToHA (ISl CTAI[HOHAPOB).

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOKEHHUHM HMCHOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpemapara WIM OTX0J0B, TMOJYYEHHBIX [MOCJe MpPUMeHEHUs:
JIEKAPCTBEHHOTI'0 NMpenapara, u Apyrue MAaHUILYJISIIHHU ¢ PenapaToM

Mepvl  npedocmopodicHocmu, npuHuMaeMmvle neped HpUMEHEeHUuUeM npenapama uid npu
obpawenuu ¢ HUM

[Ipn mosiBICHWHM TEpBBIX MPU3HAKOB JKCTpaBa3allMil JOKCOpPyOWIMHA (¥OKSHHE WU

0O0JIE3HEHHOCTh B MECT€ HHBEKIMH) HH(QY3UIO CleAyeT HEMEMJICHHO NpeKpaTuth. TodHoe
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cOOJIIO/IeHNE WHCTPYKIMHA MO MPUMEHEHHIO INpernapaTa MO3BOJSET CBECTH K MHHUMYMY DPUCK
pa3ButHs predurta/TpomMbodaedrTa B MECTE HHBEKIIHH.

[Tpu pabote ¢ mpenapatoM HEOOXOAUMO COOIIOAThH MpaBHIa OOPAIICHHS ¢ ITUTOTOKCHYECKUMU
BEIIECTBAMM.  3arps3HEHHYIO IpErnaparoM IOBEPXHOCTb pPEKOMEHIyeTcss 00paboTarh
pa30aBIEHHBIM PacTBOPOM THIIOXJOpHUTA HaTpus (comepxamuM 1 % xmopa). [Ipu monaganuu
npernapara Ha KoKy — HEMEJIEHHO IIPOM3BECTH OOMIIBHOE MPOMBIBAHUE KOXH BOJOH C MBLIOM
WIN pacTBOpOM OMKapOOHaTa HAaTpHs, HE MCIIOJIb3YHTE IETKY, YTOOBI HE TIOBPEIUTH KOXKY; €CIU
npenapar rnonai B Ija3a — OTTSHYTh BEKM U NPOU3BOAUTH IMPOMbIBaHME IJ1a3a (IJ1a3) O0JbLIINM
KOJINYECTBOM BOJIbI B T€UCHHE HE MeHee 15 MUHYT, 3aTeM HE00X0AUMO 00paTUTHCS K Bpady (CM.
paznen 4.4).

JoxcopyOunun comectuM ¢ 0,9 % pactBopom HaTpust xjiopuaa u 5 % pacTBOPOM JEKCTPO3bI.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanys

000 «BEPOD®APM»

Poccuiickas ~ ®epepamms, 601125, Bmagumupckas  o061., IlerymmHckuii  paiios,
noc. Bonbrunckuit, yn. 3aBoackasi, Biaaenue 120.

7.1. IlpencraBuTeib AepKaTesiss perUHCTPALMOHHOIO YA0CTOBEPEHNS

IIperen3uun norpeduTeiell HANPABIIATS 10 AJIPECY:

Poccuiickas @enepanus, 115088, r. Mocksa, 2-i1 KOxxHONIOPTOBBINM mpoe3n, A. 18, cTp. 9, aTtax 2.
Ten: +7 (495) 797-57-37

daxkc: +7 (495) 792-53-28

E-mail: info@veropharm.ru

https://veropharm.ru

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

9. IATA NMEPBUYHOM PETMCTPAIIMUA (IIOATBEPXKJEHUS PETMCTPAIIMU,
INEPEPETUCTPAIIN)

JlaTa nepBoii peructpanuu
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10. JATA HEPECMOTPA TEKCTA
OO0mas xapakTepuCTHKa JiekapcTBeHHOTro mpemnapaTta Jlokcopyournuu-JIDHC pocrynmHa Ha

UHPOPMALIMOHHOM TIOpTaie EBpa3suilckoro SKOHOMHYECKOTO COK3a B HWH(POPMAIHUOHHO-

KOMMYHUKaIIMoHHO# cetn « MHTepHeT» http://www.eec.eaeunion.org/.
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