COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 24.06.2026 N2 12427
OBHIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOUO/MMPEIIARATA(10)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O IIPEITAPATA

Ko-/luosan, 80 mr + 12,5 Mr, Ta0JIeTKH, TOKPHITHIE TUICHOYHON 000I0YKOM.
Ko-/luoBan, 160 mr + 12,5 mr, TaGaeTKH, TOKPHITHIE TUICHOYHOH 000JI0YKOH.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBI COCTAB

JelicTBytolliee BENIECTBO: BajicapTaH+TUIPOXJIOPOTHAHI.

Ko-/luosan, 80 mr + 12,5 Mr, TabJIeTKH, TOKPHITHIC TNICHOYHON 000JI0UKON:

Kaxnmass TtabnmeTka, MOKpbITash IJICHOYHOM 000J04YKoi, comepxkut 80 mr Bajcaprana u 12,5 mr
TUAPOXJIOPOTUAZHUIA.

Ko-JluoBan, 160 mr + 12.5 mr, TaOJAETKHU, MOKPBITHIE MICHOYHONW 000I0UYKOMH:

Kaxnass tabnerka, NMOKpHITAs IUICHOYHOW 000704KOH, conepkut 160 mr Baicaprana u 12,5 wmr
TUIPOXJIOPOTHA3HA.

[TonHbIii nepeyeHb BCIIOMOTaTENbHBIX BEIIECTB MPUBEICH B pasaene 6.1.

3. JEKAPCTBEHHASA ®OPMA

Talnerku, MOKPHITHIE MIICHOYHOI 000JI0UKOI

Ko-/Inosan, 80 mr + 12,5 mr, TaONETKH, OKPHITHIE MJICHOYHOH 000JI0UKOI:

OBaJILHON (DOPMBI, JBOSKOBBIMYKIIbIE TAOJETKH MOKPHITHIE TICHOYHOH OOOJIOYKOW CBETIIO-PO30BOTO
nBeta, 0e3 pucku. Ha ogHoit cropone HaneceHa rpaBupoBka «HGHy, Ha npyroit — «CGy.

Ko-/luosan, 160 mr + 12,5 mr, TaOJIETKH, MOKPBITHIC MIEHOYHOW 000JI0YKOIA:

OBAJILHOM (DOPMBI, IBOSIKOBBIITYKJIbIE TAOJETKH MOKPBITHIE MJICHOYHOH 000JI0YKONH OT TEMHO-KPAaCHOIO
70 KOPHYHEBATO-KpacHOro IBera, 6e3 pucku. Ha omHol ctopone HaHeceHa rpaBupoBka «HHH», Ha
npyroi — «CGy.

4. KIMHUYECKUE JAHHBIE
4.1. Tloka3aHusi K NPMMEHEHNIO

[Ipenapat Ko-/InoBan nokasan K NpUMEHEHHUIO Y B3POCIIBIX.
e AprepuanbHas TUIIEPTEH3HUS Y B3POCIbIX (MTallMEHTaM, KOTOPBIM MOKa3aHa KOMOWHUPOBaHHAs
Teparnmus).

4.2.  Pesxum 103MpOBaHMS U CNIOCO0 MPUMEHEHUs!

PexuM no3upoBanus

Pexomennyemas nos3a mpemapata 1 pa3 B CyTku. PekoMeHIyeTcs BBINONHITH TUTPOBAHUE J103bI
BasicaptaHa. [locTerneHHOe MOBBIIEHUE 03Bl BajcapTaHa PEKOMEHIYETCS JUIsl TOTO, YTOOBl CHU3HUTH
PHUCK pa3BUTHS ApTEPUAIIBHON TMIOTEH3UU U IPYTUX HEKEIATEIbHBIX SIBIICHUM.

Ecau 9T0 KIMHMYECKH I1eecoo0pa3Ho, MOKHO PacCMOTPETh MPSMOM MEpexoa ¢ MOHOTEparuu Ha
KOMOWHUPOBAHHBIHN Mpenapar ¢ (UKCHUPOBaHHBIMHU JI03aMH y MAIMEHTOB, Y KOTOPHIX apTepUalbHOE
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JaBJICHUE HE TNOJJAEeTCs JOCTaTOYHOMY KOHTPOJIIO H]p]«( Mcpﬁq)f-epannu ||1_;ap1ce}pfraupm 1 A
THUAPOXJIOPOTUAZUIOM, TPU  YCIOBUU  COOIIOOHHSF—P
TUTPOBAHUS O3Bl JJIs1 OT/IETBbHBIX KOMIIOHEHTOB.
MakcumanbHasg cyToyHas J103a coctaBisier 320+25 mr.
AHTUTHIIEPTEH3UBHBIN 2P EKT nmpenapara B 3HAYUTEITHLHOW CTETICHU MPOSIBISICTCS B TEUCHHUE 2 HEETh
JedeHus. Y OONBIIMHCTBA IMAllMEHTOB MaKCUMaJbHBIA 2>(QQEKT pa3BUBaeTCs B TeueHUe 4 Helelb
neyeHust. OIHAKO HEKOTOPBIM TMAIMEHTaM Uil JOCTHKEHHS MAaKCHUMAIbHOTO J(PQeKTa MOXKeT
notpeboBatbes 4-8 Henenb JeUeHUus. ITO cleAyeT YUYUTHIBATh B X0 TUTPOBAHUS JIO3BI.
Oco0ble rpynmbl NAIMEHTOB
Iayuenmoi ¢ noueunoli HeOOCMAMOYHOCMbIO
VY nanuueHToB ¢ HapyumeHrneM (QYHKIMH MOYEK JETKOW U CpeHeH CTENeHN CO CKOPOCThIO KITyOOUKOBOM
unsrparmu ((CK®) >30 ma/mun/1,73 M%) Koppekimu [03bI Tpenapata He Tpebyercs. Ilpemapar He
ClIeTyeT MPUMEHSTh y TIAIIMEHTOB C aHypuei Wi HapylieHneM GpyHKuu nmovek Tsoxenoit crernenu (CKO
<30 mu/mun/1,73 M2) BCJICICTBME HAJIMYMUs B COCTaBE THApoxyopoTuasuaa. [I[pumenenne TuasuaHbIX
JTUYPETUKOB B MOHOTEpANUU y TMAIMEHTOB ¢ HapymieHueM (QyHKIUU modek Tsokenoil crenenu (CKD
<30 ma/mus/1,73 M%) Hed(DPeKTHBHO, ONHAKO Yy TMAIMEHTOB JAHHOW KAaTErOpUHM BO3MOYXKHO
OJTHOBPEMEHHOE MIPUMEHEHHE C «IETICBBIMIY JUYPETUKAMH C COOIIOIEHHEM 0C000# OCTOPOKHOCTH.
Iayuenmol ¢ neuenouHoU HEOOCMAMOYHOCMbIO
He tpebyercs KOppekIMH J03bl Y NAlMEHTOB C HapylleHHeM (YHKIMU TEeUeHH JIETKOH M cpeaHei
crenienn (kmacc A m B mo xnaccudukanum Yainna-ITer0). Craegyer coOmrogaTh OCTOPOKHOCTH Y
MAIMEeHTOB ¢ HapylleHHeM (YHKIMM ME4YeHu cpeiHeit creneHu (kiaace B mo knaccuduxanum Yaitna-
[1p10), a Takke MAUEHTOB ¢ OOCTPYKTUBHBIMU 3a00J1€BaHUSIMU JKETUEBBIBOAAIIUX MTyTEH.

€T’
BbesomacHocth u 3¢dextuBHOCTh npenapara Ko-/[uoan y nereit B Bozpacte oT 0 mo 18 mer He
yCTaHOBJICHBI. JlaHHBIE OTCYTCTBYIOT.

Crooco0 nmpuMeHeH s
Jlnist mpuemMa BHYTPb.

4.3. IIporuBomoka3zanusi

e [ WmepuyyBCTBUTENFHOCT, K BajCapTaHy, THAPOXJIOPOTHAZUIY, JAPYTUM TPOU3BOIHBIM
Cyab(pOoHaAMH/Ia U K JIFOOOMY U3 BCIIOMOTATENIbHBIX BEIIECTB, IEPEUUCICHHBIX B paszene 6.1;

e bepeMeHHOCTh, MIIaHUPOBAaHUE OEPEMEHHOCTH, MEPUOJ TPYIHOTO BCKApMIIMBAHUS (CM. pa3ien
4.6);

e Hapymenue ¢yHKuuu nedeHu Tspkenaou creneHu (kmacc C mo kmaccudukanuu Yaina-I1s10),
OUIMapHBIN UPPO3 U XOJIECTas;

e AHypus, HapylleHHE yHKIMH MoYeK Tskesoi crenenu (CK® <30 mu/mun/1,73 m?);

e OpHOBpEeMEHHOE NMPHMEHEHHE C ATUCKUPEHOM W IperapaTtaMu, COJACPKAIUMH aIMCKUPEH, Y
MAIMEHTOB C CaXxapHbIM AMA0ETOM 2 THUNA W/WIM YMEPEHHBIMH WU TSOKEIBIMH HapyIICHUSIMU
¢ynxiun noyek (CK® menee 60 ma/mMun/1,73 M? II0Ia M OBEPXHOCTH TeJla);

e PedpakrepHble THIOKAIAEMHUS, TUIIOHATPUEMUS, THUIECPKAIBIUEMHS, CHMITOMATHYECKas
THIIEPYPUKEMUSI.
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4.4. Ocobble yKa3aHUsI U MePbI NPEIOCTOPOKHPCTH NPH MPHMeHEHnl A\ TE [LHOCTE 0010)

C 0CTOPOKHOCTBIO

o (OJIHOBpEMEHHOE  NPUMEHEHHWE C  KaluicoJepXKallMMH  MHIIEBBIMH  J00aBKaMH,
KaJuiicOeperalonMyu  AUYPEeTUKAMH, KaTUHCOACPKAIUMH 3aMEHUTEISIMH COJIM, a TaKxkKe
JPYTMMH IIpenapaTaMu, KOTOPbIE MOTYT YBEJINYMBATh COACPKAHUE KNS,

e OIHOCTOPOHHUW WM JBYCTOPOHHHMM CTE€HO3 TOYEYHOW AapTepUM WJIM CTEHO3 apTepUH
€IMHCTBCHHOM ITOYKH;

e CoCTOSHHSI,  CONPOBOXKIAIOMIMECS  HAPYMIEHWSMH  BOJHO-3JIEKTPOJIMTHOTO  OanmaHca:
HedponaTuu, CONPOBOXKAAIOLICHCS MmoTepeil conel, W NpepeHalbHbIM (KapAMOTE€HHBIM)
HapylmeHueM  (QYyHKIOUH  TOYeK; THIOKAIWEMHUS, THUIOMAarHueMHus, THIIOHATPHEMHUS,
TUIEPKATIBLIUEMUS;

e BelpaxeHHbI AeQUUUT HATpHUs W/WIM CHU)KEHHE oObeMa wupkyiaupytomeid kposu (OLIK)
(Hampumep, y MalMEHTOB, MOJIyYaIOIINUX BbICOKUE 103bl IUYPETUKOB);

e Hapymenue QyHkmm neyenu cpenneii crenenu (knacc B mo xkmaccudukanmm Yaina-11s10);

e Xponuueckas cepuaeuHass HemoctarouHocTh (XCH) III-IV ¢dyHKImmonampHOro Kiacca mo
knaccuukanmu  NYHA, MuTpanbHbIi WIM aoOpTalbHBIA  CTEHO3, THUIepTpoduyuecKas
OOCTpYKTHBHAsl KapIMOMHUOIIATHS;

CucremHas KpacHasi BOJTYaHKA,

[TepBuyHBII TUNIEPATBIOCTEPOHU3M;

CaxapHblif 1rabeT, TUIIEPYyPUKEMUS,

I'inepxonecTrepuHEMUS ¥ TUIEPTPUTIULCPUIEMHUS;

OO6cTpyKTUBHBIE 3200JI€BaHUS JKEITUEBBIBOAALINX MyTEH U X0JIecTas;

Anlepruyeckue peakiMy Ha NEHULWIIVMH B aHAMHE3E;

CocTosiHME 1TOCIE TPAHCIUIAHTALMU [TOYKH (HET JaHHBIX 110 IPUMEHEHHUIO Mpernapara y JaHHOU
TPYIIIIBI TTAIUEHTOR);

e OJIHOBPEMEHHOE IPUMEHEHHE JIEKAPCTBEHHBIX IIPENapaToB, KOTOPBIE MOTYT BBI3BIBATH

MOJTUMOP(HYIO JKEITYA0UKOBYIO TAXUKAPIUIO TUTIA «TUPYIT» (CM. paszzen 4.5);

e [lomarpa;
e Hewmenanomnslii pak koxu (HMPK) B anamuese;
e OJHOBpPEMEHHOE IPUMEHEHHE JIEKAPCTBEHHBIX IPENapaToB, CIOCOOHBIX  BBI3BIBATH

TUITOKAIIMEMUIO, U TIpEenapaToB JUTHUS (CM. paszen 4.5).

Oco0ble yKa3aHus

KomOunupoBaHHasi Tepanusi IpernapaToM BO3MOXKHA MPU HEIOCTATOYHOM KOHTPOJIE apTEePHAIBHOTO
nasienus (AJl) Ha poHE MPUMEHEHUS OTAETbHBIX MOHOKOMIIOHEHTOB.

[Ipu HE0OXOAMMOCTHM MHOTOKOMIOHEHTHOW MEIUKAMEHTO3HON Tepanuu B KayeCTBE HayalbHOU
Tepanuu Ui JOCTHO)KEHMsI LeJeBbIX 3HaueHud AJ[ mnpuMmeHeHue mpemnapara BO3MOXKHO IOCIHE
TIIATETFHOW OIICHKU OTHOIICHUS TI0Jh3a/PUCK.

Hzmenenue codeparcanus 21eKmMpoIumos 8 CobleOpoOmKe Kposu

Bancapman

OnHOBpEeMEHHOE MPUMEHEHHUE C KalIMiCcoAepKalllMMU MUILIEBbIMU J00aBKaMU, KanuiicOeperaoummu
JIUYypETUKAMH, KaTUHCOAepKAIUMHU 3aMEHUTEISIMA COJIM, a TAaKXKe JPYTUMH IperapaTtamMH, KOTOpbIe
MOTYT YBEJIMYUBATh COJAEpKaHME Kajus (Hampumep, TremapuH), He pekoMmeHayerca. [lo mepe
HE00XOAUMOCTH ClIelyeT KOHTPOJIUPOBATh COJCPKAHNUE KAJUs B CHIBOPOTKE KPOBH.
T'uopoxnopomuazuo

Tepanus THa3UAHBIMU JUYPETUKAMHU MOXKET MPUBOJIUTH K Pa3BUTHIO TMIOKAIMEMHUU WIH YCYTyOIsiTh
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YK€ CYLIECTBYIOILYIO THIIOKAIMEMHUIO. THasuaHbIC JUYypETURH |CREAYET HPAMCHS TH,C-PCTOPOKBOCTHIO
MPU COCTOSTHUSIX, COMPOBOXKJIAIOLIUXCS TOTEpeit '
HapylieHne (yHKIUU MOYeK). B ciydae cMMITOMATHYECKON THUIOKATIMEMUU (HAIpUMEp, MBIIIeYHAs
c1abocTh, mapecTe3nuu, M3MEHEeHHsI Ha dekTpokapanorpamme, DKI') npuMeHenne npenapara cieayer
npekpatuth. Jlo Havasia Tepanuu TUA3UAHBIMM  JTUYPETHKAMU CJIEAYeT CKOPPEKTHUPOBATH
CYILLECTBYIOIIYIO TUITOKATMEMHUIO U TUIoMarHuemMuto. Cieayer nepuouuecky onpeaessTh CoAepKaHue
KaJIUsl U MarHusi B CBIBOPOTKE KPOBU. THA3UIHBIE AUYPETUKH MOTYT YBEIMYUBATH SKCKPELIMIO MarHusi C
MOYOH, YTO MOXET MPUBECTH K TUIIOMarHueMHUU. DKCKPEIMs Kallbliisi YMEHbIIaeTcsl Ha (poHe nmpuema
TUA3UIHBIX TUYPETUKOB, YTO, KaK CIEJCTBUE, MOKET MIPUBECTU K rUNepKagbiueMud. [Ipu npumenennun
npenapata Ko-/luoBan crenyer yduThIBaThb CIIOCOOHOCTh THA3UIHBIX JHUYPETUKOB BbI3BIBATh
TUTIOHATPUEMHUIO ¥ TUITOXJIOPEMUYECKHIA allKano3, a TAKKe YCYTyOsaTh UMEIOIIYIOCS TUTTOHATPUEMHUIO.
['unonaTpueMus B 3TUX ClTydasx peiKo COMPOBOXK/IAETCS HEBPOJIOTHYECKON CUMITOMATHKOI (TOLIHOTA,
Mporpeccupyromas 1e30pueHTanus, anatus). HeoOxoaum perynsipHblii KOHTPOJIb CONEPIKaHUS HATPUS
B CHIBOPOTKE KPOBH.
C 1enp0 CBOEBPEMEHHOTO BBISBIICHUS BO3MOXKHBIX HApPYIICHUH BOTHO-3JIEKTPOJIMTHOTO OanxaHca BO
BpeMsl Tepanuu THA3UIHBIMU JUYpPETUKaMHU Yy BCEX TAIleHTOB HEOOXOAMMO KOHTPOJIUPOBAThH
COJIepKaHUE IIIEKTPOIUTOB (OCOOCHHO Kaus).
Ilayuenmol ¢ cunonampuemueli u /unu 2unosoremuen
[TanMeHThl, NPUHUMAIOUTUE THA3UHBIE TUYPETUKH, BKITI0UYAs THAPOXIOPOTUAZHL, JOKHBI HAXOIUTHCS
o1 HaOJII0IeHHEM Ha MpeIMET Pa3BUTHS KIMHUUECKHUX MPU3HAKOB HAPYIIEHUS BOJIHO-3JIEKTPOIUTHOTO
Oananca.
Y manmueHTOB C TSDKEJIOW THIOHATPUEMHEW W (MJIM) TUIIOBOJIEMHEH (Hampumep, y TMaiueHTOB,
MOJTYYAIOLIMX BBICOKHE JI03bI IUYPETHUKOB) B PEIKUX CIIydasX MOXET BO3HUKHYTb CUMIITOMAaTUYECKAst
apTepuaibHas TUIIOTEH3Us Mocie Haydajna Tepanuu. Jlo Havama nedeHus npenapatom Ko-JlnoBan
HE00X0IMMO KOMITIEHCUPOBATH THIIOBOJIEMHIO U THTIOHATPUEMHUIO.
Cmeno3s noueunou apmepuu
VY manueHToB ¢ OAHOCTOPOHHMM WM JIBYCTOPOHHHMM CTEHO30M IOYEYHOW apTepHH WIH CTEHO30M
apTepun €JUHCTBEHHOM TOYKH HE CleayeT NpuMeHsTh mpenapaT Ko-J[MOBaH MOCKOIBKY MOKET
Ha0JII0/1aTHCS TIOBBIIIIEHHE KOHIIEHTPALMM MOUYEBUHBI U KPEaTUHHHA B CHIBOPOTKE KPOBH.
Cmeno3  aopmanbHoe0 U MUMPAIbHO20  KIANAHO8,  2unepmpouyeckas  00CmMpyKmMueHasl
Kapouomuonamus
Y m[manueHToB C AaOpTadbHBIM MM MHTPAIBHBIM CTEHO30M, a TaKke C runeprpoduueckoit
O0OCTPYKTUBHOM KapAHOMHOIIATUEHN ClIeyeT IPUMEHATh IpenapaT ¢ 0co00i 0CTOPOKHOCTHIO.
Hapywenue ¢pynkyuu nouex
VY manueHToB ¢ XpOHUYECKUM 3a00JIeBaHUEM MOYEK TUA3HIHBIE JUYPETUKH MOTYT BbI3bIBATh A30TEMHUIO.
[IpuMeHeHne THA3UAHBIX TUYPETUKOB B MOHOTEPAUHU Y MAIMEHTOB C HAPYIICHUSIMHU (PYHKIIUU TTOYEK
TSKENOi cTenenn (ckopocTh Kiayboukosoi puubTpamun CK® <30 mu/mun/1,73 M?) HeapdhekTUBHO,
OJIHAKO OJJHOBPEMEHHOE MPUMEHEHHUE C «IETIEBBIMU» TUYPETUKAMU C JIOJDKHOM OCTOPOKHOCTBIO Y
MAIMEHTOB JIaHHOM KaTeropuu BO3MOXKHO. J{Jisl MalMeHToB ¢ HapyHIeHUsIMH (QYHKIIUN TTOYEK JIETKOW 1
cpenneii crenenu (CK® >30 — <90 mun/mun/1,73 M?) Koppekius HauaabHOI 1035l He TpeOyeTcs.
[TanuenTam ¢ HapymeHUSMH (QYHKIUHU MTOYEK ClIeAyeT KOHTPOJIUPOBATh YPOBHH Kajusi, KpEaTHUHHUHA U
MOYEBOI KHUCTIOTHI B CHIBOPOTKE KPOBH.
Tpancnianmayus noyxku
B HacTos111e€e BpeMsi OTCYTCTBYET OMNBIT 0€30I1acHOro MpuMeHeHus npenapara Ko-/l1oBaH y naueHTos,
HEJaBHO MEPEHECIINX TPAHCIIIAHTALIUIO TTOYKH.
Hapywenue ¢pynxyuu nevenu
VY manueHToB ¢ HapyuieHHMeM (YHKIMU Te4eHH cinaboil u cpenHel cremeHu (kmacc A u B mo
knaccudukanun Yaina-ITero) koppekiuu 10361 He Tpedyercs. CiaemayeT co0Iro1aTh OCTOPOKHOCTH ITPU
MIPUMEHEHHUH TIperapaTa y MalrueHTOB ¢ 00CTPYKTUBHBIMU 3a00JI€BaHUSIMU >KETUEBBIBOAAIIUX MyTeH. Y
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MalMeHTOB C TI€YCHOYHONW HEJOCTATOUYHOCTHIO WIIU Hporpqq(:g/lpywam,ﬂ._3|a§(pmlpa|mgl}4[4; (TeucHn
TUA3UJIHbIE TUYPETUKU CIEAYET IPUMEHSTH C OCTOP ]
BOJHO-DJIEKTPOJIUTHOTO OajlaHca MOXKET BBI3BaTh IMEUEHOUHYIO Komy. lIpuMeHeHue mpemapara y
MAlMEHTOB ¢ HapylIeHHeM (PYHKIUHU TIeUYEeHHU TSHKENOM CTeneH! MPOTUBOIIOKA3aHO.
AHeuonespomuueckuti omex
Bo3HuKHOBEHHE peakuui THIEepYyBCTBUTEIBHOCTH Ha (OHE NPHUMEHEHHUs THAPOXJIOPOTHAZUIA
HanOoJee BEPOSITHO y MAIMEHTOB C AJUIEPTUISCKUMH PEaKIUsIMUA U OPOHXUAITBHON acCTMON B aHAMHE3€.
[Ipy mpuMeHeHHH BajcapTaHa OTMEUYEHO PA3BUTHE AHTMOHEBPOTHMYECKOTO OTEKA, B TOM YHCIE OTEKa
TOPTaHH U TOJIOCOBBIX CBS30K, PUBOIAIIECE K OOCTPYKIIMH ABIXaTEIbHBIX IyTEH W/ WU OTEeKa U1, T'y0,
TJIOTKU W/WJM S3bIKA; Y HEKOTOPBIX M3 TAaKUX MAIMEHTOB OTMEYEHO Pa3BUTHE aHTMOHEBPOTUYECKOTO
OTeKa B aHaMHe3€ MPHU MPUMEHEHUH JPYTHUX JICKApPCTBEHHBIX MPENapaToB, B TOM YHCIIE HHTHOUTOPOB
AII®. Tlpn pa3BUTUM AaHTHOHEBPOTHYECKOTO OTEKa Tperapar CileayeT HEMEIJICHHO OTMEHHTH 0e3
MTOBTOPHOTO BO3OOHOBIICHUS TEPAITUU.
AHeuonespomuueckuti Omex KuuleyHuKa
Beuti mosydeHbl coOOUIeHHs] O Pa3BUTHH AHTMOHEBPOTHYECKOTO OTEKa KHIIEYHHKA Y TAIHEeHTOB,
MPUHUMAOIINX OJOKATOpHI perenTopoB aHruotreHsuwHa II, Bximrowas Bajcapran (cMm. pazgen 4.8
«HexenarenpHble peaknum»). Y 3TUX MAIMEHTOB HAOIIOJANTHCh OOJMM B KHBOTE, TOIIHOTA, PBOTA U
nuapes. CUMIITOMBI pa3peliayiCh MOCe OTMEHBI aHTarOHUCTOB penenTopoB anruoteHsuHa 1. Ecin
JUArHOCTUPOBAH AHTMOHEBPOTHMUECKUN OTEK KHUIIEYHHMKA, CJEAyeT MPEKpaTUTh MNPUMEHEHHUE
BajicapTaHa M HayaTh COOTBETCTBYIOLEE HAOIIOAEHHE IO MTOJIHOTO HCUE3HOBEHUSI CUMITOMOB.
Cucmemuas kpacHas 6014anKka
[Ipu npuMeHeHNnN THAa3UIHBIX TNYPETUKOB, BKIIIOYas THAPOXIOPOTHA3H I, COOOIIAIOCh 00 yCyryOIeHun
WJIA aKTUBALMU CUCTEMHOM KPACHOU BOJYAHKH.
Upyeue memabonruyeckue napyuieHus
TuaszuaHble AMYPETUKH, BKIIOYAsT THAPOXJIOPOTUA3H/I, MOTYT BbI3bIBATh U3MEHEHHUE TOJIEPAHTHOCTHU K
TJIFOKO3€, @ TAK)KE MOBBIIICHUE KOHIIEHTPAIIMH XOJIECTEPUHA U TPUTIUIIEPUIOB B CHIBOPOTKE KPOBH.
CHIKEHHE KIMPEHCa MOYEBOM KHUCIOTHI MOXKET MPUBECTH K TMIEPYPUKEMHUH U PA3BUTHUIO MOJATPHI Y
MIPEAPACTIONOKEHHBIX MAIlUEHTOB.
TuazunHele AMYPETUKH CHMXKAIOT HKCKPELMIO KAJIbLIMS MOYKAMU U MOTYT BbI3bIBaTh HE3HAUUTEIIBHOE
TIOBBIIICHUE COAECPKaHUS KAJIBIHMS B CBIBOPOTKE KPOBU MPU OTCYTCTBUU COIYTCTBYIOIINX HAPYIICHHI
MeTaboau3Ma Kanblus. [ UapoXIopoTHasua CIeAyeT C OCTOPOKHOCTHIO MPUMEHSTh y MAlUEHTOB C
runepkanpiuemMueil. BeipaxxeHHas runepkanblueMus Ha OHE Tepanuu THa3UIHBIM JUYPETUKOM (> 12
MTI//JT), He OTBeUarolasl Ha OTMEHY Mpemnapara, MO>KeT CBHIETEIbCTBOBATh O HATMYUU COMTYy TCTBYIOILIETO
HapyIICHHUS] METa0OTU3Ma KaJIbITusl.
Y HEeCKONbKMX TMalUMeHTOB C TUNepKanbliueMued u runodocdaremueii Ha (oHE AITUTEIBHOTO
MPUMEHEHUS] THA3HUJIHBIX JIUYPETUKOB OMPEESISIN TMaTOJOTHYECKUEe H3MEHEHMs TMapaliuTOBHIHBIX
xenes. B ciydae BBISIBICHUS TUNIEPKAIBLIIIEMUN TPeOyeTcst MPOBECTH JAOMOIHUTENbHBIE 00CIeI0BaHUS
C IEJIbIO0 YTOYHEHUS TUarHosa.
Ilepen mnpoBeneHHeM aHaNU30B Ha (YHKIHMIO MApallUTOBHIHBIX >Kele3 CJeAyeT MpPeKpaTUTh
MIPUMEHEHUE THA3HUJIOB.
Llepsuynulii eunepanboocmepoHusm
He pexomennyercss HaznaueHue Ttepanuu mpenapatoM Ko-/lMoBaH y MalMeHTOB € TMEPBUYHBIM
TUMEepaIbJIOCTEPOHIU3MOM BBUAY HapylleHUs (YHKIMOHAIBHOTO COCTOSHUS PEHHH-aHTHOTEH3UH-
anbaocteporoBoi cucteMsl (PAAC).
DomouyecmeumenbHocms
Coobmiaercss o ciaydasx pa3BUTHS peakiui (OTOUYBCTBUTEIBHOCTH TP TIPHUEME THA3UIHBIX
IUYpPETHKOB. B ciiydae mosiBieHHs (OTOUYBCTBUTEIBHOCTH HAa (POHE TpHeMa THAPOXJIOPOTHAZUIA
clemyeT MpeKpaTuTh JiedeHue. Eciam mponoibkeHne mnpuema JuypeThka HeO0OXOAMMO, TO CIEayeT
3allMIIATh KOXKHBIE TMOKPOBBI OT BO3JCUCTBUSL COJIHEYHBIX JIyued WM HMCKYCCTBEHHBIX
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YIBTPa)HONCTOBBIX JTy4eii. (NCCNEOOBATENEHOCTE 0010)

L

i,

XopuouodaibHbulil 8bINOM/0cmpas MUuonus/ ocmpas 3

Tuasuguple U THA3UAONMONOOHBIE NUYPETHKH MOTYT BBI3bIBATH HIMOCHHKPA3HUECKYIO PEAKIIMIO,
NPUBOAAIIYI0 K Pa3BUTHIO XOPHUOMJAIBHOIO BBINOTA C HAPYLIEHUEM IIOJIEW 3pEHHs, OCTpPOM
TPAH3UTOPHOW MUOIIMM U OCTPON 3aKPBITOYTOJIbHON IN1ayKoMbl. CUMIITOMBI BKJIIOYAKOT OCTPOE HAYaJIo
CHIDKEHHUS OCTPOTHI 3peHUs WK 00JIb B TJ1a3y M OOBIYHO BO3HHUKAIOT B TEUEHHE HECKOJIBKUX YaCcOB MM
HEJIeJIb I10CJIe Havyaula npuema npenapara. [Ipu orcyTeTBUM J1edeHMsI OCTPbIN IPUCTYI 3aKPBITOYTOJIBHOM
IJIayKOMbI MOXKET MPHUBECTH K CTOMKOM motepe 3peHus. B mepByto ouepenb HEOOXOOUMO KaK MOXKHO
ObICTpee OTMEHUTH IpueM Mpenapara. Eciiu BHyTpuriazHoe 1aBjieHHUE OCTAECTCS HEKOHTPOJIHPYEMBIM,
MOXKET MOTPeOOBATHCS HEOTIIOKHOE MEIUKAMEHTO3HOE JIEUCHHE WIIM XUPYPrHUECKOe BMEIIATEIbCTBO.
@dakTopaMu pUCKa pa3BUTHS OCTPOIO MPUCTYTIA 3aKPBITOYTOJBHOM ITIayKOMBI ABIISIOTCS JIJIEPTUYECKHUE
peakuuu Ha THa3uI0N0J00HbIE TUYPETUKU U MEHULIUUIUHBI B aHAMHE3€.

Hayuenmovi ¢ magcenou XpoHUYecKkol cepoeyHou HedoCmAamoyHOCMbIO Ul OPYeUMU COCMOAHUAMU,
CBA3AHHBIMU CO CIUMYTIAYUCH PeHUH-AH2UOMEeH3UH-ATb0ocmeporogoll cucmembl (PAAC)

[Tpumenenne narudéuropos AIl® wnm anraronuctoB pernentopos anruorensuna Il (APA II) B cinyyasx,
KOTJla COCTOSTHUE (DYHKITHUH MTOYEK 3aBUCHUT OT akTUBHOCTU PAAC (Hampumep, y TaIlMeHTOB C CEPICUHOM
HEI0CTaTOYHOCTHIO), ACCOLMUPOBAIIOCH C PA3BUTUEM OJIUTYPUH H/UIIH MPOTPECCUPYIONIEH a30TeMHH, B
peAKUX CclydagXx — C OCTPOM TOYEHYHOHM HEAOCTATOYHOCTHIO W/WIK CMEPTEIbHBIM HCXOIOM.
OOcnenoBaHre MAIMEHTOB C CEPJCYHONW HEJOCTATOYHOCTBIO MM COCTOSIHMEM Iociie WH(apKTa
MHOKap/ia BCErja J0JDKHO BKIIIOUATh OLEHKY QyHkuuu nouek. [Ipumenenue npenapara Ko-/luosan y
MALIUEHTOB C TSHKEJIOU XPOHUUYECKOU CEPACUYHON HEJOCTATOYHOCTHIO HE U3y4aJIOCh.

CrnenoBaTenbHO, HEB3sI HCKIIOYUTH, 4TO B CBA3U ¢ mHrHOupoBanueM PAAC mpumeHeHue mpemnapara
Ko-/InoBaH Takke MOXKET CBSI3aHO ¢ HapymeHrneM (yHKIuU nodek. IlpenapaT He cinenyet npuMeHsTh y
JTAHHBIX MMAlHECHTOB.

Hemenanomnwiil pax xoorcu

B 1ByX snmaeMHONIOrMuecKuX MCCIEAOBAHUAX C UCIIOJIb30BAHMEM JaHHBIX J[aTCKOro HalMOHAJIBHOTO
OHKOJIOTHYECKOTO PETHUCTpa OTMEUEHO YBEJIMYEHHUE DPHUCKAa Pa3BUTHS HEMEIAHOMHOIO paka KOXKHU
(0a3abHOKIETOYHONW KapIWHOMBI U TUIOCKOKJIETOYHOTO PaKa KOXKH) C YBEIHMYCHHEM KyMYJISATHBHOU
J103bl BO3ACHCTBUS ruapoxjoporuasuaa. Puck passurus HMPK yBenumuuBaeTcs mpu 10IrocpoyHOM
MPUMEHEHUH THIPOXJIOPOTUA3N/A, TOTCHIIMATIbHBIM MEXaHU3MOM Pa3BUTHSI KOTOPOI'O MOKET SIBISATHCS
ero ¢poToceHCHOUIM3UpYIolee NeHCTBUE.

[TanreHTa, MPUHUMAIOIIETO THAPOXIIOPOTHA3U], clenyeT nHPOopMHUpoBaTh 0 pucke passutus HMPK u
PEKOMEHIOBAaTh PETYJISPHO OCMAaTpUBaTh KOXKHbIE TOKPOBBI Ha NPEIMET TMOSBJICHUS HOBBIX
o0pa30oBaHMii, a TAK’KE€ CBOEBPEMEHHO COOOIIATh O MOSBICHUH OJ03PUTEIbHBIX KOXKHBIX 00pa30BaHUM.
C 1enblo yMEHBILIECHHS PUCKA PA3BUTHS PaKa KOXXKH MALUEHTY CIEAyeT PeKOMEHAO0BATh IPEBEHTHUBHbBIE
Mepbl, HalpUMep OrpaHUYEHHE BO3JEUCTBUS COJIHEYHOI'O CBETAa U aJEKBAaTHYIO 3alIUTy OT COJIHIA.
[Tono3putenbHble KOXKHBIE 00pa30BaHUS CIEAYET He3aMeUTUTEILHO 00CIe10BaTh, BO3MOXKHO, BKITIOYAs
TUCTOJIOTHYECKOe HccaenoBanue Ouonrtara. ClieqyeT NepecMOTPeTh BO3MOXKHOCTh INPUMEHEHHS
ruapoxJyioporrasuaa y naunentoB ¢ HMPK B anamuese.

Ha ocHOBaHMM HMMEIOIIMXCS JAHHBIX AMHUAEMUOJIOTMYECKHUX HCCIIETOBAaHUM OTMEYEHa CBS3b MEXIY
COBOKYITHOM 7103011 runpoxinopotuasuga u HMPK. B onxo w3 uccnenoBanuii Obin BKIIOYeHB! 71533
ciiydaeB 0a3albHOKIETOYHOM KapUMHOMBI W 8629 ciy4aeB IIJIOCKOKJIETOYHOTO paKa KOXKH,
COTIOCTaBJICHHBIX COOTBETCTBEHHO ¢ 1430833 u 172462 KOHTPOJIBHBIMH CYOBEKTaMH B MOMYJISIUH.
Bricokast coBokymHas  no3a  ruapoxyopordazuaa  (=>50000 wmr) accoummpoBaigach  Cco
CKOPPEKTHPOBAaHHBIM OTHOLIeHHeM puckoB (OP) nis OazanpHOKIETOUHON KapuuHoMsl 1,29 (95 % JIU:
1,23-1,35) u 3,98 (95 % AU: 3,68-4,31) - ana TUIOCKOKJIETOYHOTO paka Koxku. OTMEYEHO 4YeTKoe
OTHOIIIEHKE 103a-2PPEKT Kak 11 6a3aIbHOKICTOYHON KapIIMHOMBI KOXKH, TaK U JIJIS IIIOCKOKIETOYHOTO
paka Koxu. B IpyroMm uccienoBaHHMM C HCIIOJIB30BAHUEM BBIOOPKH METOJOM «CIIy4aid-KOHTPOJIb)»
MOKa3aHa BO3MOXKHAs accolManus paka TryObl (TUIOCKOKIETOYHBIA pak KOXKH) U BO3JAEHCTBUS
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TUIPOXJIOpOTHa3Kaa: 633 ciydaeB paka ryObl, conodrabicHHBIY €/ 63067 KORTPOIEHBIMACYObeRTAMK B
nonysui. OTMEYeHO YeTKOe OTHOIICHHE J03a-3
1,7-2,6), xoTopsIii Bo3pactaeT a0 3,9 (95 % AU: 3,0-4,9) ans Beicokux 103 (~ 25000 Mr) u 7,7 (95 %
JU: 5,7-10,5) nns HamBkIcIer coBoKymHOM 0361 (~ 100000 mr). K mpumepy, coBokymras 1o3a 100000
MTI COOTBETCTBYET >10 rogam exeHEBHOTO NPUMEHEHUS B YCTAHOBJICHHOW CYyTOUHOM A03€ 25 MT.
Peaxyuu eunepuyecmsumenvnocmu
Crnenyer ¢ OCTOPOKHOCTBIO MPUMEHSTh Mpenapar y MalueHTOB C paHee YCTAHOBJICHHBIMH CIIy4asiMU
MOBBIIIEHHON YyBCTBUTEIBLHOCTH K APYTUM aHTAaroHUCTaM PEIenTOpOB aHTHoTeH3uHa [1.
Ocmpas pecnupamopuas mokKCu4HoCcmy
Coo0manoch 00 OYEHb PEIKHX CIIydasx pPa3BUTHS OCTPOH PECIHUPATOPHONW TOKCUYHOCTH TSIKEIOU
CTENEHM, BKJIIOYas OCTphIM pecnupaTopHblii  auctpecc-cunapoMm (OPIC), mnociae mpuema
ruapoxioporuaszuaa. Kak npaBusio, oTek Jerkux pa3BUBaeTCs B TEUEHUE HECKOJIBKUX MUHYT WM YacOB
mnocjie npuemMa THApoxJopoTuazuaa. HauvanbHble CHUMITOMBI BKIIOYAIOT OJBIIIKY, JHXOPAJKY,
YXYIIICHUE COCTOSTHUS JIETKUX M apTepHalibHyI0 runotensuto. [1pu mogo3pennn va OPJIC Heobxoammo
OTMEHHUTh NpernaparT W Ha3HAUYUTh COOTBETCTBYIOLIEE JieueHue. [MapoxsopoTuasua He Cleayer
Ha3Ha4aTh MalkeHTaM, y KoTopbsix panee Haomonancs OPJIC mocie npuema ruipoxiopoTrasuia.

4.5. B3aumopaeiicTBue ¢ IPYrUMHU JIEKAPCTBEHHbIMH NPeNapaTaMu U Apyrue BUAbI
B3alMOJAEHCTBUS

JlexapcTBEHHBIE CPECTBA, OJIHOBPEMEHHOE IPUMEHEHHUE C KOTOPLIMU ClIeAyeT U30eraTh

Obwue nexapcmeennvie 83aumMo0eticmsus OJisi BANCAPMAaHd U 2UOPOXI0OPOMUAZUOA

IIpenapamul aumus

[Ipu omgHOBpeMEHHOM NIPHUMEHEHWHW TmpenapaToB JuTHs ¢ wuHrHOuTOopamu AllD, APA Il wmm
TUA3UTHBIMUA TUYPETUKAMH OTMEYAIOCh OOpaTHMOE MOBBINICHUE KOHIICHTPAIIMU JTUTHS B CHIBOPOTKE
KPOBH M CBSI3aHHOE C 3TUM YCHJICHWE TOKCHYECKHX MPOSBICHUH. PUCK TOKCHYECKHX MPOSBICHUH,
CBSI3aHHBIN C TpermapaTamMy JIUTHS, MOXET JOTOJHUTEIHLHO YBEIMYUBATHCA TPU OJHOBPEMEHHOM
MpUMEHEHHH ¢ TipenaparoM Ko-/InoBaH, TOCKOIBKY MOYCUHBIH KIIMPEHC MPETIAPATOB JTUTHS CHIKACTCS
MOJT BO3ICUCTBUEM THA3UIHBIX TUYPETUKOB. B CBS3M ¢ BhINIECKAa3aHHBIM PEKOMEHIYETCS TIIATEIIbHBIN
KOHTPOJIb COACPKAHS JIUTUS B CBIBOPOTKE KPOBH.

JlexkapCcTBEHHBIE CPECTBA, OJIHOBPEMEHHOE IPUMEHEHHUE C KOTOPBIMHU TPEOYET OCTOPOKHOCTH
Jlexapcmeennvie 3aumooelicmeus 015 8aicapmand

Hsotinas 6aoxkadoa PAAC

OnnoBpemenHoe npumenenre APA 11, B ToM uunciie BajicapTaHa ¢ IpyrMMH IpenapaTaMy, BIUSIOIIUMU
Ha PAAC, npuBOIUT K MOBBIIIEHUIO YacTOThl BO3ZHUKHOBEHHUS CIIy4aeB apTepuaibHOW T'MIIOTEH3UH,
TUNEepKAIMEMHH, HAPYIIEHUIO (PYHKIIMH OYEK 10 CPAaBHEHHIO C MOHOTEpAIuei.

JBoiinas 6nokana PAAC nocpeacTBoM ogHOBpeMEHHOro npuMmeHeHust naruouropamu AIl®, APA 11
WIM aJMCKUpeHa He peKoMeHAoBaHa B oOwmeidl nomyisuuu. OpHako, B TOM cllydae, €CiH
KOMOMHHMpOBaHHAs Tepamnusi yKa3aHHbIMM IpernapatamMu, B TOM uucie mnpenaparom Ko-/lnosaH,
ABJIsIETCS a0COTIOTHO HEOOXOIMMOMN, TaKoe MPUMEHEHHE TOJDKHO OCYLIECTBIATHCS MO THIATEIbHBIM
HAOJIIOICHNEM Bpaya, ¢ 4YacThIM KOHTposieM Tokaszareneid AJl, pyHKIumM mouek, a Takke CoaepKaHus
JIEKTPOJIMTOB IJ1a3Mbl KpoBU. He cienyer npoBoAuTh OJHOBPEMEHHYIO Tepamnuto uHruoutopamu AlldD
n APA Il y manimeHToB ¢ quadeTndeckoil HeyporaTuei.

OnHoBpeMeHHOE MpUMEHeHHe IpenaparoB, cojepxammx APA II, Bkmrouas nmpenapar Ko-/luoBan, ¢
OpyrUMH cpeicTBamu, BiusitoliuMu Ha PAAC, B TOM uucie C aJlUCKUPEHOM, MPOTUBOIIOKA3aHO Yy
NAIMEHTOB C CaXapHbIM TUa0ETOM W/WIIM YMEPEHHBIMU WIIN TSDKEIBIMHU HAapyIIEHUSIMHU (PYHKIUH ITOYEK
(CK® <60 ma/mun/1,73 M?) 1 He peKOMEHI0BAHO Y JAPYTHX MALUEHTOB.
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IIpenapamul u gewiecmesa, eruswue Ha cooeplucaniie Kanus [ColeoPAmMKekpeaw [1-HOC TR 00100
[Ipu ogHOBpEMEHHOM NMPUMEHEHHH C OHOJOTHYEC 5 s
KaJuiicOeperaonmMy AUypeTHKaMH, 3IUIEPEHOHOM, KalUCOAEp)KalllMMU 3aMEHUTENISIMU COJIM WM
JPYTUMHU NIpenapaTaMu, KOTOPbIE MOTYT BbI3bIBaTh H3MEHEHHE COJIEpKaHHUE Kalus B KPOBU (Hampumep,
TerapyH U Jp.), cIenyeT coOI0AaTh OCTOPOKHOCTh U PErYJISIPHO KOHTPOJIUPOBATh COACPIKAHUS KaIHs
B KPOBH.
Hecmepouonvie npomusosocnarumenvhuvie npenapamol (HIIBII), éxniouas cenekmughvie uH2UOUMOPbL
yuknookcuzenazvl-2 (LJOI-2)
[Ipu npumenenun APA II omnoBpemenno ¢ HIIBII (Bkmiouas cenextuBHble MHruOoutopsl L{OI-2)
BO3MOKHO OCJIa0JIeHHEe HMX THUIOTEH3UMBHOrO JeiicTBusa. bomee TOro, y NOXWIBIX MaLUEHTOB C
COITyTCTBYIOIIEH TMIIOBOJIEMHUEH (B TOM YHCIIE BCIEACTBUE MpPUEMa TUYPETUKOB) MM C HAPYIIEHHON
dbyuknueit mouek, oqaoBpeMerHoe nmpumenenrne APA 11 u HIIBII, Bkitouast celeKTHBHBIE HHTHOUTOPBI
[OI'-2, MOXeT NpUBECTH K yXyAUICHNUIO (PYHKIIMU OYEK, B TOM YHCIIE BOZMOKHOMY Pa3BUTHIO OCTPOM
MOYeYHOM HemocTarouyHOCTH. IIpu HEo0OXOAMMOCTH OAHOBPEMEHHOIO IPUMEHEHHUs BajcapTaHa MU
HIIBII (Bxumrouast uaruOuTopsr 1{OI'-2) y Takux manueHTOB HEOOXOAMM KOHTPOJIh (PYHKIIMH MOYEK B
Hayajle OJHOBPEMEHHOM Tepaluy, a TAKkKe B ClIydae ee KOPPEKIHH.
benku-nepenocuuxu
Ilo pesynpraTaMm HCCIEOBaHUS in Vifro Ha KyJbTypax I€YEHHM 4YeJIOBEKa BajcapTaH sBISAETCS
cybctparom i 6enxos-niepeHocunkoB OATP1B1 u MRP2. OgHoBpeMeHHOE MpUMEHEHUE BajcapTaHa
¢ uarnOuropamu Oenka-nepeHocunka OATP1B1 (pudamnunuH, MUKIOCTIOPUH) U C MHTHOUTOPOM
6enka-niepeHocunka MRP2 (puToHaBHp) MOXKET NMPUBOIUTH K YBEITUYEHUIO CUCTEMHOMN SKCIIO3UIMU
BaJiCapTaHa.
OTcyTCcTBUE JIEKAPCTBEHHOTO B3aUMOJIEHCTBUS
IIpy MoHOTepanuu BaJCapTaHOM OTCYTCTBYET KJIMHHYECKM 3HAYUMOE B3auMOJEICTBHE CO
CIICAYIOUIMMHU JIEKAPCTBEHHBIMU CpEICTBAMH: LUMETUINH, BapdapuH, QypocemMun, TUTOKCHH,
aTEHOJIOJI, HHIOMETAIINH, THAPOXJIOPOTHA3U, AMIIOUTTUH, TITHOCHKIaAMH/T.
Jlexapcmeennvie 83aumooelicmsaus 0 2UOPOXIOPOMUA3IUOA
IIpenapamul, cnocoOnvle 8bi3b18aMb NOIUMOPPHYVIO HCENVOOUKOBYIO MAXUKAPOUID MUNA «NUDYIMY.
Crnenyer ¢ OCTOPOXKHOCTBIO NPUMEHATh THA3UJIHBIE JUYPETUKH COBMECTHO C IpenapaTami,
CIOCOOHBIMU BBI3BIBATH MOJUMOPGHYIO KETYTOUKOBYIO TAXUKAPIUIO TUIIA «ITUPYIT» (CM. pazaen 4.5),
B YAaCTHOCTHM, C AaHTHMapuUTMuU4yeckuMu mnpenapatamu la wu III kjmaccoB M HEKOTOPBIMHU
AHTUIICUXOTUYECKUMU IIpenapaTaMu, B CBA3H C PUCKOM Pa3BUTHS FMIIOKATIMEMUH.
Lpyeue cunomen3susHnvle npenapamoi
TuasumHbIe TUYPETUKN YCHIIMBAIOT aHTUTUIIEPTCH3UBHBIN 2P PEKT APYTHUX TUIIOTCH3UBHBIX MPENapaToB
(B TOM uuciie TyaHETUAMHA, METWIJIOMNbI, OeTa-aJApeHOOJ0KaTOPOB, Ba30MJIATATOPOB, OJIOKATOPOB
«MEJICHHBIX» KAJIBIIMEBBIX KaHAIOB, UHTHOUTOPOB AIID, APA II u npsiMbIX HTHTHOUTOPOB PEHUHA).
Kypapenooobnvie muopenaxcanmul.  TuasuaHple AWYPETHKH, BKJIIOYas TUAPOXJIOPOTHA3M,
MOTEHLUPYIOT JEHCTBUE CKEIETHO-MBIIIEYHBIX MHOPEIAKCAHTOB.
Jlexapcmeennvie npenapamol, auAOWUe HA COOepIcAHUE KAlus 6 Cbleopomke Kposu. Puck
TUINOKAJIMEMUH, BBI3BIBAEMBIN JAUYPETUKAMH, MOKET YCHIIMBATHCS MPU OJJHOBPEMEHHOM HPHUMEHEHUU
rimokokoptukocrepouioB (I'KC), anpenokoptuxkorponHoro ropmona (AKTI), am¢orepununa,
KapOEHOKCOJIOHA, MEHULUWUINHA, AalEeTWICATUIWIOBOM KHUCIOTHl WJIM €€ TPOU3BOAHBIX U
aHTUAPUTMUYECKUX TpenapaTtoB. PekoMeHayeTcs KOHTPOJIMPOBATh YPOBEHb KalMs B IUIa3Me KPOBU B
cilydae HEOOXOIMMOCTH Ha3HAUeHHs JaHHBIX JIGKAPCTBEHHBIX NPENapaToB B KOMOWHAIMK C
THJIPOXJIOPOTHAZUIOM.
Jlexapcmeennvle npenapamul, GIUAIOWUE HA COOEPHCAHUE HAMPUs 8 Kposu. | 'MIOHATPUEMHUUECKUN
3¢ eKT, BBI3BIBAEMbIM TUYpPETHKAMU, MOXET YCHIMBATHCA HPU OJHOBPEMEHHOM IPUMEHEHUH C
AHTHUJICTIPECCAHTAMHU, AHTUIICUXOTHUYECKUMHU, IMPOTUBOCYJOPOKHBIMHU Hpenaparamu U T.1. Cienyet
coOJI0IaTh  OCTOPO’KHOCTh IPH JUIMTEIBHOM OJHOBPEMEHHOM NPHUMEHEHHMH C BbILIEYKa3aHHBIMU
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HpeTapaTaMu. (NCCNEOOBATENEHOCTE 0010)
Lunoenuxemuueckue cpedcmsa. TuazuaHele TUypeT
CBSI3U C YeM MOXKET MOTPeOOBATHCS KOPPEKLHS /103 MHCYJIWHA M THIOTIMKEMHYECKUX CPEACTB IS
npuemMa BHYTpb. ClieqyeT ¢ OCTOPOXHOCTBIO TPUMEHSATh TUAPOXJIOPOTHA3U COBMECTHO C
MET(GOPMHHOM B CBS3M C PHCKOM pa3BUTH JIAKTOAM03a Ha ()OHE HapyIIeHUs (PyHKIUH TOYEK,
BBI3BAHHOT'O THPOXJIOPOTHAZUIOM.
Cepoeunbie enuko3udvl. I'UMokanueMusi WM THIIOMarHueMus: (HexxenarenbHble 3 (eKTbl THa3HIHBIX
JTUYPETUKOB) MOTYT CIOCOOCTBOBATh Pa3BUTHIO HApYIICHUH CEpPAEYHOr0 pUTMA Yy TAIEeHTOB,
MO YAIOIIUX CEPJICUYHbIC TTTUKO3HU/IbI.
HIIBII, sxnouas cerexmushuvie uneubumopul L{OI'-2. OnnoBpemenHoe npumeHenue HIIBIT (ranpumep,
MIPOU3BOJIHBIX CAJUIMIOBOM KUCIIOTHI, MHOMETAIIMHA) C THAPOXJIOPOTHAZUIOM MOXKET NMPHUBECTH K
YMEHBILIECHUIO JUYPETUYECKOTO W AHTUTHUIEPTEH3UBHOTrO 3(dekToB mnocienHero. ComyTcTByoLas
THIIOBOJIEMHSI MOKET CIIPOBOIIMPOBATH PA3BUTHE OCTPOM MOYEUHOM HETOCTATOYHOCTH.
Amanmadun. Ilpu OJHOBpEMEHHOM MPUMEHEHUH C THA3UAHBIMU JUYpeTHKaMH (B TOM YHUCIE
THIIPOXJIOPOTHA3UIOM) BO3MOXKHO yBeITHUeHUE MOO0UHBIX 3(h(HEeKTOB aMaHTaIuHa.
IIpomusoonyxonesvie npenapamvl (Hanpumep, yukiogocghamud, memompexcam). OTHOBpEMEHHOE
NPUMEHEHHE THUA3UIHBIX JUYPETHKOB (B TOM 4YHCIE THAPOXJIOPOTHA3UAA) MOXKET YMEHbUIATh
BBIBEJICHHE IMTOTOKCUYECKUX CPEICTB MMOYKAMH U YCUJIMBATh UX MUEIOCYIPECCUBHOE JICHCTBUE.
H u M-xonunobaokamopv. H 1 M-x01MHOOJIOKAaTOpPBl (B TOM YHWCIIE aTPONHH, OUIEPHIEH) MOTYT
MOBBIIIATh OMOAOCTYMHOCTh TUIPOXJIOPOTHA3UAa, 4YTO, MO-BUIMMOMY, CBS3aHO C YTHETEHUEM
NEPUCTANBTUKHN JkenyaouHo-kumeuHoro Ttpakra (OKKT) u cHmXeHHEM CKOPOCTH OINOPOKHEHHS
xenynka. Hamporus, ctumynstopel Motopuku JKKT (mm3ampua) MOTYT CHIMDKATh OMOIOCTYITHOCTH
THJIPOXJIOPOTHA3UIA.
Anuonoodmennvie _cmonvl. BcacblBaHWE THIPOXJIOPOTHAa3Wja HAapylIaeTcs B  IPUCYTCTBHUH
KoJIECTUpaMHUHA U Kosectunona. OHaKo, KOPPEKIUs BPEMEHH IpHeMa JIaHHBIX IpenapaToB MOXKET
YMEHBIIUTH PUCK YKa3aHHOTO B3aUMOJICHCTBHS: THAPOXIOPOTHAZHL CIIEAYyeT NPUHUMATh KaK MUHUMYM
3a 4 yaca 10 uiu yepes 4—6 yacoB mocie npuemMa aHOHOOOMEHHBIX CMOJL.
Bumamun D. OTHOBPEMEHHBIH TPHEM THUAPOXJIOPOTHA3HUJA C BUTAMUHOM D WM COJSIMH KaJIbITUS
MO>KET MOTEHLIUPOBATh TUMEPKATBIIUEMHUIO.
Conu kanvyus. TIpyn OMTHOBPEMEHHOM MPUMEHEHHH C THA3WIHBIMH JUYPETHKAMH BO3MOXXHO Pa3BUTHE
TUMEPKATBIUEMUH 32 CUET YBEIMYCHHSI KaHAIIbLIEBOM peadcopOLny KambIusl.
Luknocnopun. Ilpu  OXHOBpPEMEHHOM TPUMEHEHHH THIPOXJIOPOTHA3WAa U  IMKJIOCIIOpHUHA
YBEJIMYUBACTCS PUCK PA3BUTHUS THIIEPYPUKEMHH U TIOSIBICHUS CHMIITOMOB, HAITOMUHAIOLTUX MOIArpy.
p-aopenobrokamopsi. TIpy OTHOBPEMEHHOM MPHUMEHEHHH C THA3UIHBIMH JUYPETHKAMH BO3MOXHO
YBEJIMUYEHUE PUCKA PA3BUTHUS TUIIEPTIUKEMUU.
Hua3zoxcud. TuasugHble TUYPETHKH MOTYT YCHJIMBATH TUIIEPTIIMKEMUYECKAN 2P PEKT qrua3okcua.
Jlexapcmeennvie npenapamol, npumensarOuWuecs 0 jeyeHus nodazpul (npobeHeyuod, cyib@GUHNUPA30H,
anionypunon). MoxkeT TOTpeOOBaThCS KOPPEKUHUsS JI03bl  YPHUKO3YPUUYECKHX JIEKApPCTBEHHBIX
MpernapaToB, Tak KaK THAPOXJIOPOTHA3U YBEINUMBAET KOHIICHTPAIIUIO MOUYEBOIM KHUCIOTHI B CHIBOPOTKE
KpoBH. MoskeT mnoTpeOOBaThCS YBENIWYCHHE 03Bl MpOOCHEUWAa WM CcyinbpuHnupasona. [lpu
OJTHOBPEMEHHOM TMPUMEHEHUU C THA3UAHBIMH JUYPETUKaMH (B TOM YHCJE TUAPOXIOPOTUAZHIIOM)
BO3MOYKHO YBEJTMUEHUS PUCKA Pa3BUTHSI PEAKIMiA THIIEPYYBCTBUTEILHOCTH K aJUIOIYPHHOITY.
Memundona. B nutepaType coo0maioch O ciay4yasX pa3BUTHS TE€MOJIMTUYECKOM aHeMHUH Tpu
OJTHOBPEMEHHOM MPUMEHEHHH THIPOXIOPOTHA3UIA M METHIIIOIIBL.
Omanon, _bapbumypamsl __u___Hapkomuyeckue cpedcmea. (OTHOBPEMEHHOE IpPHUMEHEHHE C
THIIPOXIIOPOTHA3UIOM MOXKET CIIOCOOCTBOBATh PA3BUTHIO OPTOCTATHYECKOW THITOTEH3HH.
IIpeccopnvie amunbl. I'uapoOXIOPOTHA3HU MOXKET YMEHBIIATh OTBET HAa BBEJCHUE MTPECCOPHBIX AMHHOB
(HopanpenanuH). KimHudeckas 3Ha4YMMOCTh JaHHOTO d(ddexkra comMHHTENbHa HW HE MOXET
MPEMsITCTBOBATh UX OJJHOBPEMEHHOMY MPUMEHEHHIO.
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Hoocodeporcawue xonmpacmuvle ewecmea. O6e3BHKRUBAHIE QPIANYZMA Ha POHE | IPHEMA MUa3AAHBIX
JINYPETUKOB YBEJIUYMUBAET PHUCK PA3BUTUS OCTPOH i 5
NPUMEHCHUH BBICOKHX JI03 HOJICOACPIKAIMX KOHTPACTHBIX BemiecTB. [lepeq mpuUMEHEHHEM

HozacoIepKaImuX KOHTPACTHBIX BEIIECTB HEOOXOUMO KOMIIEHCHPOBATh MOTEPIO KUIKOCTH.

4.6. @epTWIBLHOCTH, 0EPEMEHHOCTDb U JAKTALMS

bepemeHHOCTD
Kak u mo6oit apyroii mpemnapart, okasbiBatomuii npsmoe neiictsue Ha PAAC, npenapat Ko-/luoBan He

clleflyeT NMPHUMEHATh Y JKEHIIMH, IJIaHupyrommx OepeMmeHHocTh. IIpu BeIOOpe moboro mpenapata,
BozzaeicTByomero Ha PAAC, Bpauy cregyeT NpouMH()OPMHUPOBATH MAIMEHTKY C COXpPaHEHHBIM
PEenpoyKTUBHBIM MOTEHIIMAIOM O BO3MOXKHOM PUCKE TPUMEHEHMs IpernapaTa BO BpeMsi 0epeMEHHOCTH.
VYuureiBass MexanusM neictBus APA I, Henp3d MCKIIOUMTH pUCK s miofa. M3BecTHo, 4To
npuMeHeHne MHruouTopoB AIID (kmacc cnenudUUHBIX JEKapCTBEHHBIX CPEICTB, ACHCTBYIONIUX Ha
PAAC) Bo II u Il TpumecTpe 6epeMEHHOCTH MPUBOIUT K MOPAXKEHUIO U rudenu mwioaa. Ilo ganueM
PETPOCTIEKTUBHOTO aHanm3a mpuMeHeHne wuHruOuTopoB AIID B 1 Tpumectpe OepeMeHHOCTH
acCOLIMMPYETCs C IOTEHUMAIbHBIM PHUCKOM  BO3HMKHOBEHHS IIOPOKOB  Ppa3BUTHs  ILIOJA.
I'mppoxnopornasng NpoHMKAEeT 4yepes IuianeHTy. Ilpu HempenHamMepeHHOM mpueMe BajcapTaHa IIpU
OEpEeMEHHOCTH ONHMCAaHBl CIIy4ad CaMOIPOM3BOJBHOTO IpEphIBAHUS OEPEeMEHHOCTH, MAJIOBOIUS U
HapyIleHus (PyHKIUH TOYEK Y HOBOPOXKICHHBIX.

BHyTpuyTpoOHOE BO3ACHCTBHE THA3UAHBIX [UYPETHKOB, BKIIOYAs THAPOXJIOPOTHA3U, Ha IUIOA
aCCOLIMMPYETCS C PA3BUTHEM JKEITYXU I TPOMOOLIUTONEHUH y IJI0/a WM HOBOPOXKJIEHHOT'0, a TAKXe
MO>KET aCCOLIMMPOBATHCS C IPYTUMH HexenaTenbHbIMU peakuusaMu (HP), ormeuenHsIMu y B3pocibix. B
cilydae eciau OepeMEeHHOCTh AMAarHOCTHpPOBaHa B Nepuoj jeueHus npenapatoM Ko-/lnoBan, mpenapar
CJIeTyeT OTMEHUTH KaK MOYKHO paHbILIE.

Mamepunckuii u/unu 2m6puoghemanbHblil pUCK, ACCOYUUPOBAHHBIL C 3a001e6aHUEM

AprepuanbHas TUIEPTEH3US TNPH OCPEMEHHOCTH YBEIMUYMBACT PHCK pPa3BUTHA MNPEIKIAMIICHH,
reCTallMOHHOIO CaxapHOro auadera, MPEKIEBPEMEHHBIX pOJIOB, a TaKXE OCIOKHEHUH B pojax
(HampuMep, HEOOXOIUMOCTh KecapeBa CEuUeHMs, pPa3BUTHE IOCIEPONOBOro KpoBoTeueHus). Ilpu
apTepHalIbHON TUNEPTEH3UH YBEJIWYUBAETCS PUCK 3aJEPKKM BHYTPUYTPOOHOIO pa3BUTHS IJI0Ja M
BHYTpUYTPOOHOI rubenu mioaa.

Puck co cmoponul nnooa/nosoposrcoenozo

ManoBoaue y 6epeMeHHBIX, IpUHUMaromux npenapatsl, austomue Ha PAAC Bo II u III tpumectpe,
MOJKET MPHUBOJAUTH K yXYINICHWIO (PYHKIUHM MOYEK IJI0JA, YTO B pEe3yJbTaTe NMPUBOIUT K aHYpUU U
MOYEYHOM HENOCTATOYHOCTH, THUIMOIUIA3UM JIETKUX IUIoAa, JAedopMaluu CKeJeTa IUIoJa, BKIoYas
TUIOIUIa3UI0 KOCTEH uepena, apTepralbHON TMIOTEH3UH U THOENH 104,

[Ipu HenpenHnamepeHHOM npueme npenapatoB APA Bo Bpemsi GepeMEHHOCTH ClIeAyeT pacCMOTPETh
BOIIPOC O HEOOXOJUMOCTH COOTBETCTBYIOIIET0O MOHUTOPUHIA COCTOSIHUS IJ10/1a.

HoBopoxxeHHBIX, MaTepu KOTOpBIX Nodydanu Tepanuio APA, cineayer TmaTeabHO HabI0aaTh
OTHOCHUTEJILHO Pa3BUTHS apTEPUAIIbHON TUIIOTEH3HUH.

Bancapman

[Ipn wu3yueHum ->MOpPUOPETATHLHOTO pa3BUTHUS Yy MBI, KPOJUMKOB U KpbIC HaOonasach
(dbeToTokcHYHOCTH (cM. pazaen 5.3).

T'uopoxnopomuazuo

He ormeudeHo TepaTOreHHOCTH U BAMSIHUS MMJIPOXJIOPOTHA3U1a Ha (GEPTHIIBHOCTD U OIUIOAOTBOPEHUE B
HCCTIEIOBAaHUU Y 3 BUIOB )KMBOTHBIX, KOTOPBIE MOJTyYaau THIPOXJIOPOTHA3U]T BHYTPH (CM. paznen 5.3).
JlakTanus

HewuspecTHo, IpOHUKAET 1M BaJICapTaH B IPYIHOE MOJIOKO. B TOKITMHIUECKHUX UCCIIEI0OBaHUX TOKA3aHo,
YTO BaJICAPTaH BBIAEIACTCS C MOJIOKOM JIAKTUPYIOUIMX KpbIC. ['MApOXIOpOTHMA3HI BBIAEISIETCA C
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rpyIHbIM MOJIOKOM. [Ipumenenue npenapara BO BpeMs rpy AHQTQIBCKAPpMIUBAHIEL [TPOTHRONOKABAHO.)

DepTUILHOCTH '

JIaHHBIX O BIMSHUM BaJicapTaHa WU TUAPOXJIOPOTHA3HIA HA (PEPTHIIBHOCTD y YEIOBEKa OTCYTCTBYIOT.
B noxnMHMYECKHX HMCCIEIOBAaHMAX HE OTMEUYEHO BIMSHHUS BaJicapTaHa WM THIPOXJIOPOTHA3HIa Ha
(bepTUIIBHOCTD Y KPBIC.

4.7. BuusiHMe HA CIIOCOOHOCTH YNPABJATH TPAHCHOPTHHIMH CPeICTBAMH U padoTaTh ¢
MeXaHU3MaMu

JlekapcTBennslii npenapaT Ko-/[noBaH He OKa3bIBaeT WM OKa3bIBAET HECYILIECTBEHHOE BIIMSIHUE HA
CHOCO6HOCTB YOpaBJIATh TPAHCIIOPTHBIMU CPCACTBAMU U pa6OTaTB C MCXaHU3MaMH II0 HNPHYHHC
BO3MOXHOTO BO3HMKHOBEHHUS TaKHX HEXKEJaTeNbHBIX peaklUuid, Kak TOJOBOKPYKEHUE WJIU
yromisieMocTs. CrieryeT coOr01aTh OCTOPOKHOCTD NPU YIIPABICHUH TPAHCIIOPTHBIMU CPEACTBAMU H
3aHSTUU MOTEHLIUAJIBHO OMACHBIMU BUIAMHU JESTEIbHOCTH.

4.8. HexeaatenbHble peakuuu

Pestome npoduis 6e30nacHOCTH

Huxe B COOTBETCTBUU C CUCTEMHO-OPTAaHHBIM KJIACCOM YKa3aHbI HEKeNaTelIbHbIC PeaKIUU 110 JAHHBIM
KJIMHAYECKUX MCCJICIOBAaHUN M JTabOpaTOpHbIE JaHHBIC, KOTOPHIE BCTPEUAINCH Yallle MPH MPUMECHEHUH
BajicapTaHa W TUAPOXIOPOTHA3WAAa B CpaBHEHHHM C IUianebo, a TakkKe OTAENIbHBIE COOOIIEHUS,
MOJTyY€HHBIE B TIOCTPETUCTPALIMOHHOM TIEPHOJIC.

TabnuyHOE pe3roMe HeKeIaTeIbHBIX PeaKIui

Hexenarenpabie peakuuu (HP), 3apeructpupoBanHbie paHee Mpu MPUMEHEHUH KaXI0T0 KOMIIOHEHTA B
MOHOTEpAIHH, MOTYT BO3HHKATh MPU NMpuMeHeHuu mnpemnapara Ko-/lmoBaH, gake B TOM ciydae, eciu
OHM HE OBUTM 3apErHCTPUPOBAHBI B KIIMHMYECKUX HCCIEAOBAHUSAX JAHHOTO mpemapara. (s omeHku
YacTOThl MCTOJIB30BaHBI CIEAYIOIIME KpUTEpUHU: oueHb dacto (>1/10), (wacto (>1/100, Ho <1/10);
Heuacto (>1/1 000, HO <1/100); peaxo (>1/10 000, vHo <1/1 000), ouens peako (<1/10 000), yacTtoTa
HeW3BeCcTHA (Ha OCHOBAHUY UMEIOIINXCS JAHHBIX OIICHUTh HEBO3MOXKHO). B mpenenax kakaoii rpymisl,
BBIJICIICHHOM TI0 9YaCTOTE BCTPEUAEMOCTH, HEXKEIATSIIbHBIC PEAKIIH ITEPSUNCIICHBI B TOPSIKE yOBIBAaHUS
HX CEPhE3HOCTH.

CHCTeMHO-0praHHbIH HexenatenbHas peakuus Ko-/IuoBaun Bancapran I'mapoxio-
KJ1ace poTHa3ua
Lobpoxauecmeennvie, HEMENAaHOMHBIH paK  KOXHU - - gacrora
3/10KayecmeeHHble u | (6a3ambHOKIIETOUHAS HEU3BECTHA
HeymouHeHHble KapuuHOMa KOXH u
H0B8000pa306anus IIJIOCKOKJIETOUHBIM paK KOXH,
(sxnrouas Kucmol u | cMm. pazzgen 4.4)
noaunsi)
Hapywenus co cmopomnst | TpoMOOLIMTONIEHHS, UHOTA B - - peaxo
Kpogu u aumghamuueckol | COYETaHUHM C IyPIypor
cucmembl TPOMOOITUTONICHUS - 4acToTa -
HEU3BECTHA
JISHKONIEHUSI - - OYEHb PEJIKO
arpaHyJIoLUUTO3 - - OUYEHb PEKO
YrHETeHHEe KOCTHOMO3IOBOI'O - - OUYEHb PENKO
KPOBETBOPEHU
TeMOJINTHYECKAs aHEMUS - - OYeHb PEIKO
aruTacTHYEeCKas aHEMHUS - - gacrora
HEU3BECTHA
CHIDKEHHE TeMOTJIO0MHAa U - 4acToTa -
reMaToOKpuTa HEM3BECTHA
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[ QRCHEFTHOMY O

IHETY

CucTeMHO-OpraHHbIN HexenarenbHas peakuus Ko-llnol?ﬂl: W Bancapman i [, - nappxaes 1| N
KJIacce POTHA3NIL
HelTponeHus 4acToTa - -
HEU3BECTHA
Hapywenus co cmopownwsl | THIIEpIyBCTBUTEIBHOCTD, - 4acToTa -
UMMYHHOU cucmembl BKJIFOYast CBIBOPOTOYHYIO HEU3BECTHA
00J1e3Hb
peaxiuu - - OUYEHb PENKO
THIIEPYyBCTBUTEIbHOCTH
Hapywenus THIEpKaTAEMHUs - yacTora -
MemaboausmMa u NUMaHus HEHM3BECTHA
THITOKATTHEMHUS JacToTa - OYEHB YacTo
HEHU3BECTHA
MOBBIIIIEHUE  KOHLECHTPALUN - - OYEHb 4acTo (B
JIMIUIOB B IJIa3Me KPOBH OCHOBHOM Ha
(oHE BBICOKHX
7103
THIPOXJIOPOTHA
311a)
TUIOHATPUEMUS JacToTa gacroTa 4acTo
HEU3BECTHA HEU3BECTHA
THIIOMarHUEeMUsI - - 4acTo
TUIEPYPUKEMUS - - 4acTo
TUNEePKAIbLUEMHUS - - penKo
TUNEPIrIUKEMUs - - penKo
[JIIOKO3ypUs. U yXyJIIEHUE - - penko
METabOJIMIECKOTO COCTOSHHMS
IIpU caxapHOM jnabere
TUINOXJIOPEMUYECKUH aJIKaJI0o3 - - OUYEHb PEKO
JIeTuIpaTanus HEJacTo - -
Tcuxuueckue napyuienuss | HapyUICHUsI CHA - - penko
JIeTIpecCHs - - penko
Hapywenus co cmoponwsr | TonoBHas 007b - - penko
HepEHOU cucmembl TOJIOBOKPY>KEHHE OUYCHb PEKO - peaxo
rapecTe3ust HEevyacTo - penko
CHHKOIIE JacToTta - -
HEHM3BECTHA
Hapywenua co cmopownsl | HapyleHHE 3pEHUS - - penko
Opeama 3peHust (ocobenHo B
HepBbIC
HECKOJIBKO
HEJleNb
JICYECHUS])
HEYETKOCTb 3PEHUs HEJacTo - -
OCTpBIi HIPUCTYII - - 4acToTa
3aKpPBITOYTOJIbHOM IJIayKOMBI HEU3BECTHA
XOpHOHZ[aHbHLIﬁ BBITIOT - - qyacToTa
HEeH3BECTHA
Hapywenus co cmoponwsl | IlyM B yHiax HEJacTo - -
opeana cnyxa u | BEpTHTO - HEYacTo -
Jqabupunma
Hapywenus co cmoponwvl | apuT™Mus - - peaxo
cepoya
Hapywenus co cmoponst | opTOCTaTHYECKAs! TUIIOTECH3HS - - 4acTo
€oCcy008 BaCKYJIHUT - yacTora -
HEHM3BECTHA
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[ QRCHEFTHOMY O

CucTeMHO-OpraHHbIN
KJ1ace

HexenarenbHas peakuus

Ko-/lnogsm;

[ Bancapmany - [, HEwappxag:(i 1|
ROTHAINI

IHETY

apTepuasibHas TUIOTEH3Us

HEYaCTO

Hapywenus co cmoponwi
ObIXAMENbHOU  CUCTEMbl,
opeanos 2pyoHOl KiemKu
u cpedocmerus

HeKapJII/IOFCHHI:Jﬁ OTCK JICTKUX

qacToTa
HCHU3BCCTHA

KalcJib

HCYacTo

OCTpBII pecnupaToOpHbIN
muctpecc-cuaapom  (OPZIC),
pecrMpaTopHbIii  AuCTpecc-
CHHJIPOM, BKJTFOUAs
ITHEBMOHUT U OTEK JIETKHX

- OYEHb PEAKO

Hapywenua co cmoponsi
2HCELYOOUHO-KUUEUHO20
mpaxkma

00JIb B JKUBOTE

HEYaCToO -

c1a00 BEIpaKEHHAS TOLTHOTA

- qacTo

pBOTa

- qacTo

3a1op

- pelKo

Japest

OUEHb PEJIKO

- pelKo

MIaHKPEaTUT

- OUEHb PEAKO

JIUCKOM(OPT B JKUBOTE

- pelKo

TIOTEPS almeTuTa

- qacTo

AHTMOHEBPOTUYECKUI
KUIIEYHUKA

OTCK

OUYEHb PEKO -

Hapywenus co cmoponwi
neyenu u
JHcenuesbi800AUUX nymell

HOBBIIICHUE
«TIEYECHOYHBIX)
(mokazarenu
(YHKIMOHATIBHBIX
NIEYEHH)

AKTUBHOCTH
(bepMeHTOB

npod

gacTora -
HCU3BCCTHA

BHYTPHUIIEYEHOUHBIA XOJIeCTa3
WM KENTyXa

- penxo

Hapywenus co cmoponsi
KOJICU U NOOKOJICHBIX
mKaneti

KOXHBIN 3y

qacToTa -
HCHU3BCCTHA

KpanuBHHLA U Ipyrue GOpMbl
CBIIU

- qacTo

KOXHas CbIIlb U 3y

qacToTa -
HCHU3BCCTHA

peakuus
(oToceHCHOMM3anuu

- penko

AQHTMOHEBPOTHUYECKUI OTEK

qacToTa -
HCU3BCCTHA

KpalMBHULIA U JPYTHe BHJbI
KO’KHOH CBIITH

- qacTo

OyJUIe3HBIN IepMaTUT

qacToTa -
HCHU3BCCTHA

HEKPOTU3UPYIOIUN BACKYJIUT
u TOKCUYECKUI
SNUAEPMaIbHbIA HEKPOJIU3

- OYEHb PEAKO

BOJTYAHOYHOIIOLOOHBIE
peaKIuu

- OUYEHb PEIKO

oboctpenne
MPOSIBJICHUN
KpacHOM BOJYAHKU

KOYKHBIX
CHUCTEMHOM

- OUYEHb PEIKO

MHOro(opMHasi spuremMa

- qacToTa
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Y

CHCTeMHO-OpPTraHHBIH He:xenarenbHasi peakius Ko-Jlnonaw 1 ' Bancapmar - [k, - mappxaos ) | )
KJ1acce DPOTHAZMIL
HEU3BECTHA
Hapywenus co cmopownsi | Muanrus HEYacTo - -
MbIUWEYHOU, KOCMHOU U | MBIIIEYHBIN CIIa3M - - 4acToTa
COCOUHUMENTLHOU MKAHU HCU3BECTHA
apTpairus OYCHb PEIIKO - -
Hapywenuss co cmoponst | noyedHasi HeJOCTATOYHOCTh - 4acrora 4acrora
HOYeK U MOUEBbIBOOAUUX HEU3BECTHA HEU3BECTHA
nymet (mapyuienue
GbyHKIAH
MTOYEK, OCTpast
noYeyHas
HEJI0OCTATOYHOCT
b)
HapyuieHue QYHKIHH OYeK 4yacTora - 4acToTa
HEHM3BECTHA HEHM3BECTHA
Hapywenus co cmopowusl | AMIOTEHIHS - - 4acTo
PenpooOyKmugHot
cucmembl U MOAOUHBIX
arcenes
Obwue  Hapywienuss  u | TOBBIIICHHAS YTOMJIIEMOCTh HEYacTo - -
peakyuu 8 Mecme
66e0eHUs.
acTeHHsI - - 4acToTa
HEHM3BECTHA
THIIEPTEPMHUS - - 4acToTa
HEHM3BECTHA
JlabopamopHnuie U | TIOBBILICHHE  KOHIICHTPAIUU 4yacTora - -
UHCIMPYMEHMATbHbLE MOYEBO#l KUCIIOTBI B KPOBU HEHM3BECTHA
OaHHvle MOBBIIICHUE  KOHIEHTPALMU 4acToTa - -
OunupyOuHa B KPOBU HEeHM3BECTHA
MOBBIIICHUE  KOHLEHTPALHU yacrora - -
KpeaTHHHUHA B KPOBH HEeHM3BECTHA
MOBBIIICHUE  KOHLEHTPALMU yacrora - -
MOYEBHHbBI B KDOBU HEeHM3BECTHA
HEUTpONEHUs 4acToTa - -
HEeHM3BECTHA
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Onucanne OTAeAbHBIX HeXKeIaTeAbHbBIX PEaKIINI (NOCNEOCBATENEHOCTE 0010)
HemenanoMHbIN pak KOKHA: HA OCHOBAHWHM MMEIOII]

Obula OTMEYEHAa KyMYJISITHBHAs J[0303aBUCHUMasi CBSI3b MEXIY NMPUMEHEHHEM THIPOXJIOpOTHA3UAA U
HMPK.

v

Coo0111eHust 0 OJI03PEBAEMbIX HEXKEJIaTeIbHbIX PEaKIUIX

BaxxHo co001aTh 0 10/103peBaEMBIX HEKEIATEIBHBIX PEAKLUAX ITOCIIE PETUCTPALIUU ITperapara ¢ Helbio
o0OecrieyeHHs HENPEepPhIBHOTO MOHUTOPUHTA COOTHOLIEHHS «IIOJb3a — PUCK» JIEKAPCTBEHHOTO
npemapata. MeEIUIIMHCKUM pa0OTHUKAM PEKOMEHIYETCsl COoOoOIarh O JIIOOBIX TO03PEBACMBIX
HeXeJlaTeIbHBIX PeaklUsaX JIEKapCTBEHHOTO Mpernapara yepe3 HalloHaJIbHbIE CUCTEMBbl COOOIIEHUS O
HE)KeJaTeIbHbIX PEaKLHUIX TOCYIapCTB — YICHOB EBpa3uiickoro 5KOHOMHUYECKOTO CO03a.

Poccuitickas ®edepayus

®denepanbHas ciryx0a 1o Haa30py B cdepe 3ApaBOOXpaHECHUs

Anpec: 109012, r. MockBa, CnaBstHCKast 1iomaib, a. 4, ctp. 1

Tenedon: +7 800 550-99-03

DnekTpoHHas mourta: npr@roszdravnadzor.gov.ru wim pharm@roszdravnadzor.gov.ru

Caiit B MH(POPMAIIMOHHO-TEIIEKOMMYHUKAITUOHHON cetu «nTepHeT™:
https://www.roszdravnadzor.gov.ru

Pecnybnuxa Apmenus

I'HKO «IleHTp 3KkcniepTU3bl JEKAPCTB U MEAULIMHCKUX TEXHOJIOTHIl»
Anpec: 0051, r. Epesan, nip. Komuraca 49/5

Tenedon: (+374 10) 20-05-05, (+374 96) 22-05-05

DnekTpoHHas moura: vigilance@pharm.am

WutepHer-caiit: www.pharm.am

4.9. Ilepeno3upoBka

CHUMITOMBI

[Ipu nepeno3upoBKe BaJcapTaHOM MOXKHO OKHMJIaTh Pa3BUTHS BBIPAKEHHON apTepraIbHON THUIIOTEH3UH
BIUIOTh JIO YTHETEHUS CO3HAHUS, COCYAMCTOTO Koianca wu/wid moka. [lpu mepemo3upoBke
THAPOXJIOPOTUA3UAOM BO3MOXKHO TIOSIBJICHHE CJICAYIOIIMX CHUMIITOMOB: TOIIHOTA, COHJIMBOCTD,
TUIOBOJIEMHS], @ TAK)KE HApYIIEHHE BOIHO-3JIEKTPOJIUTHOTO OanaHca, aCCOMUPOBAHHOE C HAPYIICHUEM
pUTMa cepAlla U MBIIIICYHBIMU CIIa3MaMHU.

Jleuenue

JleyeHue 3aBUCUT OT BPEMEHH, MIPOIIEAIIETO C MOMEHTA MpUeMa MpernapaTa, TUIAa U CTEIICHU TSHKECTH
CUMITOMOB, CTaOMITU3alIMs TeMOIMHAMUKH UMEET NMePBOCTENIEHHOE 3HaueHne. B cimydae, ecnu mpemapat
OBLT MPHUHAT HENABHO, CIIEIYET PAacCMOTPETh BO3MOXKHOCTh WHIYKIMU PBOTHL. [Ipu BhIpaskeHHOM
apTepUaIbHOM TMIIOTEH3UH MAlMEHTA CIAEAYET YJIOXKUTh C MPUINOAHITHIM HOKHBIM KOHIIOM, POBECTH
BHYTPUBCHHYI0O MH(Y3UI0O M30TOHHMYECKOTO PACTBOpa HATpHUsl XJopuaa. BajcapTaH HE BBIBOJUTCS C
MOMOIIBI0 TEMOINAIH3a MO0 MPUYNHE €r0 3HAYUTENIBHOTO CBA3BIBAHUS C O€NKaMHU MIa3Mbl KpoBH. B TO
e BpeMs JUIS BBIBEJICHUS 3 OPTaHu3Ma THAPOXJIOPOTHAZH A TeMOAHATN3 Y (EKTUBEH.
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
) ot 24.06.2026 No 12427
5. PAPMAKOJIOIT'MYECKHUE CBOUCTBA (NOCNEAOBATENEHOCTE 0010)

L L

5.1. @apmaxkoauHamMH4YecKHe CBOCTBA

dapmakoTepaneBTUUYECKas Ipymna: CpeliCTBa, NEUCTBYIOIINE HA PEHUH-aHTMOTEH3UHOBYIO CHCTEMY;
AQHTAarOHMUCTHI PEIETITOPOB aHTHOTeH3WHA [, KoMOMHAIMK; aHTarOHUCTHI PEIIENTOPOB aHTHOTeH3UHA 11
U TUYPETUKHU.

Kon ATX: CO9DAO3.

MexaHu3M J1eHCTBUS

AnruotensuH Il sBisieTCss aKTUBHBIM TOPMOHOM PEHUH-aHTMOTEH3UH-aJIbJOCTEPOHOBOM CHCTEMBI U
oOpasyercs U3 aHTHOTeH3WHA | TTpu yyacTuu aHTHOTEH3UHNPEeBpamatomero pepmenta. Auruoren3us 1
CBSI3BIBACTCS CO CHEIU(PUUESCKHUMH PEIEeNTOPaMU, PACIONIOKEHHBIMU Ha KJICTOYHBIX MeMOpaHax
Pa3IMYHBIX TKaHeH; uMeeT MUPOKUIl crnekTp ¢uznonornyeckux 3¢(HeKToB, BKIIOYAIONIUX B MEPBYIO
ouepellb KaK HEMOCPEACTBEHHOE, TaK M OINOCPEJOBAHHOE YYacTHE B PEryyslUH apTEpHAIBLHOTO
nasnenus (AJl). SIBussick MOIIHBIM  Ba30KOHCTPUKTOPOM, AaHTHOTEH3WH Il BBI3BIBaCT MpSIMOMA
peccopHbIit 0TBET. KpoMe TOro, OH CTUMYIIUPYET CEKPELHtIO albJOCTEPOHA U CIIOCOOCTBYET 3a/I€PIKKe
HMOHOB HATpPHS.

Bancapman

Bancapran - akTHBHBIM M crienU(PUUECKUN aHTarOHUCT PEUeNnTOpoB aHruoTeHzuHa I mis mpuema
BHYTpb. OH n30upaTenbHo OJI0KupyeT perentopsl moAaTumna AT, KOTOpbIe OTBETCTBEHHBI 32 U3BECTHBIE
¢ dexThr anrroTeH3uHa Il. YBennuenue mima3sMeHHOW KOHIICHTPAIMKM HECBA3aHHOTO aHTHOTeH3WHA Il
BchencTBue Onokanel  ATi—pernentopoB TMOJa BIUSHUEM BaJicapTaHa MOXET CTHUMYJIHUPOBATh
He3alnokupoBaHHble AT>—penentopel, KOTOpble MPOTUBOAECHCTBYIOT 3ddekram ctumyinsuuun ATi—
penienTopoB. BaiicapTaH He WMEET CKOJbKO-HHOYIb BBIPAXKEHHOW aroHUCTHYECKON aKTUBHOCTH B
otHomeHnn ATi-perientopoB. CpoacTBo BasicapTana K perientopaM noaruna AT mpumepno B 20 000
pa3 BhlllE, 4eM K perientopam noarumna ATz.

Bancapran He MHTHOMpYET aHTMOTEH3MHIIPEBPAIIAIONINI (DEPMEHT, TaKXKe N3BECTHBIN Kak KuHKUHA3a 11,
KOTOpHBI TpeBpaiiaer aHruoTeHsud | B anrnoteHsuH Il u BeI3bIBaeT paspyiieHue OpaJWKHHHUHA, HE
OXKUJIAeTCsl YCWJICHUS TOOOYHBIX 3(P(EKTOB, CBSA3aHHBIX C OpaAWKUHUHOM. B cpaBHHTEIBHBIX
KIMHUYECKUX HUCCIIEOBaHMSIX BajicapTaHa ¢ uHruoutopamu AIID uvactoTa pa3BUTHS CYXOro Kailis
obma gocroBepHo Hmke (p <0,05) y mamueHTOB, MojydaBIIMX BaicapTaH (y 2,6% mMmamueHTos,
MOJTy4aBIIUX BajicapTaH, Uy 7,9% - nmony4aBmmx uHruoutop AIl®). B kinHu4YeckoM uccienoBaHUN
4acTOTa Pa3BUTHS CyXOro Kallljisl IpYU NPUMEHEHUH BaJicapTaHa U TUA3UJHOTO TUYpPETHKA y MAllUeHTOB
C CyXMM KaluieM Ha ¢oHe mpefuecTBytomei repanun uaruouropom AII® cocrasuna 19,5% u 19,0%
COOTBETCTBEHHO TI0 CPaBHEHHIO ¢ 68,5% marueHToB, KkoTopeie monydain uaruoutop AIID (p <0,05).
Bancapran He BcTymaeT BO B3aMMOJCICTBHE U HE OJIOKUPYET PELIENTOPHI PYTHX TOPMOHOB MU HOHHBIE
KaHaJIbl, UMEIOIINE BaXKHOE 3HAYCHUE [T PETYJISIUH (PYHKIHHA CepeIHO-COCYAUCTON CHCTEMBI.
[Ipumenenne BajcapTaHa y MAlMEHTOB C apTEepPHATbHON THIEpTEH3UWeH OoOecreurnBaeT CHIDKEHUE
apTepUaNBHOTO JAaBIICHHS, HE OKa3bIBasl BIMSHUS HA YACTOTY ITyJIbca. Y OOJIBIIMHCTBA MAIIEHTOB TOCIIE
MprieMa OJTHOKPATHOM 103kl BHYTPb HA4all0 aHTUTUIIEPTEH3UBHOTO ACHCTBHS HA0II01aeTCsl B TEUCHHE 2
4acoB, a MAaKCHUMaJIbHOE CHM)KEHHE apTepUAIIbHOTO JIaBJIEHUS JIOCTHraeTcsl B mpenaenax 4 — 6 4acos.
AHTUTHNIEPTEH3UBHBIN 3 (deKkT coxpaHseTcss B TedeHue 24 4YacoB mocie mnpuema mnpemnapara. [Ipu
MHOTOKpPaTHOM IMPUMEHEHUH MAaKCHUMaJlbHOE CHIKEHUE apTepUaIIbHOIO JaBJICHUS MpU 000N 103€
OOBIYHO JOCTHTaeTCs B TeueHue 24 HeAenb U COXpaHSETCS TpHU JIUTEIBHOM Tepamnuu.
KoMOunupoBanHass Tepamuss C THAPOXJOPOTHA3UOM  TO3BOJSET JOCTUYb 3HAYUTEIHHOTO
JOTIOTHUTEIHHOTO CHUKECHHSI apTepUaIbHOTO JaBICHHUS.

Pe3kast oTMeHa BanicapTaHa HE CONPOBOXAAETCSA Pa3BUTHEM PUKOLIETHOW apTepUabHOM TMIIEPTEH3UU
WM IPYTUX HEXKENATEeNbHBIX KITMHUYECKUX SBICHUI.
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COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 24.06.2026 N2 12427
(NCCNEOOBATENEHOCTE 0010)

T'uopoxnopomuazuo

Toukol NpUIIOKEHUsS! JEHCTBUS TUA3UIHBIX JAUYPETHKOB SBJISIIOTCSA JUCTAIbHBIC M3BUTHIE MOYECUHBIC
KaHabIbl. [loKa3aHO, Y4TO BBICOKOYYBCTBUTEIBHBIE PELENTOPHl KOPKOBOTO CJIOSI TOYEK SBIISIOTCS
MEPBUYHON TOYKON CBSI3BIBAHUS JUISI THA3UIHBIX JIUYPETHKOB, UYTO OOECIEUMBACT pPEaTM3alUI0 UX
JICUCTBHSA B JUCTAIBHBIX M3BHUTHIX IIOYEYHBIX KaHaNbLAaX W MHruOmposanme Ttpancnopra NaCl.
MexaHu3M JeHCTBHS THA3UAHBIX JWYPETHKOB PEATU3yeTCsl uepe3 IOJIABJICHUE KO-TPAaHCIOPTHOM
cucrembl Na'Cl™, mo-BHIMMOMY, 3a CUET KOHKYPEHIIMH 33 Y4acTKH CBsi3biBaHust HOHOB Cl7, uto BimsieT
Ha MEXaHM3M peabCopOLUK AIIEKTPOIUTOB: HAMIPAMYIO Yepe3 yBeandeHne skckpenun nouos Na™ u CI
IPUMEPHO B PABHOM CTENCHH, M OMOCPEIOBAHO 4Yepe3 IUypeTHYecKHil 3((eKT, 4TO MPUBOIUT K
YMEHBUICHUIO 00beMa LUPKYIUPYIOLIEH IUIa3Mbl KPOBU C MOCIEAYIOUIMM YBEIHMYECHHEM aKTHBHOCTU
pPEHMHA TUIA3MBlI KPOBH, YBEIWYEHHEM CEKPEIMU ajbJOCTEPOHA, YBEIMYCHHUEM BBHIBEJCHUS MOYKAMH
VMOHOB KaJiUsl W YMEHBIICHHEM COJCP)KaHUS Kajus B IJIa3Me KPOBHU. AJIBIOCTEPOH-PEHHHOBOE
COOTHOIIEHHE OIOCPEOBAHO AHTHOTEH3MHOM I, mMo3TOMy TpM OJHOBPEMEHHOM NPUMEHEHHH
THJIPOXJIOPOTHA3HU/IA M BaJICAPTaHA CHUYKEHUE YPOBHS KaJIisl B CHIBOPOTKE KPOBU MEHEE BBIPAKEHO, YEM
[IPU MOHOTEPAINUH THIPOXIOPOTHAZHIOM.

Knunuuecxas sgppexmusnocmo u 6ezonacnocmo

Bancapman/uopoxnopomuazuo

Tonbko no3a 80 mr/12.5 mr:

B nBoiiHOM cliernoM paHIOMH3UPOBAHHOM HCCIICJOBAHUM C AKTUBHBIM KOHTPOJEM Yy TAIMEHTOB, y
KOTOpBIX apTepUajbHOE JMAaBIIEHWE HE TOJJAeTCs JOCTAaTOYHOMY KOHTPOJIO MpU MPUMEHEHUH
TUAPOXJIOpOTHA3uaa B go3e 12,5 wmr, HaOMIOJaIOCh CTATHCTUYECKH 3HAYUMO OOIIbIee CHIDKEHUE
CpeIHero CUCTOJIMYECKOT 0/ TUaCTOINYECKOTO ALl npu MIPUMEHEHUH KOMOMHAINH
Bajicapran/ruapoxioporuazun B goze 80/12,5 mr (14,9/11,3 MM pT. CT.), 4eM TpH TPUMEHEHUU
TUAPOXJIOpOoTHa3naa B o3¢ 12,5 mr (5,2/2,9 MM pT. CT.) ¥ THAPOXIIOPOTHA3UAA B 103e 25 Mr (6,8/5,7 MM
pT. cT.). Kpome TOro, 10715 MalnueHToB, OTBETUBIINX HA JiedeHue (nuactonundeckoe A/l <90 mm prt. cT.
WM CHIWXKeHue auactonuueckoro AJl Ha =10 MM pT. cT.), ObUIa CTATUCTUYECKH 3HAYMMO BBIIIE NPU
NPUMEHEHUH KOMOMHAIMM BajcapTaH/ruapoxjopotuasua B joze 80/12,5 mr (60%), yem mpu
MIPUMEHEHUU THAPOXJIOpOTHA3uAa B 103€ 12,5 mr (25%) u rugpoxiopoTtrasuaa B go3e 25 mr (27%).

B nBoiiHOM ciiernoM paHIOMH3UPOBAHHOM HCCIICJOBAHMM C AKTUBHBIM KOHTPOJEM Yy TAIMEHTOB, y
KOTOPBIX apTepUaIbHOE JaBJICHHWE HE TMOAJACTCS JOCTATOYHOMY KOHTPOJIIO TP TPHUMEHEHHUH
BajicaptaHa B go3e 80 Mr, HaONI0NaIoCh CTAaTUCTHUECKH 3HAUYUMO OOJblliee CHUKECHHE CPEIHETrO
CHCTOJINYECKOTO/AnacTonmueckoro AJl mpu npuMeHeHUH KOMOWHAIINH BaJCapTaH/THAPOXIOPOTHAZHUL
B no3e 80/12,5 mr (9,8/8,2 MM prt. cT.), yem npu npuMeHeHnH Bancaptana B 1o3e 80 mr (3,9/5,1 mm pr.
CT.) ¥ Bayicaptana B no3e 160 mr (6,5/6,2 MM pt. c1.). Kpome Toro0, 107151 MAIIMEHTOB, OTBETUBIINX HA
nedenue (quactonndeckoe AJ] <90 MM pT. cT. unu cHwKeHue quactoiandeckoro AJl Ha >10 MM prt. cT.),
ObLTa CTATUCTHYECKU 3HAYMMO BBIIIE NMPU MPUMEHECHUN KOMOWHAIIMH BaJjCapTaH/THIPOXJIOPOTHA3H]] B
noze 80/12,5 mr (51%), uem npu npuMeHeHnH Bancaptana B 1o3e 80 mr (36%) u BasicapTana B 1o3e 160
Mmr (37%).

B nBoiiHOM ciernoM paHIOMH3UPOBAHHOM ILIANE00-KOHTPOIUPYEMOM HCCIIENIOBAaHUHM C (aKTOPHBIM
IM3aifHOM, B KOTOPOM CpaBHHBAJIU pa3iIMyHble KOMOMHAIIMU /103 BaJICApTaHA/TUAPOXJIOPOTHAZHIA C
MOHOTEpanuel COOTBETCTBYIOIIMMHU KOMIIOHEHTaMH, HAOII0JaI0Ch CTATUCTHYECKH 3HAYUMO OOJIbIee
CHIDKEHHE CpEIHEr0 CHUCTOJIMYECKoro/muacronmniyeckoro AJl mnpu npuMeHeHMHM KOMOWHAIHMU
BasicapTan/ruapoxyopotuasui B goze 80/12,5 mr (16,5/11,8 MM pT. CT.), 4eM Npu NPUMEHEHHUH T11a1Ie00
(1,9/4,1 MM pr. cT.), ruApOXIOpOTHA3KAA B H03¢ 12,5 Mr (7,3/7,2 MM PT. CT.) ¥ BasicapTana B go3e 80 Mr
(8,8/8,6 MM pT. cT.). Kpome Toro, 10715 marMeHToOB, OTBETUBIINX Ha jeueHue (quactoindeckoe AJl <90
MM PT. CT. WJIM CHWXEHHE Auactonmdeckoro AJl Ha >10 MM pT. cT.), ObIIa CTATHCTUYECKU 3HAYHMO
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 24.06. 2026 N2 12427

BBIIIE IIPY IPUMEHEHNH KOMOMHAIUY BajcapTaH/ TUAPOXIOpOTAa3IA - H103e 80/12 {5 mvr (64%), deM npu

npuMeHeHuu mianedo (29%) u rugpoxinoporuazuaakde)- '

Tonbko 10361 160 Mr/12.5 mr u 160 Mr/25 mr:

B nBoiiHOM cliernoM paHIOMH3UPOBAHHOM HCCIICJOBAHUHM C AKTUBHBIM KOHTPOJEM Yy TAIMEHTOB, y
KOTOpBIX apTepUaJbHOE JAaBIIEHWE HE TOJJAaeTCs JOCTAaTOYHOMY KOHTPOJIO MpPU MPUMEHEHUH
THAPOXJIOpOTHA3uaa B go3e 12,5 mr, HaOMIOJaloCh CTATHCTUYECKHM 3HAYUMO OOIIbIIee CHIDKEHUE
CpeIHero CUCTOJIMYECKOT 0/ TUaCTOINUYECKOTO ALl npu MIPUMEHEHUH KOMOHMHAINH
BajicapTan/ruapoxioporuazun B gosze 160/12,5 mr (12,4/7,5 MM pT. CT.), 4eM TpH TPUMEHEHUU
THAPOXJIOpOTHA3UAa B 03¢ 25 mr (5,6/2,1 mMm prt. cT1.). Kpome Toro, mosist marimeHToB, OTBETUBIINX HA
neuenue (Al <140/90 mMm pt. cT. wu camxenne CAJl va >20 mwm pr. cr. wnn cHmkenue JJA/Jl va >10
MM pT. CT.), ObUIa CTATUCTHMYECKU 3HAYUMO BBIIIE [P NPUMEHEHUH KOMOWHAIIUN
BajicapTan/ruapoxioporuasus B go3ze 160/12,5 mr (50%), ueM mpu IpUMEHSHHH THAPOXJIOPOTHAZHA B
noze 25 mr (25%).

B nBoiiHOM clierioM paHIOMH3UPOBAHHOM HCCIICJOBAHUM C AKTUBHBIM KOHTPOJEM Yy TAIMEHTOB, y
KOTOpBIX apTepUaJbHOE JaBJIEHWE HE TOJJAaeTCs JOCTAaTOYHOMY KOHTPOJIO MpU MPUMEHEHUH
BajicapTana B jo3e 160 Mr, HaOMIONANOCh CTATUCTHYECKH 3HAYMMO OOJbIlEE CHIKEHHE CPEIHETrO
CUCTOJIMYECKOro/quactoinnueckoro AJl mpu npuMeHeHUH KOMOMHALIUK BajcapTaH/TUAPOXJIOPOTHA3UA
B nmo3e 160 mr/25 mr (14,6/11,9 MM pT. cT.) U KOMOMHANIUK BaJiCapTaH/TUAPOXIOPOTHUAZHU] B J103€
160/12,5 mr (12,4/10,4 MM pT. CT.), 4eM NpU NpPUMEHEHUHU BajcapTana B go3e 160 mr (8,7/8,8 MM pT.
cT.). Pasanma B cHmkennun Al mexny nozamu 160/25 mr u 160/12,5 Mr Takke JOCTUTIIA CTATUCTHYECKOM
3HaUMMOCTH. Kpome Toro, 1071 MaliueHTOB, OTBETUBIIUX Ha JedueHue (quactommdeckoe Al <90 mm pT.
CT. WM CHIDKeHHe nuactonnieckoro AJ[ Ha >10 MM pr. cT.), ObUIa CTATUCTUYECKU 3HAYUMO BBIIIE TIPU
MIPUMEHEHUH KOMOMHALIMY BaJIcapTaH/TuApoxjaopoTuasus B 1o3e 160/25 mr (68%) u B noze 160/12,5 mr
(62%), yem npu pUMeHeHUH BaicapTana B 103e 160 mr (49%).

B nBoitHOM cienoMm paHIOMU3UPOBAHHOM ILIANE00-KOHTPOIUPYEMOM HCCIIEIOBAHUU C (HaKTOPHBIM
IU3aifHOM, B KOTOPOM CpPaBHHBAIHU pa3lW4YHble KOMOMHAIIUU 03 BaJICAapTaHa/TUAPOXIOPOTHAZHIA C
MOHOTEpanueld COOTBETCTBYIOMIMMH KOMIIOHEHTaMH, HAa0II0JaJIOCh CTATUCTUYECKH 3HAYUMO OOJIbIIee
CHIDKGHHE CpEIHEr0 CHCTOIWYecKoro/auacronuyeckoro AJl mnpu mNOpuUMEHEHMH KOMOWHAIUU
BaJIcapTaH/THApoxIopoTrasuy B no3e 160/12,5 mr (17,8/13,5 mm pt. c1.) 1 B 1o3e 160/25 mr C(22,5/15,3
MM PT. CT.), 4eM pH npuMeHeHun miane6o (1,9/4,1 MM pT. CT.) U COOTBETCTBYIOIIMX MOHOTEPAIHIA, T.
e. TuapoxiiopoTrasuaa B no3e 12,5 mr (7,3/7,2 MM pT. CT.), THAPOXIIOpOTHA3UAA B 103e 25 mr (12,7/9,3
MM PT. cT.) ¥ BajicapTaHa B o3¢ 160 mr (12,1/9,4 mm pt. cT.). Kpome TOro, 10715 NaliieHToB, OTBETUBILIUX
Ha nedyeHue (auactonudeckoe AJl <90 Mm pT. CT. WM CHUKEHUE auactoandeckoro AJl Ha >10 MM pr.
CT.), ObL1a CTaTUCTUYECKHU 3HAYUMO BBIILIE npu MPUMEHEHUHU KOMOHMHAIINH
Bajyicapran/ruapoxyioporuazuy B mo3e 160/25 mr T(81%) m B mo3e 160/12,5 mr (76%), dem mpu
npuMeHeHnH 1u1ane6o (29%) 1 COOTBETCTBYIOIIMX MOHOTEpAMuii, T. €. THAPOXJIOpOoTHa3uaa B 1o3e 12,5
mr (41%), runpoxiopoTtuasua B 1o3e 25 mr (54%) u Bancaprana B 1o3e 160 mr (59%).

80 mr/12.5 mr 1 160 mr/12.5 mr:

B KOHTponMpyeMbIX KIMHHYECKHX HCCICAOBAHUAX IO OIEHKE KOMOWHAIMM BaJcapTaHa W
THIIPOXJIOPOTHA3HU/Ia HAOTIOAAIOCh T0303aBUCUMOE CHI)KEHUE YPOBHS KaJlisl B CBIBOPOTKE KPOBU. ITO
CHIDKCHHUE Yalle HaONIoJanock y MalieHTOB, NOTyYaBIIMX THAPOXJIOPOTHA3UI B 103€ 25 MT, 4eM y
MAIEeHTOB, MOJyYaBIIMX THUAPOXJIOpoTHa3uag B go03e 12,5 wmr. Ilo AaHHBIM KOHTPOJIUPYEMBIX
KJIMHUYECKUX HMCCIICAOBAHUN 10 OLCHKE KOMOWHAIIMM BaJICAPTaH/TUAPOXIOPOTHAZUMA, CHU)KECHHE
YPOBHS KaJWs, CBS3aHHOE C THAPOXJIOPOTHA3UIOM, OBUIO MEHEe BBIPAXCHHBIM OJjaromaps
kanuiicoeperaromemMy 3 QexTy BancapraHa.
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 24,06 2026 Ne 12427
bnaronpustable 3¢ (exTs! BajcapTaHa B KOMOMHAINY ¢ TUAPOXIOPOTHAzHIoM] B pﬁHp[IlU;E{H]]I]'I:, qACTOTHI
Pa3BUTHS CEPICUHO-COCYAUCTHIX 3a0oseBanuii (CC
BpEeMsI HEU3BECTHBI.
B  SnuMaeMHONOrHYECKHX — MCCIIEIOBAaHMAX  OBUIO  IOKa3aHO, 4YTO  JJIMTEIbHOE  JICUCHHE

TUIPOXJIOPOTUA3UIOM IPHUBOJUT K CHIDKEHMIO pucka pa3Butus CC3 M CMEPTHOCTH OT OCJIOKHEHUI
CC3.

Bancapran

VY manueHToB ¢ apTepuaIbHOI TUIepTeH3Her, caxapHbIM 11abeTOM 2-T0 TUIIA 1 MUKPOAIb0yMHUHYpHUEH
BaJIcapTaH CHM)KAET SKCKpEIrIo anb0ymuHa ¢ Mmouoit. B uccinenoBannn MARVAL (Micro Albuminuria
Reduction with Valsarta — WccnenqoBanue mno OIEHKE CHIDKCHHS MHKPOATbOYMHUHYPUU TIPH
MPUMEHECHUH BaJjicapTaHa) OIEHWBAJIM CHHXXEHHE OJKCKpelnH anprOymuHa ¢ Modoud (DAM) mpu
npUMeHeHHnH Bascaprana (B 103e 80—160 Mr/cyT) o cpaBHEHHUIO ¢ aMJIOAUIUHOM (B 103¢e 5—10 Mr/cyT)
y 332 manueHToB ¢ caXxapHbIM T1abeToM 2-ro Tuma (CpeaHM Bo3pacT: 58 jeT; 265 mannueHTOB My>KCKOTO
1oJia) ¢ MUKpoabOyMuHypuei (Bancaptan: 58 MKI/MUH; aMJIOIUIHNH: 55,4 MKI/MHUH), HOPMaJIbHBIM UJIH
BBICOKUM apTepHasbHbIM JaBICHUEM U COXPaHEHHOH (yHKIMEN Mouyek (YpOBEHb KpeaTMHHUHA B KPOBU
MeHee 120 mxmonb/n). Uepe3 24 Henenu jeueHHs B IpyImIe NPUMEHEHUs BajcapTaHa HaOII0anoch
caumwkenne DAM (p <0,001) na 42% (-24,2 mxr/mun; 95% JU: ot -40,4 no -19,1), a B rpymnme
MPUMEHEHHS aMJIoqunHa — npumepHo Ha 3% (-1,7 mxr/mun; 95% JAU: ot -5,6 no 14,9), HecMoTps Ha
COIIOCTABUMBIE IIOKA3aTeIM CHUXKEHUS apTepUalbHOTO JaBICHHA B 00eMX rpynmax JedeHus. B
ucciaenoanuu DROP (Diovan Reduction of Proteinuria — WMcciaenoBaHue mo OIEHKE CHIKCHHS
NPOTEMHYPUU MpU NPUMEHEHUM Mpenapara J[MOBaH) AONOJHUTENBHO H3ydanu 3(QeKTHBHOCTH
BaJicapTaHa B OTHOUIEHUM cHMXeHHs DAM y 391 nanumenta ¢ aprepuanbHoil runeprensuei (Al =
150/88 MM pT. CT.) ¢ caxapHbIM AuabeToM 2-To THMa, aTbOyMHHypHueHl (cpemaHee 3HaueHue = 102
MKr/MuH; 20—-700 MKr/MuUH) M coxXpaHeHHOW (yHKIMEH Mouek (CpeqHHH ypOBEHb KpEeaTHHHHA B
CBIBOPOTKE KpoBH = 80 MKMOIIB/1T). [TantmeHThI ObLTH PaHIOMU3UPOBAHBI ISl TOTyYSHHST OJTHOU U3 TPeX
no3 Bancaptana (160, 320 u 640 mr 1 p/cyt) B Teuenue 30 Henens. Llenb wccnenoBanus cocTosmna B
OIpe/Ee/IEHUN ONTHMAJIbHOW N103bl BaJIcapTaHa JUIsl CHIDKEHHS DAM y MalueHTOB C apTepHallbHOU
TUIepTeH3uell M caxapHelM jauaberom 2-ro tuma. Yepe3 30 Henenp JiedeHUs HaOI0OJalIOCh
CTaTHUCTUYECKU 3HauuMoe cHikeHne DAM Ha 36% OTHOCHUTENBHO HCXOJHOTO YPOBHSI B IpyIIe
npUMeHeHMs BasicapTaHa B 1o3e 160 mr (95% JAN: 22-47%) u Ha 44% OTHOCUTENBHO UCXOAHOTO YPOBHS
B IpyIllie NpuMeHeHus BajcapraHa B 03¢ 320 mr (95% JAU: 31-54%). bbln caenan BBIBOJ O TOM, 4TO
IIpUMEHEHHE BajicapTaHa B 03¢ 160—320 Mr npuBOANIIO K KIMHUYECKH 3HAUNMOMY CHIDKEHHI0O DAM y
MAlMEHTOB C apTePHAJIbHON r'MNepTEeH3UeN U caXapHbIM AMa0eTOM 2-Tro TUIA.

IIpouee: ABoMHAs 0JI0KaAa PEHUH-AHTMOTEH3HH-AJIbJOCTEPOHOBON CUCTEMBI

[Ipumenenne xomOunanuu wuHruOuTOpa AIl® W aHTaroHucra penenTopoB aHruoTeHzuHa I
OLICHUBAJIOCh B JIBYX KPYIHBIX PaHIOMHU3UPOBAHHBIX KOHTpoJaupyeMbIx nccienoBanusx: ONTARGET
(ONgoing Telmisartan Alone and in combination with Ramipril Global Endpoint Trial —
MexnyHapoaHOe MpOJOJDKAIOIIEECs MCCIEA0BaHUE TeIMHCapTaHa, INPUMEHSEMOro B KauyecTBe
MOHOTepanuu U B komOuHanuu ¢ pamunpuioM) 1 VA NEPHRON-D (The Veterans Affairs Nephropathy
in Diabetes — VccnenoBanne Hepomatuu mpu caxapHoM auadere mpu ydactuu JlemaprameHTa 1o
JieflaM BETEPAHOB).

UccnenoBanme ONTARGET npoBoauiock y TalMEHTOB C  CEPAEYHO-COCYAMCTHIMH — WIIU
1epeOpoBacKyISIpHBIMU  3a00JICBaHUAMU B aHaMHe3e JHOO caxapHbIM JauaberoM 2-ro THUMa ¢
NpU3HaKaMu MoBpexaeHus: opraHoB-mumieHe. MccnenoBanue VA NEPHRON-D mnposomgunocs y
MAIMEHTOB € CaXapHbIM AMa0eTOM 2-T0 TUNa U AuabeTndeckoi HedponaTHen.

Pe3ynbTarthl 3THX HcclaenoBaHUM YKa3blBaJId Ha OTCYTCTBHME 3HAYMMOIO OJIATONPHUSTHOIO BIMSHUS
JeYeHHUs] Ha MCXOAbl 3a00JIeBaHMM MOYEK /MM CepIeYHO-COCYAMCTHIX 3a00J€BaHMM, a TaKkKe Ha
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CMEPTHOCTH I10 UX MPUIHHE, HO TIPU ITOM OBLT OTME eH NOBBIICHHBI PHCK NaTBus rmqpmam&‘eM
OCTPOTO MOBPEXKICHUS MOYEK H/WIN apTepHalibH -
YuuteiBas cxoaHbIe (hapMaKOJMHAMUYECKUE CBOWCTBA, MTOJyUYEHHBIE PE3yIbTaThl TAK)KE MPUMEHUMBI K
npyruMm uaruoutopam AII® u anTaroHncTam perentopoB anruoteHsuxa Il.
Takum oOpa3om, marpeHTam ¢ JuabeTHueckoil HedpomaTueil He cieayeT OAHOBPEMEHHO Ha3HayaTb
nHruOouTOpHI AII® M aHTaroHUCTHI penenTopoB anrnoTeH3uxa I1.
UccnenoBanne ALTITUDE (Aliskiren Trial in Type 2 Diabetes Using Cardiovascular and Renal Disease
Endpoints — HccienoBanue 1mo oreHKe MPUMEHEHHS aTMCKUPEHa y TAIMEHTOB C CaxapHBIM JTHa0eTOM
2-ro TUINAa C UCMOIB30BAaHUEM KOHEUHBIX TOUEK, CBA3aHHBIX C CEPACYHO-COCYTUCTHIMU 3a00JI€BaHUSIMU
1 3a00JICBaHUSIMHU TI0YEK) OBLIO pa3pabO0TaHO IJIsi OLICHKU MPEHUMYIIECTB J100aBICHUS aAIUCKUPEHA K
CTaHJApTHOM Tepanuu WHTUOMTOpoM AII® WM aHTaroHUCTOM pelenTopoB aHruoreHsuHa II y
MAIMEHTOB C CAaXapHBIM AUAa0ETOM 2-T0 TUIIA U XPOHUYECKOUN O0JIE3HBIO MOYEK, CePIeYHO-COCYAUCTHIMU
3a00JIeBaHUsAMHU WM codeTanueM obOoux. HMcciemoBanue OBUIO JOCPOYHO TMPEKPANIEHO H3-3a
MOBBIIEHHOTO PUCKA Pa3BUTHS HEONArompHATHBIX HMCXOAO0B. YacToTa CMEpTEIbHOIO HCXO0/Aa OT
ocnoxkaenuit CC3 1 4acToTa pa3BUTHUSI HHCYJIBTA B TPYIINE MPUMEHEHUS aTUCKUPEHA OBLITN YUCIICHHO
BBIIlIE, YEM B TIpyIIe Iuianebo, a HeKeJaTelbHbIe SBJICHUS M CEphbe3HbIC HE)KeJaTeNbHBbIEC SBIICHUS,
MPECTABIAIONINE OCOObI HHTepec (THIEpKaIMEMUs, apTepuajbHas THIOTEH3Us W HapylIeHHE
(yHKIMM MOYEK), yalie HaOIIoJalkich B TPYIE MPUMEHEHHUS aTUCKAPEHA, YeM B TPYIIE IJ1aneoo.

I'mapoxnoporuasun

HemenaHOMHBIN paK KOXKU:

Ha ocHOBaHuM HMMEIOIIMXCS JAaHHBIX SMHIEMHUOJIOTHUYECKUX HCCIEIOBAaHUI OTMEUYEHa B3aMMOCBS3b
MEXKy COBOKYITHOM /1030 runpoxiopotuasuaa u pazsutueM HMPK. Onno uccnenoBanue BKItO4ano
nonyJssiuuio, kortopas coctostia u3 71 533 ciaydaeB BKP u 8629 cmyuae IIKP, comocraBieHHBIX
cooTBeTcTBEHHO ¢ 1 430 833 n 172 462 KOHTpPOJIBHBIMU y4yacTHUKaMu B nonyisuuu. [IpumeHeHue
TUAPOXJIOPOTHA3UAA B BEICOKOM COBOKYITHOM /103€ (= 50 000 Mr) OBLIO CBSI3aHO CO CKOPPEKTUPOBAHHBIM
otHomenueM mancos (OL) 1,29 (95% AWN: 1,23—-1,35) nns BKP u 3,98 (95% JAU: 3,68-4,31) nnsa [TKP.
B otnomenuu BKP u I[TKP nabnioganace 4eTkas B3aUMOCBSI3b MEK/Ty COBOKYITHOU /1030 U Pa3BUTHEM
peakuuu. B apyrom uccienoBaHum Oblla MOKa3aHa BO3MOXKHAs CBSA3h MEXAY Pa3BUTHEM paka TyObl
(ITIKP) u Bo3zelicTBUeM ruapoxjopotuazuna: 633 cimyuas paka ryosl OblIM comocTaBieHsl ¢ 63 067
KOHTPOJIbHBIMU YYaCTHUKAMU C HUCIIOJIb30BAHUEM CTPATEeTUH BHIOOPKH C y4eTOM Habopa pHcKoB. brina
OTMEUEHA YETKAasl B3aMMOCBS3b MEK/y COBOKYITHON JJO30M U Pa3BUTHUEM PEAKIUU: CKOPPEKTUPOBAHHOE
OoHI 2,1 (95% AU: 1,7-2,6) nossicunocs go OLI 3.9 (3,0-4,9) npu npuMeHeHHH BHICOKOW COBOKYITHOM
no3sl (okosio 25 000 mr) u go OI 7,7 (5,7-10,5) npu npumMeHEHNH HaUBBICHIEH COBOKYITHOM J03bI
(oxomo 100 000 mr) (cm. pazaen 4.4).

5.2. ®apmakokuHeTHYeCKHE CBOWCTBA

Bancapran

Abcopbyus

ITocne npuema BHyTpb MakcuMasbHasi KOHIEHTpaLus (Cmax) BaJicapTaHa B MJIa3Me KPOBU JOCTUTAETCs
yepe3 2—4 vaca. Cpeanss abconmoTHas OMOIOCTYITHOCTh COCTaBIsieT 23 %.

[Tpu mpueme BancapTaHa ¢ NUIIEH MIOMIAAb MO KPUBOM «KoHIEHTpanus-BpeMs» (AUC) yMeHbIaeTcst
Ha 48 %, oJlHaKO KOHIIEHTpAIMs BajcapTaHa B IJla3Me KPOBU CXOHA MPUOIU3UTEIHHO Yepe3 8 4acoB
Moclie mpueMa Kak ¢ MUIle, Tak U Hatomak. YMmenbinenne AUC, TeM He MeHee, HE CONPOBOXKIACTCS
KIIMHAYECKH 3HAYMMBIM CHIDKEHHEM TEpaneBTHUECKOTo IPQeKTa, B CBSI3M C UYeM BaJicCapTaH MOKHO
MPUHUMATH BHE 3aBHCUMOCTH OT BPEMEHHU MpHeMa MHUIITH.
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Pacnpeoenenue (NCCNEOOBATENEHOCTE 0010)

L

i,

OO0beM pacrmpesneneHusl BajicapTaHa B PaBHOBECH
COCTaBIsET OKOJIO 17 JI, yTO yKa3blBa€T Ha OTCYTCTBHE SKCTEHCHUBHOI'O pPacCHpEesICHUs B TKaHSX.
Bancapran B 3HauuTenbHOM creneHu (Ha 94-97 %) cBs3piBaeTcst ¢ OelIKaMU CHIBOPOTKH KpOBH,
MPEUMYIIECTBEHHO C aTb,OYMUHOM.

buompancgopmayus

Basncapran He moaBepraercsi BhIpaXXeHHOMY MeTabosn3My, ToIbKo okoio 20 % 103bl onpenensercs B
BUJE MeTaboNUTOB. ['MAPOKCUIBHBIA MeTabonuT OOHapyKMBAaeTcs B IUIa3ME KPOBH B HH3KUX
koHneHTpauusax (menee 10 % or AUC Bancaprana). 3ToT MeTaboIHUT (hapMaKOJIOTHIECKH HEAKTHBEH.
Dnumunayus

dapMaKOKMHETHYECKas! KpUBas BaJICapTaHa HOCUT HUCXOASAIINN MYJIbTHUIKCIIOHEHIIMAJIBHBIN XapakTep
(nepuon nomyBbiBeneHUs - T12¢<1 4 u T1/23 okos0 9 u). BasicapTan BEIBOAUTCS Yepe3 KUILEYHUK (OKOJIO
83 % no3bl) U moukamu (okono 13 % mo3bl), MpeuMyIIECTBEHHO B Hem3MeHeHHoM Bujie. [locne
BHYTPUBEHHOTO BBE/ICHUS TUIa3MEHHBIN KIMPEHC BaJicCApTaHa COCTABIISIET OKOJIO 2 JI/9 M €TO IMOYSHHBIH
kiupeHc coctaiser 0,62 /4 (okono 30 % obuero kiupenca). Ty, coctaBiseT 6 4acos.

B nmana3zoHe WM3ydeHHBIX 03 KUHETHMKA BajcapTaHa MMEET JIMHEWHbIA Xxapakrep. IIpm moBTOpHOM
MPUMEHEHUH BajJcapTaHa W3MEHEHMM KHHETHMYECKMX TIoKa3arened He orMevanoch. [lpu npueme
BajicapTaHa | pa3 B CyTKU KyMyJisalMs He3HauuTeabHas. KoHIeHTpalus BajicapTaHa B Ijla3Me KpOBU y
YKEHIIUH U MY>KUYMH CXOJIHA.

I'napoxa0poTHa3UI

Abcopbyus

[Tocne mpuema BHYTpb BCACBIBAHHE THUIPOXJIOPOTHA3UAA MPOUCXOAHUT OBICTPO, BPEMS JOCTHUKECHHS
MaKkcUMaIbHON KOHIEHTPAIUH (Tmax) - OKOJIO 2 Yacos.

B TepaneBTuueckom nuamazoHe o3 cpeansst BenuunHa AUC Bo3pacTaeT mpsMo MPONOPHHOHAIBHO
YBEITUYCHUIO J103bl. OTHOBPEMEHHBIN TIPHEM THAPOXJIOPOTHA3HAA C TMHUIICH MOXKET MPUBOJUTH KaK K
YBEJIMYEHUIO, TAaK U YMEHBIICHUIO CHUCTEMHOW IOCTYMHOCTH MO CPAaBHEHHIO C MPUEMOM HATOIIAK,
OJTHAKO BeJIMYMHA ATUX 3PPEKTOB MaJia ¥ KITMHUYECKH Majo3Haunma. [Ipu npueme BHyTpb aOCOTIOTHAS
OMOIOCTYITHOCTh THAPOXJIOpOTHa3uaa coctanisier 70 %.

Pacnpeodenenue
Kunernka pacnpeneneHus W BBIBEACHHA  THAPOXJIOPOTHA3HMIA  ONMCHIBACTCS B ILICJIOM
OMPKCIIOHEHIMAILHON HUCXOs1el KpuBoil. Kaxymumiics o0beM pacipeesieHus: COCTaBsIeT 4-

8 n/kr. 40-70 % uUMPKYIHUPYIOIIEr0 B IUIa3Me€ KPOBH THUAPOXJIOPOTHA3MJIA CBS3BIBAETCS C OelKaMu
IUTa3Mbl KPOBH, TJIaBHBIM 00pa3oM ¢ ainbOymMHHaMH. [HIpOXIOpOTHAa3uja TaKKe HAKalJIUBaeTCs B
SPUTPOLIUTAX B KOHLIEHTPALIUU, TPUOIU3UTENHHO B 3 pa3a MpeBbIIIAIONICH MIa3MEHHYIO.
Buompancgpopmayus

lMunpoxnopoTuasuj BBIBOAUTCS MPEUMYIIECTBEHHO B HEU3MEHEHHOM BH/IE.

Onumunayus

[lepnon momyBwIBeneHHMs KOHEYHOW (a3bl cocTaBisieT B cpeaHeM 6—15 wgacoB. [lpu moBTOpHOM
IIPUMEHEHUH KHWHETHKA THAPOXJIOPOTHA3MAa HE MEHsETCs, NpU INpUeMe Ipemnapata | pa3 B CyTKH
aKKyMyJsilMsi MUHHMaibHa. bosee 95 % BcocaBmielcst 103bl BBIBOAUTCS B HEU3MEHEHHOM BHUJIE
IIOYKaMH.

BascapTan/ruipoxsoporuasus

IIpu onHOBpEMEHHOM NPUMEHEHUHU C BAJICAPTAHOM CHUCTEMHas OMOJOCTYMHOCTh THAPOXJIOPOTHAZUIA
yMmeHbIaercst npumepHo Ha 30 %. OIHOBPEMEHHBIN IPUEM C THIPOXJIOPOTHA3UIOM, CYIIECTBEHHO HE
BIMSIET HAa KHHETHKY BajcapraHa. OTMEUEHHOE B3aUMOJACHCTBUE HE OKa3bIBaeT BIMSHUA Ha
3G (PEKTUBHOCT, KOMOMHHUPOBAHHOTO TNPUMEHEHHUS BajcapTaHa W TUAPOXJIOPOTHA3HUIa, T.K. B
KOHTPOJIMPYEMBIX KIMHUYECKUX HCCIENIO0BAaHUAX ObUI IOKa3aH OTYETVIMBBIM AHTUTMIIEPTEH3UBHBIN
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3 dexT koMOnHaIH, KOTOPbIi npeBbImal 3¢ dext kaxxaoro Y3 ROMIOHEHTOR, BOTHENEHOCTH, @(TakKe

addext manedo. '

Oco0ble rpynnbl NaIMEHTOB

Iloueunasn nedocmamounocmo

He TpebyeTcs KOppeKIuHu 10361 penapara y narmentos ¢ CK® 30-70 mn/mun/1,73 M2

B Hacrosimiee Bpemsi HET TaHHBIX 10 MPUMEHEeHHIO npenapara Ko-/[noBaH y maiyueHToB ¢ HapyIIeHueM
¢ynxmun mouek Tsokenoit cremenn (CK® <30 wmn/mun/1,73 M?) M HalMeHTOB, MOTYYaIONIUX
reMouanu3. BajacaptaH He BRIBOAUTCS C TIOMOIIBIO TeMOINANIN3A M3-32 3HAUUTEITHHOTO CBSI3BIBAHMUS C
OenkaMH 1Ia3Mbl KpoBU. B To jxe Bpemsi reMouanu3 no3BoisieT 3pPpeKTUBHO BHIBOAUTH U3 OpraHu3Ma
TUIPOXJIOPOTHABHU].

B ycnoBusix HapymeHusi GyHKIMU MOYEK CPeIHUE MUKOBbIE 3HAUCHUSI KOHIICHTPAIMH B IJ1a3Me KPOBU
u 3HaueHnss AUC TuapoxJIopoTHasuaa yBEIMUUBAIOTCS, & CKOPOCTh BHIBEJICHUS IIOYKAMU CHUXKACTCS. Y
MAlMEHTOB C HapylIeHHeM (PYHKIIUU TOYEK OT JIETKOM 10 cpeiHel cTeneHu TskecTd T1/2 yBeInuuBaeTCst
MpakTU4ecKu BiBoe. [loueuHbIi KITUPEHC THAPOXJIOPOTHA3UAA Y MAIIMEHTOB ¢ HapyIICHHEeM (yHKITUU
MOYEK 3HAYUTENIbHO CHUXEH IO CPaBHEHHIO C HOPMAalbHBIMHU MoOKa3zareiasiMu (okoso 300 mii/MuH).
[Ipumenenue mpenapara y NayeHToB ¢ HapylleHneM (yHKIUU nodek Tspkenoil crenenn (CK® <30
mi/mMus/1,73 M%) IPOTHBOMOKA3aHO.

Ileuenounas nedocmamouHocms

B dapmakokuneTnueckom ucciaegoBanuu AUC BancapTaHa y HAIMEHTOB C HapylIeHHEM (yHKIIHH
nedeHu Jerkoit (kmacc A mo knaccudukanuu Yaing-I1e0) u cpenneit (kmacc B mo knaccudukanym
Yaitnna-I1pr0) cTemeHW TSOXKECTH yABaWBaJlach IO CPAaBHEHUIO CO 30POBBIMH A00poBoJibllamMH. B
HACTOSIIEE BpeMsi HET JaHHBIX M0 MPUMEHEHHIO BajicapTaHa y MAalMEHTOB C HapylieHHEeM (yHKIIUU
nieueHu Tsoxenon crenenu (kinace C no knaccudukanuu Yana—IIsio).

[Mockonbky HapymieHne (YHKIUU TI€UEHH HE OKa3blBaeT KIMHHYECKH 3HAYUMOTO BIUSHUS Ha
(hapMaKOKWHETHKY THAPOXIOPOTHA3H 1A, KOPPEKIIUU €0 JI03bI Y AIIMCHTOB ¢ HAPYIICHUSIMH (DYHKITHH
MeYeHH He TpedyeTcs.

[IporuBonoka3ano mpumeHeHue npenapara Ko-/[moBaH y ManieHToB ¢ HapyIIeHHEeM (PYHKIIHH ITCYSHU
Tsoxenoi crenenu (knace C no knaccuduxanuu Yaitna-I1s1o0).

Jluya noowcunozo éozpacma

Y HEKOTOpBIX MAIMEHTOB MOXWJIOTO BO3pacTa CHCTEMHas SKCIO3MIIMs BajcapTaHa Oblla HECKOJIBKO
BBIIIIC, €M Y IMAIIMEHTOB MOJIOJIOTO BO3PACTa, OJHAKO 3TO HE OBUIO KIMHUYECKH 3HAUNMBIM.
OrpaHu4eHHbIE TaHHBIE MMO3BOJISIOT MPEIMOI0KUTh, YTO Y MOKHUIBIX (KaK 3J0POBBIX, TaK U MallUEHTOB
C apTepUaIbHON THIEPTEH3WEH) CUCTEMHBIH KIMPEHC TUIPOXIOPOTHA3WIA HIDKE, YeM Yy 370POBBIX
MOJIOABIX TOOPOBOJIBIIEB.

5.3. laHHble TOKJIUHUYECKO 0e30MacHOCTH

[ToTeHnManpbHyI0 TOKCUYHOCTh KOMOHMHAIIMM BajcapTaHa M THUAPOXJIOPOTHA3HIA TIPU MpHEME
BHYTPb U3yYaJIM HAa KPbICAX U MAPTBIIIKAX B UCCIICAOBAHUAX IMPOAOJKUTCIBHOCTBIO 1O HICCTH MCCALICB.
He Ob110 moMyueHO HUKAKUX JAHHBIX, KOTOPBIE UCKITI0YaIN Obl IPUMEHEHHUE TEPANEBTUYECKUX 03 ITON
KOMOWHAIINH Y YeJIOBEKa.

W3meHeHus, BbI3BaHHBIE NPUEMOM KOMOWHAIIMM BajicapTaHa M THAPOXJIOPOTHA3UIA B
HCCICaA0BaHUAX XpOHH‘-IGCKOfI TOKCHUYHOCTH, CKOpEC BCCro, 6I)IJ'II/I BbI3BAHbLI BaJICAPTAHOM.
TOKCHKONOTUYECKUM OpraHOM-MUIIEHbIO OBLIM MOYKH, MPUYEM TOKCHYECKas peakius Obuia Oolee
BBIPAKEHHOW y MapThIILIEK, YeM Yy KpbIc. [IpumeHeHre kKoMOMHAIMK BaJicapTaHa U TUAPOXJIOPOTHAZHIA
MPUBOJMIIO K MOBPEXKICHUIO MoYek (Hedpomatus ¢ TyOynspHoi 6a3oduinueli, MOBBIIICHHE yPOBHEH
MOUYCBUHLBI B IJIa3MC€ KpPOBH, KPECATHHHMHA B IIa3MC KPOBH W KaJIMd B CBIBOPOTKC KPOBH W ITOBLIMICHUC
o0bEMa MOUH U BBIBEJICHUS AJIEKTPOIUTOB C MOYOH MPH MPUMEHEHUH BajicapTaHa B 03¢ 30 Mr/Kr/cyT
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+ rugpoxyiopoTHasuia B go3e 9 Mr/kr/cyt y kpkic u 103 wWyKT/OYTHY, MapsiieK), BeposTHO,

BCJIEACTBUE M3MEHEHHUSA IMOYCUHON I'eMOIUHAMUKH. S%H—&eaﬁ—)qepﬁe-a-ggg-ﬂé,é-paea-ﬂpemmsr—

MaKCUMaJIbHYI0 PEKOMEHIYEMYIO 103y BajcapTaHa U THAPOXJIOPOTHMAa3uja g 4eJoBeKa
COOTBETCTBEHHO B TiepecyeTe Ha Mr/mM>. DTH 1036l y MapThimek B 0,3 u 1,2 pasa HpeBbIAOT
MaKCUMaJIbHYI0 PEKOMEHIYEMYIO 103y BajcapTaHa M THIPOXJIOPOTHAa3uja il 4eJoBeKa
COOTBETCTBEHHO B TlepecyeTe Ha MI/M> (B pacdeTax MPUHMMAETCS, YTO J103a BalcapTaHa NpHU TIpHEMe
BHYTPH cocTaBisieT 320 MI/cyT B KOMOMHALIMYU C TUAPOXJIOPOTHAZHUIOM B J103€ 25 MI/CYT, a Macca Teja
nanuenTa cocrasisieT 60 Kr).

BBenenne kKoMOMHAIMM BajcapTaHa M TUAPOXJIOPOTHA3HIAa B BBICOKHMX /103aX BBI3BIBAJIO
CHWKEHHE OHPUTPOLUTAPHBIX HHAEKCOB (KOJIMYECTBA JPUTPOLIUTOB, YPOBHSA TreMoOrNIoOMHa U
rematokpuTa B 1o3ax ot 100 + 31 mr/kr/cyT y kpsic u 30 + 9 MI/Kr/CyT y MapThIIIeK). ITH H03bI Y KPBIC
B 3,0 1 12 pa3 npeBbIIalOT MAKCUMAIbHYIO PEKOMEHAYEMYIO 03y BajicapTaHa M THIPOXIJIOPOTHAZHUIA
I ueJoBeKa COOTBETCTBEHHO B IepecdyeTe Ha Mr/mM>. DTu 103bl y Mmapteimek B 0,9 u 3,5 pasa
IIPEBBIIIAIOT MAKCUMAJIbHYI0 PEKOMEHYEMYIO JJ03y BajcapTaHa M TMAPOXJIOPOTHA3UA Ul YEJIOBEKA
COOTBETCTBEHHO B IepecueTe Ha MI/M> (B pacueTax Mpe/ronaraeTcs, 4to IepopanbHas 103a BaacapTaHa
coctapsieT 320 MI/CyT B COYETaHHMH C TUAPOXJIOPOTUA3UAOM 25 MT/CYT U TareHT BecoM 60 Kr).

VY MapThliek HaOMIONANUCh TOBPEXKACHUS CIM3UCTON 0005I0uKM >kelnyaka (B 103aX OT
30 + 9 mr/kr/cyT). BBenenune naHHON KOMOMHAIMM Tak)Ke MPUBOAMIO K rumepruiazuu addepeHTHBIX
aprepuon B moukax (B 7o3e 600 + 188 mr/kr/cyt y kpsic #1 oT 30 + 9 MI/KI/CyT y MapThILIeK). TH 03B
y mapteimek B 0,9 u 3,5 paza mpeBbIIalOT MaKCUMAJbHYIO PEKOMEHIYEMYIO 103y Il YeJIOBEKa
BaJIcapTaHa M HAPOXJIOPOTHA3HIA COOTBETCTBEHHO B IIepecdeTe Ha MI/M>. DTH 035l y KphIC B 18 1 73
pa3za IpEBBINAIOT MAKCHUMalbHYI0 pEKOMEHIYyeMyl0 J03y [UId 4eloBeKa BajcapTaHa U
TUIPOXJIOPOTHA3KAA COOTBETCTBEHHO B MepecdeTe Ha Mr/M> (B pacyeTax MNpEANoJaraercs, 4To
repopaibHas J103a BajicapTaHa coctapiisieT 320 MI/CyT B COUYETAHUU C TUIPOXIOPOTHAZUIOM 25 MI/CyT
U MarueHT Becom 60 Kr).

Brrmeykazanabie  3((eKTb, MpennoioKUTETHHO, OOYCIOBICHBI  (apMaKOIOTHIECKUMHU
s¢dexTamMu BBICOKMX 103 BancapraHa (Omokaga WHTHOMPOBAHHUS BBICBOOOXKICHHS pPEHHUHA,
WHAYLUHMPOBAHHOIO aHTMOTEH3WHOM I, co cTUMynsuueill peHHH-IPOAYLUPYIOIUX KJIETOK), a TaKKe
BO3HHMKAIOT NpH NpuMeHeHuu uHruouropos AIID. OTu pe3ynbraThl, MO-BUAUMOMY, HE HMMEIOT
OTHOILIEHHUS K UCIIOJIb30BAHUIO TEPAeBTUUECKUX /103 BajcapTaHa Y JIIOJCH.

KomOuHnanuio BajicapTaH UM TUAPOXJIOPOTHA3HMJ HE UCHBITHIBAJIM HAa MYTareHHOCTb,
XPOMOCOMHBIN pa3pblB U KaHLIEPOT€HHOCTh B CBSI3U C OTCYTCTBHEM JIaHHBIX, CBUJETEJIbCTBYIOLINX O
HAJIMYMU B3aUMOJICHCTBUS MEXy STUMHU AByMs BemecTBaMu. OJTHAKO TaKue MCIIBITAaHUS TPOBOAUIHNCH
OTACNBHO JUIS BaJicapTaHa M THUAPOXJIOPOTHA3HWIA, M B HUX HE OBUIO TIIOJyYE€HO JaHHBIX,
CBU/IETEJICTBYIONIUX O HAIMYMHM MYTAareHHOCTH, XPOMOCOMHOTO pa3pbIBa UM KAHLEPOT€HHOCTH.

VY KpbIC BBEICHHUE 103 BajicapTaHa, TOKCHYHBIE [T MAaTePHHCKOTO oprannu3ma (600 mMr/kr/cyT), B
TEUYEHUE TMOCIEAHUX JIHEH OepeMEeHHOCTM M B MEpPUOA JAaKTallUd HPUBOAWIM K CHUKECHHUIO
BBDKMBAEMOCTH, CHM)KEHHMIO MPHUPOCTa MacChl Tela U 3aMEMJICHUIO Pa3BUTHUS (OTCIOEHHUE YIIHOMN
PaKOBHMHBI M OTKPBITHS CIIyXOBOI'O MPOXOAa) y MOTOMcTBa (cM. paszaen 4.6). Otu 103l y kpbic (600
MT/KT/CyT) IpUMEpPHO B 18 pa3 mpeBBIIaloT MAaKCHMAaJIbHYIO PEKOMEHAYEMYIO /103y ISl YEelIOBeKa B
nepecueTe Ha MI/mM? (B pacderax ImpeanoiaraioT nepopaibHyto 103y 320 Mr/cyT u 60-KuiorpaMMOBbIi
MAIMEHT). AHAJIOTHYHBIC Pe3yJIbTaThl HAOIIOAAIHCh PU TPUMEHEHHH BaJIcCapTaHa/THAPOXIOPOTHAZHA
y KpbeIc M KposukoB. B uccrnenoBanusix smOpuoderanbHoro paszsutust (cermeHt II) mo omenke
KOMOWHAIIMK BaJICApTaH/TUAPOXJIOPOTHA3U Ha KpbICaX M KPOJIHMKAaX HE OBLIO TMOJYYEHO JaHHBIX,
CBUJIETEJILCTBYIONIUX O HAJIMYUU TEPATOr€HHOCTH, OJTHAKO HA00anach (PeTOTOKCUYHOCTD, CBSA3aHHAs
C TOKCUYHOCTBIO JUIsl MATEPUHCKOTO OpraHUu3Ma.
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6. PAPMALHEBTHYECKHUE CBOUCTBA (NOCNEOOBATENBHOCTE 0010)

6.1. IlepeyeHb BCcOMOraTebHbIX BelIECTB

Ko-/luosan, 80 mr + 12,5 Mr, TabJIeTKH, TOKPHITHIE TNIEHOYHON 000I0YKOM

Aopo mabremku

EJUTI0NI03a MUKPOKPUCTAILITNYECKAsT

KpPOCTIOBUIOH

Mar”us creapat

KpEMHUS AUOKCU]] KOJIJIOUTHBIN

Inenounas obonouxka mabremxu

cycnensus kpacurens 6emnoro (runpomeriosa (E 464), tutana guokcun (E 171)), cycnensust kpacutens
kpacHoro (turipomeruiosa (E 464), kpacutens sxene3a okcun kpacHelil (E 172)), cycnensus kpacurens
xentoro (runpomeruiosa (E 464), kpacutens xene3a okcua xentbiid (E 172)), rumpomenioza, Makporos
8000, Tanbk.

Ko-JluoBan, 160 mr + 12.5 mr, TaOJaETKHU, MOKPHITHIE MJICHOYHOW 000I0YKOM

Aopo mabnemxu

LEJUTI0NI03a MUKPOKPUCTAIITMYECKast

KPOCTIOBUIOH

MarHus creapat

KpEeMHUS TUOKCHU]] KOJIIOUTHBIN

Inenounas obonouka mabremxu

cycriensus kpacutens 6enoro (runpomennosa (E 464), turana nuokeun (E 171)), cycniensus kpacurens
kpacHoro (rumpomerioza (E 464), kpacurens sxenme3a okcun kpacHweid (E 172)), rumpomeriosa,
Makporou 8000, Tanbk.

6.2. HecoBmecTuMOCTH

He npumenunmo.

6.3. Cpok roaHocTu (CpoK XpaHeHHs)

3 roxa.

6.4. OcoOble Mepbl IPEIOCTOPOKHOCTH NPU XPaHEHUH

IIpu remneparype He Boie 30 °C.
XpaHHUTh B OpPUTMHAIBHOM yIIaKOBKe (OJIMCTED) AJIs 3aLUTHI OT BJary.

6.5. Xapakrep u conepxkaHue yNaKOBKH

I[To 14 Tabmerok B Onmcrep W3  MOJMBUHIIXJIOPHY/TIOTUITHIICH/TIOJTUBUHUIIHICHXIIOPH]T
(IIBX/TI9MIBAX) wnu nonuBuHUIxIopua/nonusuHumuaenxiaopun (IIBX/TIBAX). ITo 1, 2 wmu 7
OJIMCTEPOB BMECTE C JIUCTKOM-BKJIAJIBIIIIEM B KAPTOHHYIO TTAYKY.

6.6. Oco0bIe MepbI NPEAOCTOPOKHOCTH NPH YTHIIN3ALNH HCI0JIb30BAHHOI0 JICKAPCTBEHHOI 0
npenapara Wi 0TX0/10B, IOJIy4YeHHBIX 110CJIe IPUMEeHEeHHs J1eKaPCTBEeHHOI 0 penapara u
Apyrue MAHUMYJISIUHU € TPenapaTom

OcoOble TpeOOBaHUS OTCYTCTBYIOT.
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COOTBETCTEBYET AKCNEPTHOMY OTYETY
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7. AEPKATEJb PETUCTPAIMOHHOT'O YAOCTOBEREHHUA [ OB ATENEHOCTE 0010)

[seitnapus / Switzerland
Hosaptuc ®@apma AI" / Novartis Pharma AG
Jluxtmtpacce 35, 4056 bazens, [lIBeimapus / Lichtstrasse 35, 4056 Basel, Switzerland

7.1. IlpeacTaBUTENb AEPKATE/SI PETHCTPANMOHHOIO YI0CTOBEPEeHHUS

[Iperens3un norpeduTesield HaOPaBJIATh HO AJPECY:
Poccuiickas ®@edepayus

000 «HoBaptuc ®apmay

Anpec: 125315, r. MockBa, Jlenunrpaackuii npocnekr, 1. 70
Tenedon: +7 495 967 12 70

®axkc: +7 495 967 12 68

OnektponHas nmoura: drug.safety russia@novartis.com

Pecnybnuxa Apmenus

000 «ACTEPUA»

Anpec: 0051, . Epesan, yn. Haupu 3apsn, 72/3
Tenedon: +374 115 190 70

OnektponHas moura: drugsafety.cis@novartis.com

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YIOCTOBEPEHMUSA

JITI-Ne(006316)-(PT-RU)

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOT O ITPEITAPATA

JlexapcTBEHHBIH Mpenapat OTHOCUTCS K KaTETOPUU OTITyCKa MO PEenTy.

OOmiast xapakTepuUCTHKa JICKApCTBEHHOro Ipenapata JIMoBaH [OCTymHa B €IMHOM DEecTpe
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpencTB EBpa3uiickoro HSKOHOMMYECKOTO COK03a M Ha
ounmansHOM caire YIIOJIJHOMOYEHHOTO opraHa (3xcniepTHOM OpraHHU3alIix)
(https://Ik.regmed.ru/Register/EAEU_SmPC).
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