OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Banbcakop H 80, 80 mr + 12,5 mr, TaGieTKH, TOKPBITHIE TUICHOYHON 000JI0YKOM

2. KAUECTBEHHBIN U KOJINYECTBEHHBIN COCTAB

JleiicTByrOIIIME BEIIECTBA: BaJIcCapTaH +THIPOXIOPOTHAZHI.
Kaxxnas tabnerka conepxut 80 Mr Basicaprana u 12,5 Mr ruipoxjiopoTrasujia.

BemecTBa, HamM4Yre KOTOPBIX HAJIO0 YYUTHIBATh B COCTaBE JICKapPCTBEHHOTO Mperapara; JIakTo3a,
Harpuii (cM. paznen 4.4.).

ITonHbI MNEPCUCHb BCIIOMOT'ATCIIbHBIX BCHICCTB ITPHUBCIACH B pa3aciic 6.1.

3. JIEKAPCTBEHHAS ®OPMA

TabyieTKu, MOKPHITHIC TNIEHOYHONW 000I0UKOM.
OsBasnpHBIE, TBOSIKOBBITTYKJIBIC TA0JIETKH, TIOKPHITHIE TNIEHOYHOH 000JI0YKON pO30BOTO IIBETA.

Buja Ha nznome: Oenas mepoxoBaras Mmacca € IUIEHOYHOM 000I0YKOH PO30BOI'0 IBCTA.

4. KIMHUYECKUE JAHHBIE
4.1. IToka3aHus1 K IPUMEHEHHUIO

[Ipenapat Banbcakop H 80 nokaszan k mpuMeHEHHIO Y B3pOCIIbIX B BO3pacTe OoT 18 neT.

e AprepuanbHas TUINEPTEH3Us (MallMEHTaM, KOTOPbIM I[IOKa3aHa KOMOMHHpOBaHHAs
TEparnus).

4.2. Pexxum 103MpoOBaHus U €C1IOCO0 NPUMEHEHUs!

PexxuM 103upoBaHus

Pexomennyemas n1o3a npemnapata 1 pa3 B CyTku. PEKOMEHIyeTCsl BBIITOJIHATh TUTPOBAHUE J103bI
BasicaptaHa. [locTerneHHOe MOBBINIEHHE 03Bl BaJicapTaHa PEKOMEHAYETCs JUIsl TOTO, YTOObI
CHU3UTh PUCK PAa3BUTHA apTEPUATBHON TMIIOTEH3UU U IPYTUX HEXKENATEIbHBIX PEaKIIHil.

Ecnu 310 KMHUYECKH 11e51ecoo0pa3Ho, MOKHO PACCMOTPETh MPSMOM Tepexo]l ¢ MOHOTEpaInuu Ha
KOMOMHHMpPOBAHHBIA Tpernapar ¢ (UKCUPOBAHHBIMU J103aMU Yy TAIMEHTOB, Yy KOTOPBIX
apTepuaJIbHOE JIaBJIE€HUE HE MOAJAETCSl JOCTATOYHOMY KOHTPOJK IIpU MOHOTEpAINU
BaJICApTaHOM WJIH TUAPOXJIOPOTHA3UAOM, IpPHU YCIOBUH COOJIOJACHHUS PEKOMEHIOBAaHHON
MOCJIEA0BATENBHOCTH TUTPOBAHMSI 1O3bI ISl OTAEIbHBIX KOMIIOHEHTOB.

MakcumanbHas cyTouHas 1o3a cocraisier 320 mr + 25 mr.

AHTHUTUNIEpTeH3UBHBIN 3(PQeKT mpemnapara B 3HAYUTEIHHOM CTENEHHU MPOSBISAETCS B TEUCHHE
2 Henenb JIeYeHus. Y OOJIBITMHCTBA MAIMEHTOB MaKCHUMAaJIbHBIN dPPEKT pa3BHBACTCS B TCUCHUE
4 nenens neueHus. OTHAKO HEKOTOPHIM MAIMEHTaM Ui JOCTHKEHHUS MakCHUMaibHOro 3¢ddekra
MOXeT oTpedoBaTbes 4—8 Henenb JeueHust. ITO CIeNyeT YUUTHIBATh B XO/1€ TUTPOBAHUS J103BI.

Oco0ble rpyInbl NALMEHTOB




HauueHmbl C NOYeqHol HedoCmMamo4yHoCmbIO

[TaruenTam ¢ HapymieHWeM (YHKIWW TOYEK JIETKOW WIIM CpPEeIHEH CTENeHH CO CKOPOCTHIO
kiryooukoBor ¢uibrpanuu ((CK®) > 30 Mi/MUH) KOPPEKIIMK 103bI Ipenapara He TpeOyercs.
[Ipemapar He cieayeT MPUMEHSTH y TMAIMCHTOB C aHypHUel WU HapylIeHHEeM (YHKIUH MOYeK
Tsokenoi creneHn (CK® < 30 mui/MuH) B CBSI3UM ¢ HaJMYMEM B COCTAaBE THAPOXJIOPOTHA3HUIA.
[TpuMeHeHne THA3UIHBIX JUYPETUKOB B MOHOTEpANHUH y MAIUEHTOB C HapyHICHHEM (YHKIIUU
nouek Tsokenoi cremenn (CK® < 30 mi/mun/1,73 M%) Hea)(BEKTHBHO, OJHAKO y TAIMEHTOB
JAHHOW KAaTeTOPUU BO3MOXKHO OJTHOBPEMEHHOE MPUMEHEHUE C «IETICBBIMUY JTUYyPETUKAMHU C
coOuroIeHHEeM 0C000# OCTOPOIKHOCTH.

HaL;MeHmbl C NEeYEeHOYHOU HeOOCMAMOYHOCbIO

He TpebyeTcst KoppeKLuK 1035l y NAlMEHTOB C HapylleHueM (QYHKIMU IIEYeHHU JIETKOU U cpeaHen
crenenu (k1acc A u B mo knaccudukanmu Yaitna-I1st0). Cinenyer cobmoaarb OCTOPOKHOCTD Yy
NAlMEeHTOB € HapylleHueM (QyHKIUM nedyeHu cpenHeil crenenu (xiacc B mo kimaccuduxanmum
Yaitng-11s10), a Takke NaUEHTOB ¢ OOCTPYKTUBHBIMU 3a00JIEBAHUSMH KETUEBBIBOISIINX ITyTEH.

CTHu

[Tpenapat Bancapran H 80 mporuBonokasan JeTsM U noapocTtkam B Bo3pacte oT 0 mo 18 jer
HOCKOJIBKY 3(p(peKTUBHOCTH M O€30IaCHOCTh HE YCTAaHOBJIEHBI. /laHHBIE OTCYTCTBYIOT.

Cnoco0 npuMeHeHus

Jiis npuemMa BHYTPb.
4.3. lIlpoTuBONOKA3aAHHS

e [ WmepuyBCTBUTENBHOCTh K BajJcapTaHy, TUAPOXJIOPOTHA3HIY, IPYTHM IPOU3BOIHBIM
cyiabpoHaMHIa WIA K JIIOOOMYy M3 BCIHOMOTaTeNbHBIX BEIECTB, MEPEUUCICHHBIX B
paznene 6.1.

e bepeMeHHOCTh W TUTaHUPOBaHHE OEPEMEHHOCTH, IEPUOJT TPYAHOTO BCKAPMIIMBAHUS (CM.
paszaen 4.6.).

e Hapymenus Qynkuuu neueHu Tskenoil crenenu (xiacc C nmo knaccuduxanuu Yaina-
[Tp10), OunMapHBI IMPPO3 U XOJIECTa3.

e Amnypus, HapymeHus GyHkun noyek Tsokenoit crenenn (CK® < 30 mu/mMun).

e OpaHOBpeMEHHOE TMPUMEHEHUE C aUCKUPEHOM U IIpernapaTtaMi, CoOJAepKalluMH
IMCKUPEH, Y MallMEHTOB C caXapHbIM JAUa0eTOM 2-ro THMa U (UJIH) C YMEPEHHBIMHU WUIIU
TSOKENbIMA HapyineHusMu GyHknuu moyek (CK® menee 60 m/mun/1,73 M? TUTOMIAIN
MIOBEPXHOCTH TeEJIa).

e Pedpaxrepnsie THITOKAIAEMUS, THITIOHATPHEMUS, THITePKATBITUEMHS, H
CHUMIITOMAaTHYeCKask TUIIEPYPUKEMUSI.

4.4. OcoOble ykazaHusl 1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C OCTOPOKHOCTBIO CICAYCT NPUMCHSITH MIPCIIapaT Mpu CIACAYOINX COCTOAHUAX:

® OJHOBPEMEHHOE TMPUMEHEHHEe C KaJuiCoJAepKalliMH THINEBBIMU  J00aBKaMU,
KaJIMicOeperaroMMu JUYPETUKAMH, KaTUHCOAePKAIIIMMHI 3aMEHHUTEIISIMHA COJTH, a TAKXKe
JIPYTHMH MpenapaTaMu, KOTOPbIE MOTYT YBEITUUHBATH COACPKAHHUE KIS,

® OJHOCTOPOHHHMI WJIM JBYCTOPOHHHI CTEHO3 TOYEYHOH apTepuu WM CTEHO3 apTepuu
€MHCTBEHHON TTOYKH;

® COCTOSIHHS, CONPOBOXKAAMOIINECS HAPYIICHUSMH BOIHO-IJIEKTPOJIIMTHOrO OanaHca:
He(pomaThu, COMPOBOKIAIOMICHCS TTOTEPEH COJeH, U MPEPEeHATBHBIM (KapIUOTCHHBIM)
HapyHuICHUEM (1)YHKI_II/II/I MOYCK; THUIIOKAJINCMHA, THUIOMArHUCMUs, THUIIOHATPUCMUS,
THITEPKATBIIUEMUST,



® BBIpOXEHHBIA JePUUUT HATpUs U (WIM) CHWKEHHE O0beMa HUPKYIMPYIOLIEH KpOBH
(OLIK) (nanpumep, y HallM€HTOB, MOIYYaOIIMX BEICOKHUE 03Bl JUYPETUKOB);

e HapymeHue (QyHKIMM NEYeHH cpeqHei crtemeHu (kimacc B mo knaccudukamum Yaiinn-
[Tp10);

e xponudeckas cepaecunas HepocrtarouHocTh (XCH) -1V dbynaknuonansHoro Kitacca mo
knaccupukanun NYHA, MUTpanbHbI WIM aOpTaIbHBIA CTEHO3, THIEpTpodudecKas
OOCTpYKTHBHAs KapAMOMUONATHUS;

® CHUCTEMHas KpacHas BOJIYAHKa,

® [IEPBUYHBII rUIEPAILJOCTEPOHU3M;

e caxapHblil [ualeT, runepypuKeMus;

TUIIEPXO0JIECTEPHUHEMUS U TUIIEPTPUTIIHLIEPHIEMHUS,

OOCTpYKTHBHBIE 3200JI€BaHNS KETIEBBIBOAIIMX MTyTEH U X0JIECTa3;

aJJIepru4ecKre peakliuy Ha MeHULWIUIMH B aHaMHE3€;

COCTOSIHUE I10CJI€ TPAHCIUIAHTALMU MOYKH (HET JaHHBIX IO NPUMEHEHHUIO Iperapara y

JAHHOM IpyMIIbI MAIUEHTOB);

® OJHOBPEMEHHOE NPUMEHEHHUE JIEKAPCTBEHHBIX MpenapaToB, KOTOPblE MOI'YT BBI3bIBATh
HOJTUMOP(HYIO KETYJOYKOBYIO TaXUKAPAMIO THIIA «ITUPYIT» (cM. paszaer 4.5.);

e [ojarpa;

e HeMmenaHoMHbIN pak koxu (HMPK) B anamuese;

® OJHOBPEMEHHOE IPUMEHEHHUE JIEKAPCTBEHHBIX IpPENapaToB, CIOCOOHBIX BBI3bIBATH
THITOKAJIMEMHUIO, U MpenapaToB JIuTus (cM. pazuen 4.5.).

KomOunupoBaHHas Tepanus npenaparoM BO3MOXKHA MpU HeAoCTaTOYHOM KoHTpose A/l Ha done
IPUMEHEHUS OTHEJIbHBIX MOHOKOMIIOHEHTOB. IIpm HeEoO0X0IMMOCTH MHOIOKOMIIOHEHTHOM
MEAMKAMEHTO3HOMU Tepalyy B Ka4eCTBE Ha4aIbHON Tepanuy JUIsl JOCTH)KEHHUS 11EJIEBbIX 3HAUEHNUN
A/l npuMeHeHue npenapara BO3MOKHO M1OCIIE TIIATEIbHOW OIIEHKU OTHOILIEHUS T0JIb3a/PUCK.

H3MeHeHne coaepKaHus 3JIEKTPOJIUTOB B CEIBOPOTKE KPOBH

Bancapman

OnHOBpeMEHHOE  NpUMEHEHHe ¢ KaluicoJepXKalluMH  TMIIEBBIMH  J00aBKaMH,
KaJuiicOeperamuMy  THypEeTUKAMH, KalIUWCOAEpKALMMU 3aMEHUTENSIMU  COJIM, a TaKke
JpyTUMHU TpenapaTaMu, KOTOpble MOTYT YBEJIMUMBAThH COJEpKAHNE Kalnus (Hanmpumep, renapuH),
He pexomenayetcs. Ilo Mepe HEOOXOAMMOCTH CielyeT KOHTPOJIUPOBAaTh COJIEp)KaHUE Kallus B
CBIBOPOTKE KPOBH.

T'uopoxnopomuaszuo

Tepanusis THA3UIHBIMM JUYPETUKAMU MOXKET MNPUBOJIUTH K Pa3BUTHUIO TUNOKAIHMEMHUU WU
YCYTyOJIATh CYHICCTBYIONIYIO THIMOKATMEMHIO. THAa3UIHBIE TUYPETUKU CIIEIYEeT MPUMEHSTH C
OCTOPO’KHOCTBIO TPU  COCTOSIHUSIX, CONPOBOXKIAIOLIMXCS TMOTeped Kaius (Hampumep,
He(ponaTuu, KapAMOTEHHOE HapymieHne (YHKOUM TMoYeKk). B cioydae cuMmroMarnyeckou
TUTMOKaIMeMuu  (HampuMep,  MbllieyHas  c¢1abocTh,  MapecTe3Wd,  W3MEHEHUs  Ha
anekTpokapauorpamme (IKI')) mpumeHenune npenapara ciieryeT npekpaTuTh. Jlo Hadana Tepanuu
TUA3UAHBIMU JTUYPETUKAMU CJIEAYeT CKOPPEKTUPOBATh CYIIECTBYIOIIYIO THUIOKATUEMUIO H
runomaraemMuto. Creayer NEpPUOIWYECKH ONPENEsATh COJEpKaHWE Kajdusl W MarHus B
CBIBOPOTKE KpOBU. THA3HUIHbIE TUYPETUKUA MOTYT YBEIMUYHUBATh SKCKPELIMIO MarHusi ¢ MOYOM, 4TO
MOXXET TPUBECTH K THUIOMArHUEMHH. ODKCKpelMsl KaJbIMs YMEHbIIaeTcs Ha (oHE mpuema
TUA3UAHBIX JUYPETUKOB, YTO, KaK CIEJICTBHE, MOXKET MPUBECTH K Trunepkanbimemuu. [lpu
npuMeHeHnn Tmipenapara Bambcakop H 80 cremyer yuyuThIBaTH CHOCOOHOCTH THA3UIHBIX
JTUYPETUKOB BBI3BIBATh TMIIOHATPUEMHUIO U TUIIOXJIOPEMHYECKHIA allkalio3, a TaKkKe yCyryOssiTh
MMEIOIYIOCSI TUIOHATPUEMHUIO. [MIIOHATpueMHs B O3TUX CIIy4asX PEIKO CONPOBOKIAETCS
HEBPOJIOTHYECKON CUMITOMATUKON (TOIIHOTA, MPOrpPECCUPYIONIasi JI€30PUEHTALIMsS, amaTHsi).
HeoOxoaum perymspHbIil KOHTPOJIb COJIEpKaHUsl HATPUS B CBIBOPOTKE KPOBHU.
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C 11e7bI0 CBOEBPEMEHHOTO BBISIBIICHHS BO3MOXKHBIX HAPYIICHUH BOJTHO-3JIEKTPOJIUTHOTO OalaHca
BO BpeMsl Tepaliui TUA3UIHBIMU TUYPETUKAMHU y BCEX MAMEHTOB HEOOXOAMMO KOHTPOIUPOBAThH
COJIEpKaHUE AIIEKTPOIUTOB (OCOOCHHO KaJIHsI).

Tayuenmul ¢ cunonampuemuei u (Uiu) 2unogoiemuel

HaHI/IeHTBI, IIPUHHUMAOMUME THA3UAHBIC JUYPECTHUKH, BKIIOYaA THAPOXJIOPOTHA3H[, HOJIKHBI
HaXOOUTBCA II0[ Ha6JHOIIeHI/I€M Ha nOpeaMET pa3BUTUSA KIIMHUYCCKUX IPHU3HAKOB HAPYUICHUA
BOOHO-3JICKTPOJIIMTHOI'O OanaHca.

VY nauMeHToB ¢ TSHKEJIOW I'MIoHaTpueMuen W (Win) TunoBoJeMHUEN (Hampumep, y NalnueHTOB,
HOJYYaloIUX BBICOKME 03Bl JUYPETUKOB) B PEOKUX CIy4yasX MOXET BO3HUKHYTh
CUMIITOMAaTUYECKas apTepUalibHas TWIIOTEH3Ms IOcie Hadaua Tepanuu. Jlo Hayana JedeHus
npenapatoM Banbcakop H 80 Heo0x0a1MO KOMIIEHCHPOBATh TMIIOBOJIEMHUIO M FMIIOHATPUEMUIO.

Cmenos noyeunou apmepuu

VY NanueHToB ¢ OAHOCTOPOHHUM MJIH JBYCTOPOHHUM CTE€HO30M IIOYEUHON apTepUH WIH CTEHO30M
apTepuH €IMHCTBEHHOW NOYKM HE clieyeT InpuMeHsATh npenapar Banbcakop H 80 mockosbky
MOYKET HaOJ0AaThCs OBBIILICHHE KOHIIEHTPALMU MOYEBUHBI U KPEATUHUHA B CBIBOPOTKE KPOBH.

Cmenos aopmdajlbHOcO U MUumpaibHO20 Kldnaroese, 2Ml’l€l71’l’ll?0d)bl'l€€l<‘dﬂ 06CI’I1DVKWZM6HCZ}Z
Kapduwwuonamuﬂ

VY nauMeHToB € AOpTaJIbHBIM WM MUTPAJIbHBIM CTEHO30M, a TakKXe C TUIEepTPOUUECKOM
00CTPYKTUBHON KapJAUOMHOIIATUEH ClIeyeT IPUMEHSATh IpernapaT ¢ 0cO00i OCTOPOKHOCTHIO.

Hapywenue d)VHKZ/{uu no4yexK

Y NanueHToB ¢ XPOHUYECKUM 3a00JIeBaHHWEM MOYEK THA3UIHBIC JUYPETHKU MOTYT BBI3BIBATh
azoremuto. [[puMeHeHne THA3HTHBIX TUYPETUKOB B MOHOTEPAIUY y TTAIIUEHTOB C HAPYIICHUSIMA
byHKINU MOYEeK  TSDKEJIOoH CTENEeHU (ckOpoCTb KITyOOUYKOBOM ¢bunpTpanuu
CK® < 30 m/mun/1,73 M?)  HedG(eKTUBHO, OJHAKO OJHOBPEMEHHOE IIPHMEHEHHE ¢
«TIE€TJIEBBIMUY» JUYPETUKAMH C JOJDKHONH OCTOPOKHOCTBIO Yy MAIlMEHTOB JIAaHHOW KaTeropuu
BO3MOXHO. JIJisi MAIMEHTOB C HApPYHICHWSMH (YHKIMH TOYEK JIETKOH W CpeIHeW CTeNeHU
(CK® < 30 mn/mun/1,73 M?) KoppeKIus HauanbHO# 10361 He TpebyeTcs.

[TaruenTam ¢ HapymleHUSAMHU (QYHKIMHM TOYEK CIEAyeT KOHTPOJUPOBAaTh YpPOBHU Kajus,
KpEaTUHHHA U MOYEBOM KUCIIOTHI B CBIBOPOTKE KPOBH.

Tpaucnianmayus noYKu

B Hacrosiee BpeMsi OTCYTCTBYET OIBIT O€30MacHOT0 MpUMeHeHus npenapara Baiascakop H 80 y
MAIMEHTOB, HEIABHO TIEPEHECIINX TPAHCIUIAHTALUIO MTOYKH.

Hapywenue d)VHKuuu nedyerHu

VYV manueHToB ¢ HapymieHueM (YHKIMH TMEeYeHU cllaboil W cpemHen creneHu (kmacc A u B 1o
knaccupukanun  Yaiina-Ilero0) koppekuumu 103el  He TpeOyerca. Crenyer coOnmronarh
OCTOPOKHOCTh TPU MPUMEHEHHUH TIpernapara y MamueHTOB ¢ 0OCTPYKTUBHBIMH 3a00JICBAaHUSMU
JKETUEBBIBOJAIIMX TyTe. Y  NamUMeHTOB ¢  [EYEHOYHOM  HEIOCTaTOYHOCTBIO  WIIU
MPOTPECCUPYIOMUMH 3a00JICBAaHUSIMU TI€UEHU THA3WUIHBIC JUYPETHKU CIEAyeT TMPUMEHSTH C
OCTOPOXHOCTBIO, TIOCKOJIBKY Jake HEOOINbIIOe W3MEHEHHE BOJHO-3JIEKTPOJMTHOTO OanaHca
MOXXET BBI3BaTh IMEYCHOUHYIO KoMy. [IpuMmeHeHume mpemaparta y TAIlMEHTOB C HapylIeHUEM
(GYHKIIUY IEYEHU TSHKEJION CTETeHH MTPOTUBOMOKA3aHO.

Ancuonespomuyeckuil omex

Bo3HuKHOBEHHE peaKIMii TUIEPUyBCTBUTEIBHOCTH HAa (POHE MPUMEHEHUS T'HIPOXIOPOTHA3UAA
Hau0oJiee BEPOSATHO y MAIMEHTOB C aJUIEPTUYECKMMHU PEaKUUsAMH U OpOHXMAJIbHON acTMOU B
aHaMHe3e.



[Ipu mpuMeHeHuU BajcapTaHa OTMEUYEHO Pa3BUTHE aHTMOHEBPOTHMYECKOTO OTEKa, B TOM YHUCIIE
OTEKa TOPTaHHU U TOJIOCOBBIX CBS30K, NPUBOAALICE K OOCTPYKIMH JBIXaTENbHBIX IMyTeH U (MIH)
oTeKa Jula, ry0, TIIOTKU U (WIH) A3bIKa; Y HEKOTOPBIX U3 TAaKUX MAI[IEHTOB OTMEUYEHO Pa3BUTHE
AQHT'MOHEBPOTUYECKOTO OTEKA B AHAMHE3€ IIPH IPUMEHEHUM JPYIHX JIEKAPCTBEHHBIX IIPENIapaToB,
B TOM yrciie HHTuOUTOpoB AII®. [Ipu pa3BUTHN aHTHOHEBPOTUYECKOTO OTEKA Mpenapar clieayer
HEMEJUIEHHO OTMEHUTH 0€3 IOBTOPHOT'O BO30OHOBIICHUS TE€PAIIUH.

Cucmemmnas Kpachas 60J4aHKA

[Ipy mpuMeHEeHMM THA3UAHBIX JHYPETUKOB, BKIIOYAs THUAPOXJIOPOTHA3HI, COOOHIAIoch 00
yCYryOJIeHUH WUJIM aKTUBAIIMH CUCTEMHOM KpaCHOM BOTYAHKH.

Ipyeue MmemaboauyecKue HapyueruA

TI/Ia3I/II[HBI€ JUYPETHUKH, BKIOYasd THUAPOXJIOPOTHA3H[, MOI'yT BbI3bIBAaTb HW3MCHCHUC
TOJICPAHTHOCTH K TJIFOKO3€, a TAKKEC IMOBBIIICHNEC KOHICHTPAUH XOJICCTCPpHUHA U TPUTIIMLCPHUIO0OB
B CBIBOPOTKEC KPOBH.

CHM)KEHHE KIMpPEHCa MOYEBOM KHMCIOTHI MOXKET IPUBECTU K TUIEPYPUKEMHH U Pa3BUTHIO
IIOAArpsl y IPEAPACIIOIOKEHHBIX [TALIUEHTOB.

TuasuaHble OUYPETHKU CHIDKAIOT DSKCKPELMIO KajblUsl IIOYKAMU U MOTYT BbI3bIBAaTh
HE3HAUUTEJIbHOE MOBBIIIEHUE COAEP)KAaHUS KalbliUig B ChIBOPOTKE KPOBHM IPH OTCYTCTBHH
CONYTCTBYIOIIMX HapylIeHWH Meraboiau3Ma Kanpuus. ['mapoxyiopoTuasuj —cieayer ¢
OCTOPOKHOCTBIO ~ IPUMEHSTh y  MAalUMEHTOB C  TUlepKaidbluemMuei.  BrlpaxeHnHas
THIEPKATbLIUEMHS Ha (POHE TEparui THA3UAHBIM ITUYpPETHKOM (> 12 Mr/mm), He oTBedaronas Ha
OTMEHY IpenapaTa, MOXET CBHJETEIbCTBOBATh O HAJIMYUU COIYTCTBYIOIIErO HapyLICHUs
MeTabonu3Ma KajabLusl.

Y HECKOJBKHX ITaIlUEHTOB C FHHCpKaHBHHeMHCﬁ )41 FI/IHOCI)OC(i)aTeMI/IeI\/’I Ha (I)OHe JJIIUTCIIBHOTO
MMPUMCHCHUA THA3UJHBIX JAUYPETHUKOB onpeacadiIn naToOJIOTHYCCKHEC HN3MCHCHUA
MNapanmrTOBUAHBIX KCIIC3. B CJIydac€ BbISABJIICHUA THMICPKAIBIIUCMHU Tpe6yeTC51 IMPOBECTHU
JOITIOJTHUTCIIbHBIC O6CJ'I€)IOB&HI/I$I C OCJIBIO YTOUHCHHUA JHUAarHo3a.

Hepez[ IMPOBCACHUCM 4HAJIIN30B Ha q)yHKI_II/IIO NapalmruTOBUAHBIX KEJIC3 CICAYCT INPCKPATHTH
MMPUMCHCHUEC THUA3HU10B.

HepeuqunZ ZMl’leDCl]ZbaocmeDOHlL?M

He pexomenayercss HazHaueHue Tepanuu npemaparom Bamscakop H 80 y mamueHntoB c
NEPBUYHBIM TUIEPATbIOCTEPOHU3MOM BBUYy HApyIIEHUs (DYHKIIMOHAIBHOI'O COCTOSIHUS PEHHH-
AHTMOTEH3UH- albJocTepoHoBoi cuctemsl (PAAC).

DomouyscmeumenbHoCHb

CooOmraercs 0 cinyyasix pa3BUTHS peakuuil (OTOUYBCTBUTEIBHOCTU IMPH MpPHUEME THA3HIHBIX
TUypeTHKOB. B ciydae mosiBneHus: poTouyBCTBUTENHFHOCTH Ha (hOHE TTpHEeMa TUAPOXIOPOTHAZHIA
CIIeZyeT MPEKPaTUTh JieueHue. Ecim npopomkenne npuemMa TnypeTnka Heo0X0AuMO, TO CIeIyeT
3alIUIIATh KOXKHBIE TOKPOBBI OT BO3JCHUCTBUS COJIHEYHBIX JIy4el WM MCKYCCTBEHHBIX
YIBTPAPHUOIETOBBIX TyUeH.

XODMOMOCUZbelZZ 6bll’lOl’l’l/OCmDaﬂ Mmuonus/ ocmpas 3aKpblimoy2olbHAA 2iayKoma

TuazuaHble U THA3UIONON00HBIE TUYPETUKU MOTYT BBI3BIBATh UAMOCHHKPA3UYECKYIO PEAKIHUIO,
MPUBOALIYIO K Pa3BUTHUIO XOPHOUJAIBHOIO BBINOTA C HAPYLICHUEM IIOJIEW 3pEHHs, OCTPOU
TPAH3UTOPHOW MHONMH M OCTPOM 3aKPBITOYTOJIbHON IIayKOMbl. CHMITOMBI BKJIKOYAKOT OCTPOE
HAyalo CHW)XEHUS OCTPOTHI 3pEHHMS MM OONb B TJla3y U OOBIYHO BO3HUKAIOT B TEUCHHE
HECKOJIBKMX 4acOB WJIM Heleldb I0CJIEe Hayajla Ipuema npenapara. IIpm oTcyrcTBum neueHus
OCTPBIN MPUCTYI 3aKPBITOYTOJIBHOM IVIAYKOMBI MOXET IIPUBECTU K CTOMKOM IoTepe 3peHus. B
IEPBYI0 OdYepe/lb HEOOXOOUMO Kak MOXHO ObIcTpee OTMEHMTh IpueM mpenapara. Ecnu



BHYTPUIJIa3HOE JABJICHUE OCTAETCS HEKOHTPOJIMPYEMbIM, MOXKET MOTPEOOBATHCS HEOTIIOKHOE
MEIUKAMEHTO3HOE JICUCHHUE WM XUPYpPrudeckoe BMemarenabcTBo. MakTopamMmu pucka pa3BUTHS
OCTPOTO TPHUCTYIA 3aKPHITOYTOJIBHON TJAyKOMBI SIBIISIFOTCS aJUIEpPrUYecKHe peakluud Ha
THUA3HUJIONO00HBIC ANYPETUKH U IEHUIWILTUHBI B aHAMHE3€.

Hayuenmor ¢ _msocenolu  XpoHuyeckou cep()elmozi HeQOCMAMOYHOCHIbIO _ UIU 0DV2MMM
COCMOAHUAMU, CBA3AHHbIMU CO cmwwwmuueﬁ DeHMH'aHZMOI’I’leHé’MH'CUZdeCl’l’leDOHO@OL? cucmenol

(PAAC)

[Tpumenenne nuru6utopoB AII® wunu anraronucroB peunentopos anruoreHsuna Il (APA II) B
cilydasix, KOrja COCTOsHME (YHKIMM IOuYeK 3aBUCUT oT akTuBHOocTH PAAC (Hampumep, y
NAIUEHTOB € CEPJICYHON HEAOCTATOYHOCTBIO), aCCOLMUPOBAIIOCH C PA3BUTUEM OJIUTYPUHU U (WIIN)
IPOrpeccUupyrolel a30TEMUH, B PEIKHUX CIIydasX — C OCTPOH IMOYEeUHOW HEIOCTATOUYHOCTBIO U
(nnm) cMmeprenbHBIM ucxogoM. OOcCe0BaHNE MAUEHTOB C CEPACYHON HEJOCTATOUHOCTBIO MU
COCTOSIHUEM T0cJie MH(apKTa MUOKap/ia BCEr/ia J0JKHO BKJIKOYATh OLEHKY (DYHKIIMU IOYEK.

[Tpumenenue npenapara Banbcakop H 80 y manueHTOB ¢ TsDKEIOM XPOHMUYECKOM ceplieyHOU
HE/I0CTaTOYHOCTBIO HE U3y4alloCh.

CnenoBarenbHO, HENb3s HCKIIOUUTH, YTO B CBSI3U ¢ UHruoupoBanuemM PAAC npumeHeHue
npenapata Banscakop H 80 Takxke MokeT cBsA3aHO ¢ HapylieHueM ¢yHkiuu noyek. [Ipenapar He
ClIelyeT IPUMEHSTh Y IaHHBIX NAI[UEHTOB.

AHZMOH@SPOMM'{eCKMIZ oneK KuiedHuxka

Bbutn morydeHs! COOOIIEeHUS O pa3BUTHH aHTHOHEBPOTHYECKOTO OTEKA KUIIEYHUKA y TTAIIHEHTOB,
npunumaromux APA |, Bkiarovast Bancapta (cm. pa3zaen 4.8.). Y 3TUX manueHToB HabIoJaimch
00J1b B )KMBOTE, TOLUIHOTA, pBOTa U 1uapes. CuMntomsl paspewanuch nociae orMensl APA |l Ecin
JIMarHOCTUPOBaH AHTMOHEBPOTUYECKHM OTEK KHUIIEYHMKA, CJIEIyeT MPEeKpaTUTh MpUMEHEHHE
BaJicapTaHa M Ha4aTh COOTBETCTBYIOIIEE HAOIIOACHUE JI0 MTOJIHOTO MCUYE3HOBEHHS CUMITTOMOB.

Hemenanomnuiii PAK KOaHcu

B 1ByX SNIHMIEMHOJIOTMYECKHX MCCIEIOBAHUAX C HCIOJIb30BaHUMEM JaHHBIX JlaTckoro
HallMOHAJIbHOTO  OHKOJIOTMYECKOTO PETMCTpa OTMEYEHO YBEIMYEHHE PpHUCKa Pa3BUTHUA
HEMEJIaHOMHOI0 paka KoxH (0a3aJbHOKIETOYHON KapIIMHOMBI U IJIOCKOKJIETOYHOTO paka KOXKH)
C YBEIMUYEHUEM KYMYJIATHUBHOM J103bl BO3JAEHCTBUS ruapoxioporuasuja. Puck passutus HMPK
YBEIMYMBACTCA NPU JOJTOCPOYHOM IPUMEHEHHHM T'HMAPOXJIOPOTHA3UAA, NOTCHIMAIbHBIM
MEXaHU3MOM Pa3BUTHUS KOTOPOI'O MOXKET SBJIATHCA €ro (OTOoCeHCHMOMIM3MpYIollee JeHCTBHE.
[TaruenTa, MPUHUMAIOLIETO THAPOXJIOPOTHA3U, CIEAYyEeT MHPOPMHUPOBATH O PHUCKE pa3BUTHUS
HMPK u pekoMeHI0BaTh PEryjsipHO OCMAaTpHUBATh KOXHbBIE ITOKPOBBI HAa IPEIMET IOSBICHUS
HOBBIX 00Pa30BaHU, a TAK)KE CBOEBPEMEHHO COOOIIATh O MOSBIECHUH MOJO3PUTEIBHBIX KOKHBIX
oOpazoBanuii. C 1ENpl0 YMEHBIICHUS pHUCKA pA3BUTUS paka KOXKHM TMAIUEHTy CJIeayeT
PEKOMEHI0OBAaTh IPEBEHTUBHBIE MEPHI, HAIIPUMEP OIPaHUYEHUE BO3JIEHCTBHS COJIHEUHOTO CBETA U
aJIeKBaTHYIO 3alIUTy OT cosHua. [lojo3purenbHble KOXHBIE OOpa3oBaHMsS — CIEIyeT
He3aMeJUIMTENbHO 00CIIeI0BaTh, BO3MOKHO, BKJIOUAsi THCTOJIOIMYECKOE UCCIIeIOBaHUE OuonTaTa.
Crnenyet nepecMOTpeTh BO3MOXKHOCTh IPUMEHEHUS THAPOXIOopoTHa3naa y nanuentos ¢ HMPK B
aHaMHE3e.

Ha ocHOBaHMM MMEIONIMXCSl JAAHHBIX SMHJIEMHOJIOTMYECKHX HCCIIEAOBAaHUI OTMEueHa CBS3b
MEXIy COBOKYIHON ao3ou ruapoxioporuazuaa u HMPK. B ogHo w3 mccrmemoBanuii ObLTH
BKJIT04YeHbI 71 533 ciydas 6a3abHOKIETOYHON KapUUHOMBI U 8 629 ciy4yaeB MI0CKOKIETOUYHOTO
paka KOXH, CONOCTaBIeHHBIX cooTBeTcTBeHHO ¢ 1430833 m 172 462 KOHTPOJIHHBIMH
CyObEeKTaMu B MOMYJISILINY.

Bricokas coBokymHast go3a ruapoxsiopornasuga (=>50000 wr) accomuupoBaiiach Co
CKOPPEKTUPOBAHHBIM OTHOIIeHHEeM pHUcKoB (OP) mns Ga3ainbHOKJIETOYHOW KapiuHOMBI 1,29
(95 % JU: 1,23-1,35) u 3,98 (95 % AU: 3,68-4,31) - aisi TIIOCKOKJIETOYHOTO pakKa KOXKH.
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OTMeueHo yeTKoe OTHOILIEHUE 103a-2PPEeKT Kak uisd 6a3aIbHOKIETOUYHOM KapIIUHOMBI KOXKHU, TaK
U NSl TUIOCKOKJIETOYHOTO paka KoXH. B Ipyrom mccienoBaHWU C MCIOIB30BAHUEM BBIOOPKU
METOJIOM «CJIy4ail-KOHTPOJIb)» MOKa3aHa BO3MOXKHAs acCOIMalMsl paka ryobl (INIOCKOKIETOYHBIN
paK KOXXHM) W BO3JEHCTBHUS TUApPOXJOpoTHazmnaa: 633 ciayyas paka T'yObl, COMOCTABICHHBIX C
63 067 KOHTPOJBLHBIMU CyOBEKTaMH B TOMyJ s, OTMEUEHO YeTKOe OTHOIICHHUE 103a-3(PdeKT
co ckoppektupoBanHbiM OP 2.1 (95 % IU: 1,7-2,6), kotopslit Bo3pacTaeT 10 3,9 (95 % AU: 3,0—
4,9) nns Beicokux A03 (~ 25 000 mr), u 7,7 (95 % AW: 5,7-10,5) nnist HauBbIcIIel COBOKYITHOM
o3l (~ 100 000 mr). K mpumepy, coBokymnas mo3za 100 000 mr cootBerctByet > 10 romgam
€KEJTHEBHOTO NMPUMEHEHHUSI B YCTAHOBJICHHOM CYTOYHOM J03€ 25 MT.

Peaxyuu cunepuyscmsumenvrocmu

Crnenyer ¢ OCTOPOKHOCTBIO INMPUMEHATH Ipenapar y MHAlUEHTOB C paHee YCTaHOBJIEHHBIMHU
CJIy4asiMM ITOBBIILIEHHOM YyBCTBUTENBHOCTH K Ipyrum APA 1.

Ocmpaﬂ pecnupamoprdasi moKCuU4Hocnisv

Coobmanochk 00 04eHb PEIKUX CITydasiX pa3BUTHUS OCTPO PECTIMPATOPHON TOKCHYHOCTH TSKETION
CTENEHHU, BKJIIOYas OCTpbId pecnuparopHblii auctpecc-curiapom (OPJIC), mocne mnpuema
TUAPOXJIOpOTHA3HIA. Kaxk IMpaBUJI0, OTCK JICTKHUX PAa3BUBACTCA B TCUHCHHUEC HCCKOJIbKUX MHUHYT WA
4acoB IIOCJIE IpuUeMa TUAPOXJIOopoTHasuaa. HauanbHble CHMITOMBI BKJIIOYAKOT OJBIIIKY,
JUXOpPAaAKy, YXYJUICHUC COCTOSAHUA JICTKUX U apTCPHUATIbHYIO T'HIIOTCH3HIO. HpI/I IMoJ03pCHUH Ha
OPIC Heo0XoAMMO OTMEHUTh HpenapaT M Ha3HAYUTh COOTBETCTBYIOLIEE JICYCHHE.
['unpoxsiopoTnasuj He ciaeayeT Ha3HauyaTh MalUeHTaM, Y KOTOpbIX paHee HabOmogancs OPZC
1ocJie prueMa ruIpoxJIOpoTHa3ua.

BcrnoMmorarensHble BellecTBa

Jlakmo3sa

JlaHHBII T€KapCTBEHHBIN MpenapaTa He CJIeIyeT IPUHUMATh AIUEHTaM C PEKO BCTPEUaroIEencs
HACJIEACTBEHHOM HENEPEHOCUMOCTBIO T'aJIAKTO3bI, JIAKTa3HOW HEJOCTATOYHOCTBIO WM INIFOKO030-
raJIaKTO3HON MababcopOIueil.

Hampuu
Jannslil penapat conepxut MeHee 1 Mmoib Hatpus (23 Mr) Ha 1 TabneTky, TO €cTh, 10 CYTH,

«HE COACPIKUT HanHﬁ)).

4.5. B3anMmojeilicTBMe C JAPYrHMH JIeKAPCTBEHHBIMHM TMpenapaTramMu W JApyrue BH/bI
B3aUMOAEHCTBUA

.HeKaDCTBeHHBIe cpeacTBa, OJHOBPEMCHHOC MPUMEHEHUEC C KOTOPbIMH CICAYET n30erath

Obwue nexapcmeennvle 83aumooeticmaust 0Jisk 8alCAPMana U UOPOXI0pOMUA3Udd

Ipenapamur arumus

[Tpu ogHOBpeMeHHOM npuMeHeHUuu HHIuouTopoB AIID, APA |l nnu THa3UAHBIX TUYPETUKOB C
npernapaTamMy JIMTUS OTMEYAJIOCh OOPaTUMOE MOBBIIIEHHE KOHLEHTPALUHY JIUTHS B IJIa3M€ KPOBU
U CBSI3aHHOE C 3TUM YCHWJIEHHE TOKCHYECKUX IpOSIBIECHUN. PUCK TOKCHYECKMX MpPOSBIICHUH,
CBS3aHHBIX C MPUMEHEHHWEM IpenapaToB JUTHS, MOXET JOIMOJHUTENIbHO YBEIUYUBATHCS TNPHU
OJIHOBPEMEHHOM IIPUMEHEHUH ¢ npenapatoM Banscakop H 80, mockonabKy nmouyedHbIN KIUPEHC
IIpenapaToB JIUTHS CHIKAETCS MOJ ACMCTBUEM THAa3WUIHBIX AUypeTukoB. Ilpu HeobOxoaumocTu
OJIHOBPEMEHHOI'O IIPUMEHEHHUs C MpenaparaMu JIMTHS CIEAyeT TIIATEIbHO KOHTPOJIMPOBATh
KOHIEHTPAIUIO JIUTHS B I1a3Me KPOBH.

JIekapCTBEHHBIE CPEJICTBA, OJHOBPEMEHHOE IPUMEHEHHUE C KOTOPLIMH TDCGVGT OCTOPOKHOCTHU

Jlexapcmeennvie 83aumooelicmsusi 015 8a1capmana



Jlsounas baoxaoa PAAC

OpnoBpemenHoe mnpumeHenue APA |l, Bxmrouas BajcapTaH, ¢ JApyruMU [penaparamu,
BausiiolumM - Ha PAAC, npuBOIMT K IMOBBIIIEHUIO YacTOThl BO3HUKHOBEHMS CIIy4daeB
apTepUaNtbHON TUIIOTEH3WH, TUMEPKATUEMUH, HApYIICHUIO (YHKIMU TOYEK 10 CPAaBHEHHIO C
MOHOTEpaIue.

JBoiinas Onokaga PAAC mocpencTBOM OIHOBPEMEHHOTO NMpUMeHeHUs uHruoutopamu AlID,
APA 1l nnm anuckupeHa He peKoOMeHJ0BaHa B o0mmel nomyssiinuu. OIHaKo, B TOM Cllydae, eCliu
KOMOMHUpOBaHHAs Tepanus yKa3aHHBIMM IpenaparamMd, B TOM 4YHCIE€ IpenaparoMm
Banbcakop H 80, sBnsercs abCOMOTHO HEOOXOAWMOHM, Takoe NPHUMEHEHHE JIOJDKHO
OCYIIECTBIISATHCS O] TIIATEILHBIM HAOIIOICHUEM Bpada, C YaCThIM KOHTpOJIeM Tokazareneid A/Jl,
(GYHKIMH TIOYEK, a TaKXKE COACPIKAHUS AICKTPOJIUTOB IUIa3Mbl KpoBU. He ciemyeT nmpoBOAHTH
onHOBpeMeHHYI0 Tepamuio uHTHOMTOpamMu AIID® u APA Il y manueHToB C amabeTHYecKOn
HedponaTuei.

OpnHoBpeMeHHOE NpUMEHEHue mpemnaparoB, coaepxkamux APAIL, Bxirowas mnpemnapat
Banbscakop H 80, ¢ npyrumu cpencreamu, Bausitomiumu Ha PAAC, B TOM 4uciie ¢ amucKUpPEeHOM,
IIPOTUBONOKA3aHO Y MAallMEHTOB C CaXapHbIM IUAa0EeTOM U (WJIM) YMEPEHHBIMU WJIU TSKEIBIMU
HapymenusamMu pyrkmun nouek (CK® < 60 mn/mun/1,73 M?) 1 He pPeKOMEHOBAHO Y APYTHX
HAIMEHTOB.

Hpenapambl u eeuecmea, siauAdrouue Ha codepofcaﬂue KaJjlusd 6 Cbl6OpoOmKe Kposu

[Ipu ogHOBpEMEHHOM TMPUMEHEHUU C OMOJIOTHYECKH AKTUBHBIMU J00aBKaMH, COACpPKalIUMU
Kalui, KauicOeperaloiuMy AUy peTHKaMU, SIUIEPEHOHOM, KalIMKHCOIep KalliMHI 3aMEHUTESIMU
COJIU WJIA JIPYTUMH TIperiapaTaMu, KOTOPbIE MOTYT BBI3BIBAaTh U3MEHEHUE COJICpKAHUE Kallusi B
KpOBH (Hampumep, TemapuH U J1p.), CIeAyeT coOIogaTh OCTOPOXXHOCTh U PETYISPHO
KOHTPOJIMPOBATH COJIEPKAHUS KaJlis B KPOBH.

Hecmepououvie npomusosocnarumenvuvie npenapamsl  (HIIBII), exawouas cerekmueHble
uHzubumopwl yukiooxcuzenaszol-2 (LJOI-2)

[Tpu npumenennn APA 11 ogroBpemenno ¢ HITBII (Bkirouas cenekTuBHble HHTHOUTOPHI [[OI'-2)
BO3MOXXHO OcJa0JeHHe MX TMIOTEH3UBHOIO JEWCTBUA. boiiee TOro, y MOXKMIIBIX MAlUEHTOB C
COITyTCTBYIOIIEH THUMOBOJeMHENH (B TOM 4MCIE BCIEACTBHE NpHUeMa TUYPETUKOB) WM C
HapylIeHHOM (¢yHKIUel mnodek, oaHoBpemeHHoe npumeHeHue APA II u HIIBII, Bxirouas
cenekTuBHbIe HHTHOUTOPBI LIOI'-2, MOXeT npuBecTH K yXy/IIeHHIO (YHKIIUHU [TOYEK, B TOM YUCIIe
BO3MOXKHOMY Pa3BUTHIO OCTPOM TIOYEYHOM HemoctarouyHocTH. Ilpu HeoOxogmmocTu
OJIHOBpEMeHHOTo nprMeHeHus BancaptaHa u HIIBII (Brmrouas uaruourtoper 1{OI'-2) y Takux
MAIMEHTOB HEOOXO0JUM KOHTPOJIb (YHKIIMH ITOYEK B Hayajle OJJHOBPEMEHHOU Tepanui, a TakKe B
ClIy4ae ee KOPpeKIuu.

benxu-nepenocuuxu

HccnenoBanus in Vitro Ha KyJIbTypax MEYeHH MOKa3aln, YTO BaJICAPTaH SBISETCS CyOCTPaTOM JIJIst
oenkxoB-iepenocunkoB  OATP1B1 m MRP2. OmHOBpeMeHHOE IpHMEHEHHE BajcapTaHa C
uHruouropamu Oenka-nepenocunka OATP1BI1 (pudaMnuiuH, IMKJIOCHIOPHH) U C HHTHOUTOPOM
Oenka-nepeHocunka MRP2 (putoHaBup) MOXKET MNPUBOAUTH K YBEIWYEHUIO CUCTEMHOMN
HKCIO3ULIMY BaJicapTaHa.

Omcymcmeue 1eKxapcmeenio2o 63AUMOOCUCEUS.

IIpu MoOHOTEpanmuu BajCapTaHOM OTCYTCTBYET KIMHHUYECKM 3HAYUMOE B3aUMOJACUCTBUE CO
CIIEIYIOIMIMMH JIEKAaPCTBEHHBIMU CPEJCTBAMU: LUMETHUAMH, BapdapuH, GypoceMua, TUTOKCHH,
aTEHOJIOJ, MHIOMETAIIUH, THAPOXJIOPOTHA3U]T, AMIIOIUITNH, TTIMOCHKIAMHU/I.

Jlexapcmeennvle 83aumooeticmsust 01 2UOPOXIOPOMUAZUOA



Ipenapamur, CNnocobHble _Bbl3blEANb I’lOJZuMODCbHVIO 3/C€JZV()0’4[K06VlO maquap()u;o muna
«nupyasmp

Crnenyer ¢ 0OCTOPOKHOCTBIO IPUMEHATH THA3UAHBIE JUYPETUKHA OJHOBPEMEHHO C Ipenaparamy,
CHOCOOHBIMHU  BBI3BIBATH TMOJMMOP(GHYIO JKETYJOUYKOBYIO TaxHKApAHIO THIIA «IUPYIT», B
YaCTHOCTH, C AaHTHapuTMHYecKMMH npenaparamu la wu III kiaccoB M HEKOTOpBIMU
AQHTUIICUXOTUYECKUMHU IIPENAapaTaMH, B CBSI3U C PUCKOM PA3BUTHS THIIOKAIUEMHUH.

Jlpyaue cunomen3usnvle npenapamol

TuasunHple AUYPETHKH YCHIUBAIOT AHTUTUICPTEH3UBHBIA 3(P(EKT Apyrux THIIOTEH3UBHBIX
npenapatoB (B TOM  4Mcie — IyaHeTHJMHA,  METWJIJONBI,  Oera-aJpeH00JI0KaTopoB,
BA30/IMJIaTaTOPOB, OJIOKATOPOB «MEJICHHBIX» KaJIbIIMEBbIX KaHaJI0B, HHTHONTOpOB AIID, APA 11
Y TIPSIMBIX HHTUOUTOPOB PEHUHA).

K)/’DCZD@)’IO@O6HIJZ€ MUoperaxkcarHmbl

Tuasugneie AUYPCTHUKH, BKIIHOYUAA THUAPOXJIOPOTHA3UA, IMOTCHLUUPYIOT ﬂeﬁCTBHe CKCJICTHO-
MBIIICYHBIX MUOPCIaKCAHTOB.

ﬂeKapcmgeHHble npenapamsl, 6jauArouiue Ha codep:)fcaHue KaJjluA 6 Cbl6OpoOmKe Kposu

Puck pa3BuTHd T'MIOKAJIMEMHUM, BbI3BIBAEMBIH JUYPETHKAaMH, MOXKET YCHUJIUBAThCA MpU
OJTHOBPEMEHHOM NpuUMeHeHuu rimokokoptukocrepouioB (I'KC), anpeHOKOpTHKOTPOIHOIO
ropmona (AKTI), amdorepunmHa, KapOEHOKCONOHA, TEHUIMIINHA, AalleTUICATHINIOBOM
KUCIOTBl MJIM €€ MPOM3BOAHBIX U AaHTHApPUTMMUYECKUX IpemnapaTtoB. Pexkomenayercs
KOHTPOJIMPOBATh YPOBEHb KaJlus B IUIa3Me KPOBHU B Clly4ae HEOOXOIMMOCTH Ha3HAYEHUS JaHHBIX
JIeKapCTBEHHBIX IpenapaToB B KOMOMHAIMU C THAPOXJIOPOTUAZUIOM.

Jlexapcmeennvie npenapamasl, GAULIOUUE HA CO()€D9¥CCIHM€ Hampusi 6 Kposu

['mnonatpuemuueckuit 3¢ (dext, BHI3BIBAEMBIH AWYypeTHKaMHM, MOXET YCHINBAThCS MpHU
OJIHOBPEMEHHOM MPUMEHEHUU c aHTHJIETIPECCAHTaMU, AHTUIICUXOTUYECKUMH,
OPOTHBOCYJOPOXKHBIMU TpernapataMu U T. 1. CiegyeT coOdrofaTe OCTOPOXHOCTb IPH
JUIUTETTLHOM OJIHOBPEMEHHOM MPUMEHEHHUH C BbIIIEYKa3aHHBIMU MpernapaTaMu.

T unoanuxemuuecxkue cpedcm 6a

TuasuaHble TUYypeTUKH MOTYT HapyllaTh TOJIEPAHTHOCTh K IUIIOKO3€, B CBSI3U C YEM MOKET
noTpeOOBATHCS KOPPEKLHUS 103 UHCYJIMHA U TUIOTJIMKEMUYECKUX CPENICTB JUIsl IpHeMa BHYTPb.
CrnenyeT ¢ OCTOPOKHOCTBIO IPUMEHSATH THAPOXIOPOTUAZH]] COBMECTHO C MET(POPMHUHOM B CBSA3HU
C PHUCKOM pa3BUTUS JaKToalMjao3a Ha (oHe HapyleHus (yHKIUM T0YeK, BBI3BAHHOTO
TUAPOXJIOPOTUAZUIOM.

Cepoeunvie 2nukos3uobl

['unokanuemMust UM runoMarHuemMus (HexenaTenbHble 3PPEeKThl THAa3UIHBIX IUYPETUKOB) MOTYT
CIOCOOCTBOBAaTh Pa3BUTHIO HAPYIICHUH CEpJEYHOrO0 pUTMa y MAIMEHTOB, MOIYYaIOLINX
CEpJICUHBbIE TTTUKO3U/BI.

HIIBII, sxniouas cenexmusnvie unubumopol 1JOI-2

OpnnoBpemenHoe npumeHenue HIIBII (manpumep, HpOM3BOIHBIX CATMIMIOBONW KHCIOTHI,
UH/IOMETAIMHA) C THAPOXJIOPOTUAZUIOM MOXKET MPHUBECTH K YMEHBIIECHHUIO JHUYPETHUYECKOTO U
AHTUTUIIEPTEH3UBHOrO 3(QdekToB mnocinenHero. ComyTcTByIOlas TUIOBOJIEMHS MOKET
CIIPOBOLIMPOBATH PAa3BUTUE OCTPOU IMOYEYHON HEJOCTATOYHOCTH.

Amanmaoun

IIpy OAHOBPEMEHHOM NPUMEHEHHH C THA3UAHBIMU JAUYypeTHUKaMH (B TOM  4YHCIIE
TUAPOXJIOPOTHA3UIOM) BO3MOKHO YBEIMUCHHUE MOOOYHBIX A(D(PEKTOB aMaHTaIHA.



Ipomueoonyxonesvie npenapamol (Hanpumep, yuxkiopochamuo, memompexcam,)

OnHOBpeMEHHOE NPUMEHEHUE THA3UAHBIX AUYPETUKOB (B TOM 4MCIE TUIAPOXJIOPOTHA3UAA)
MOJKET YMEHbBIIATh BBIBEJACHUE LUTOTOKCHUYECKUX CPEACTB IOYKAMH M YCHJIMBATh MX
MUEJIOCYIIPECCUBHOE JCICTBUE.

H u M-xonunobrokamopuwi

H wu M-xonuHo6mokaropel (B TOM 4HCJI€ AaTpPONMH, OHIEPHAEH) MOTYT IOBBIIATH
OMOAOCTYIIHOCTh ~ I'MJPOXJIOPOTHA3UAa, 4YTO, MO-BUAMMOMY, CBS3aHO C  YIHETCHHEM
NEePUCTANBTUKHU Keny1ouHo-kuieuyHoro tpakrta (KKT) u cHmkeHrem CKOpoCTH OMOpOXKHEHUS
xenynka. Hamporus, crumyssropsl  Motopuku JKKT  (umsanpua) MoOryT — CHMXKATth
0MO0CTYTHOCTh THIPOXJIOPOTHA3UAA.

AnuonoobMmenHble CMOIbL

BcaceiBanue ruipoxaopoTrasuia HapymaeTcsi B MPUCYTCTBUN KOJIECTUPAMUHA M KOJICCTHIIOINA.
OpnnHako, KOppeKIKs BpeMEHH MpreMa JaHHBIX MPernapaToB MOKET YMEHBIIUTh PUCK YKa3aHHOTO
B3aMMOJICHCTBUYS: THIPOXIIOPOTHAZHU]I CIICIyeT IPUHIUMATh KaK MUHIUMYM 32 4 4aca JI0 WU 9epe3
4—6 4acoB 1ocJe npueMa aHHOHOOOMEHHBIX CMOJT.

Bumamun D

OI[HOBpeMeHHHﬁ MNpUeM I'uapoxjiopoTuasuga ¢ BHTAMHHOM D unu consMu KaablMs MOXKET
MOTCHUUPOBATDb T'MIICPKAIBIUEMHIO.

Conu xanvyus

HpI/I OOHOBPCMCHHOM NPUMCHCHHU C THA3UIHBIMW JUYPCTHKAMH BO3MOXHO pPa3BUTUC
THUIICPKAJIBIIUCMHUU 3a CUCT YBCIIMUCHUS KaHaHBHeBOﬁ pea6cop6u1/m KaJdblusi.

uumocnogzuﬁ

HpI/I OIHOBPECMCHHOM IMPUMCHCHUHN THAPOXJIOPOTHA3U A U MUKIIOCIIOPUHA YBCIIMYUBACTCS PUCK
PAa3BUTHUA TUIICPYPUKEMUHU U MTOABJICHUA CUMIITOMOB, HAIIOMHUHAIOIIUX IMOJAarpy.

B-adpenobirokamopul

HpI/I OAHOBPEMCHHOM NNPUMCHCHHU C TUASUAHBIMU JUYPETUKAMH BO3MOXHO YBCINYCHHUC PUCKA
Pa3BUTHA TUTICPTIIMKEMHUU.

Jluazoxcuo
TuasuaHble AMYPETUKH MOTYT YCHJIMBATh TUTIEPTIIMKEMUYECKHi 3 (HeKT nuazokcua.

Jlexapcmeennvle _npenapamol, NpUMEHAWUecs O0asa  Jeyenus  nooazpuvl  (npobeneyuo,
CYIbDUHRUPA3ZOH, QILIONYVPUHOTL)

MosxeT noTpeb6oBaThbCsi KOPPEKIUs A03bl YPUKO3YPHUECKHX JIEKAPCTBEHHBIX MTPENapaToB, TaK KaK
TUAPOXJIOPOTHA3U]] YBEIIMYUBAET KOHLEHTPALUIO MOYEBOU KUCIIOTHI B CBIBOPOTKE KPOBU. MOXKET
noTpeboBaThCsl yBEIMUYEHHUE J103bI IpoOeHenra win cyibuanupa3ona. [Ipu onqHoBpeMeHHOM
IIPUMEHEHUN C THA3UAHBIMH JUYPETUKAaMM (B TOM 4YHCIIE TMAPOXJIOPOTHA3UIOM) BO3MOXKHO
YBEJIMYECHUS PUCKA PA3BUTHSI PEAKIIUI THIIEPYYBCTBUTEIBHOCTH K aJJIOILYPHUHOILY.

Memunoona

B nmutepatype coobmanock o cirydasx pa3BUTHS T€MOJUTUYECKON aHEMHH TTPH OJTHOBPEMEHHOM
MPUMEHEHUHU THAPOXJIOPOTUA3UAA U METUIIIOTIBI.

Dmanon, bapbumypamel U HAPKOMUYEcKue cpeocmasd

OIIHOBpeMeHHOC NPUMCHCHUC C TUAPOXJIOPOTHUAZUAOM MOIKET CII0COOCTBOBATh Pa3BUTHUIO
OpTOCTaTquCKOﬁ TUITIOTCH3HUH.

Ilpeccopuvie amumwi
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I'mapoxmopoTnasns; MOXET yYMEHbIIaTh OTBET Ha BBEACHHE IIPECCOPHBIX aMHHOB
(Hopanpenanus). KnnHudeckas 3HaYMMOCTb JaHHOTO 3((deKkrTa COMHHUTEIbHA W HE MOXKET
HPEMSITCTBOBATh X OJHOBPEMEHHOMY IPUMEHEHHIO.

HOOCOO@D(MCCZWME KOHmMpacmHbvle eeuiecmed

OO06e3BoxuBaHWE opraHu3Ma Ha (¢GoHE IpHeMa THA3HIHBIX JIHYPETHKOB YBEIUYMBAET PHUCK
pa3BUTUS OCTPOUM IMOYCYHOW HEIOCTATOYHOCTH, OCOOCHHO MpPH MPUMEHEHUH BBICOKUX J103
HojcoaepKalnXx KOHTPACTHBIX BemiecTB. [lepen mpumMeHeHneM HOACOIep KaUX KOHTPACTHBIX
BEIIECTB HEOOXOAMMO KOMIIEHCUPOBATh MOTEPIO KUJIKOCTH.

4.6. DepTUIBLHOCTH, 0€PEMEHHOCTDH U JIAKTALMS

bepemeHHOCTD

Kak u moboit apyroit mpemapar, okasbiBaromui mnpsimoe neiictBue Ha PAAC, mpenapar
Banbcakop H 80 He cinenyer mpuMeHSTh y KEHIIUH, TUIAHUPYIOMUX OepeMeHHOCTh. [Ipu BeIOOpe
moboro mpemnapara, BosaeWcTBytomero Ha PAAC, Bpauy crnenyer mnpouHGOpPMUPOBATH
MAlUEHTKY C COXPAaHEHHBIM PENPOIYKTUBHBIM MOTEHIIMATIOM O BO3MOKHOM PHCKE IPUMEHEHUS
mpernapara Bo BpeMsi 0epeMEHHOCTH.

VYuuteiBas Mexanusm aectBusi APA Il, Henb3s MCKIIOYUTH PUCK Juisl Twioga. M3BectHo, 4TO
npuMmenenue nHruoutopos AIID (kiace criennUUHBIX JIEKAPCTBEHHBIX CPEICTB, IEHCTBYIOIINX
Ha PAAC) Bo II u III TpumMecTpe GepeMEHHOCTH MPUBOAUT K MOpaXEeHUI0 U rudenn ioxaa. 1o
JaHHBIM PETPOCHEKTUBHOTO aHanu3a mnpuMeHeHue wuHruoutopos AIID B I Tpumectpe
OepeMEeHHOCTH acCOLMUPYETCs ¢ MOTEHIMAIbHBIM PUCKOM BO3HUKHOBEHHUS MOPOKOB PA3BUTHS
10/1a.

['unpoxiopoTnasuj NpoHUKaeT yepe3 maneHTy. [Ipu HenpenHaMepeHHOM IpuUeMe BajcapTaHa
npu OepeMEeHHOCTH ONHUCaHbl CIy4al CaMONPOM3BOJIBHOIO IpephIBaHUS OCPEMEHHOCTH,
MaJIOBO/IMSI U HAapyLIeHHs (PYHKIIMY MTOYEK Y HOBOPOXKIEHHBIX.

BHyTpryTpoOHOE BO3AEHCTBIE THA3UIHBIX JUYPETUKOB, BKIIOYAs THAPOXIOPOTHA3HI, HA MO
ACCOLIMUPYETCS C PA3BUTUEM KEATYXHU WIM TPOMOOLUTONEHUH Y TUIOAA WK HOBOPOKJIEHHOTO, a
TaK)K€ MOXET acCOLMMPOBATBHCS C APYTMMH HEXKENATEIbHBIMH pPEaKLUUsSIMU, OTMEYEHHBIMHU Y
B3pociibiX. B ciydyae eciin OepeMEHHOCTh JUArHOCTHpPOBaHa B IMEPHOJI JICUEHHUS MpPEernapaTrom
Banscakop H 80, npenapat cinenyer OTMEHUTh KaK MOKHO pPaHBbIIIE.

Mamepunckuii u (uiu) omMoOpuoOpemanvHblll pUCK, ACCOYUUPOBAHHDBLU C 3aD01e8aHUEM

ApTtepuanbHas TMIIEPTEH3Usl MPU OEPEMEHHOCTH YBEIMUYUBAET PUCK PA3BUTHUS MPEIKIAMIICHH,
TeCTAI[MIOHHOTO CaXapHOTO auadera, MPEeXICBPEMEHHBIX POJIOB, a TAK)KE OCIOXHEHUH B ponax
(HampuMep, HEOOXOJMMOCTh KecapeBa CEYeHMs, pa3BUTHE MOCIEPOIOBOrO KpoBoTeueHus). [lpu
apTepruaNTbHON TUIIEPTEH3UN YBEIMUNBACTCS PUCK 33JIePKKH BHYTPHYTPOOHOTO pa3BUTHS TUIO/IA
U BHYTPUYTPOOHOM rubemnu mioja.

Puck co cmoponwvl niooa/nosoposrcoennoco

MasnoBoaue y OepeMEHHBIX, MpUHUMArOIUX npenapatsl, Biustonme Ha PAAC Bo Il u
Il TpumecTpe, MOXKET MPUBOAUTH K YXYIIICHHIO (YHKIUHU IMOYEK IJI0Ja, YTO B PE3yJibTaTe
IOPUBOJAUT K aHYPUU U TOYEYHOH HEIOCTaTOYHOCTH, THMIOIUIA3MU JIETKHUX IUI0AA, AedopMaluu
CKeJIeTa II0/a, BKIIIoYas TUIOIJIA3WI0 KOCTEW yepena, apTepHalibHON TMIIOTEH3WU U Trudenu
ioza.

[Ipu HempenHamepeHHOM TmpueMme mpenapatoB APA Bo BpeMs OEpeMEHHOCTH CIEayeT
paccMOTpeTh BOMPOC 0 HEOOXOAUMOCTH COOTBETCTBYIOLIETO MOHUTOPUHTA COCTOSTHUS TIJI0/1A.

HoBopoxaeHHBIX, MaTEepH KOTOPBIX Mmojydanu Tepanuio APA, crenyer TmatenbHO HaOMI0aTh
OTHOCHUTEJIBHO PA3BUTHSI apTEPUAIBHOU THIIOTCH3UU.
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Bancapman

[TIpu wm3yueHnn >MOPHOGETATBLHOTO PA3BUTUS Yy MBIIICH, KPOJUMKOB M KPBIC HAOIIOJANACh
deroTokcnyHOCTH (CM. pasmen 5.3.).

T'uopoxnopomuazuo

He oTMedeHO TEpaTOreHHOCTH W BIHMSHHUA THAPOXJIOPOTHA3UIa Ha (QEepTHIBHOCTH U
OTLTIOIOTBOPEHUE B MICCIIEAOBAHUU Y 3 BUIOB KUBOTHBIX, KOTOPBIC TIOTyYaTH THAPOXIOPOTHASH]T
BHYTpPb (cM. pazzen 5.3.).

JlakTanms

HeunsBecTHO, BBIAEIAETCS JIM BaJICApTaH B IPyAHOE MOJIOKO. B TOKIMHUYECKHX MCCIEAOBaHUAX
II0Ka3aHO, 4YTO BaJCapTaH BBIACIAECTCS C MOJIOKOM JIAKTUPYHOLIUX KpbIC. I'mapoxiioporuasun
BBIJICIISIETCS C TPYIHBIM MOJIOKOM. [IpuMenenue npenapara BO BpeMs IpyJHOIO BCKapMJIMBaHUs
IIPOTUBOIIOKA3aHO.

DepTHabHOCTD

JlaHHBIX O BIMSHMM BaJICapTaHa WM TUAPOXJIOPOTHA3HJA HA (PEPTHIIBHOCTH y YEIOBEKa
OTCYTCTBYIOT. B JNOKIIMHUYECKHX HCCIEIOBAHUAX HE OTMEUYEHO BIIMSIHHUS BaJicapTaHa WIIU
TUAPOXJIOPOTHA3H]IA HA (PEPTHIIBHOCTD Y KPBIC.

4.7. Bunsinue Ha CHOCOOHOCTH YNPABJIATH TPAHCIOPTHBIMHM CpPeICTBAMH WU padorarh ¢
MeXaHu3MaMu

HccnenoBanuss  BiusHusa  npemnapata Bambcakop H80 Ha  cmocoOHOCTH — ympaBisiTh
TPAHCIIOPTHBIMHU CPEJICTBAMH U pabOTaTh C MEXaHU3MaMHU He MPOBOAMINCH. ClleIyeT yUUTHIBATD,
YTO MHOTI/IA [IPU IPUEME MperapaTa MOKET BO3HUKATh FOJIOBOKPYKEHUE WIIA YTOMIIIEMOCTb.

4.8. HexkenaresibHbIEC peakuuu

Pesrome mpoduis 6e3onacHOCTH

Hmxe B coOoTBETCTBHUM C CUCTCMHO-OPraHHbIM KJIACCOM YKa3aHbl HCKCIIATCIbHBIC PCAKIUU I10
JaHHBIM KIMHHUYCCKHUX I/ICCJ'IeI[OBaHI/Iﬁ n na6opaT0pHHe AAaHHBIC, KOTOPBIC BCTPCHYATIUCH YalllC IIPU
MNPUMCHCHUHN BajICapTaHa U I'HAPOXJIOPOTHA3UAa B CPABHCHUU C rmaue60, a TAaKXXC OTIACIIBHBIC
COO6H_ICHI/I}I, MMOJIYYCHHBIC B ITIOCTPETUCTPALIMOHHOM IICPUOJL.

TabnuuHoe PE3I0OME HEXKENATCIIbHBIX PEaKIINl

HexenarenbHble peakiuy, 3aperuCTPUPOBAHHBIE PaHEe IIPU IPUMEHEHNUH KaXI0ro KOMIIOHEHTa
B MOHOTEpanuu, MOT'yT BO3HMKaTh IIpU NMpUMeHEeHUH mpemnapara Banbcakop H 80, naxe B ToM
cillyyae, €ClIM OHM He ObUIM 3aperucTpUpOBaHbl B KIMHUYECKHX HCCIEIOBAHMUAX JIaHHOTO
mpernapara.

YacToTy BCTpEYaeMOCTH OTIPEIENISITH CIIeIyI0IUM 00pa3oMm:

oueHb yacto (> 1/10);

gacto (> 1/100, o < 1/10);

Heyacto (> 1/1 000, ro < 1/100);

penko (> 1/10 000, Ho < 1/1 000);

oueHb penako (< 1/10 000);

JacTOTa HEM3BECTHA (HA OCHOBAaHUH MMEIOIINXCS TAHHBIX OIIEHUTh HEBO3MOYKHO).

HexenarenbHple peakiyy CrpynIUPOBaHbl B COOTBETCTBUH C MOPSAKOM Ha OCHOBAaHUW CUCTEMHO-
oprannbix kiaccoB (COK). B npenenax kaxxJ10oro CUCTEMHO-OPIaHHOTO Kjlacca HEKeIaTelbHbIE
peaKIuy NepevyrcieHbl B MOPSIKE YMEHBIIECHUS BaXKHOCTH.

COK HexenareabHast Basicapran Bascapran I'mppoxaopo-
peaknus + THA3H]
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THIPOXJIOPO
-THA3U]

JloOpoxavecTBeHHbDIE,
3JI0KaYeCTBEHHbIE  H
HEeyTOYHEHHbIe
HOBOOOpa30BaAHUA
(BKJIIOYAS KHUCTBI M
MOJIMIIbI)

HemenanomHsbIi pak
KOXH
(6azanpHOKIIETOTHAS
KapIuHOMa KOXKHU U
TUTOCKOKJIETOYHBIN paK
KOH, CM. paszen 4.4.)

YacToTa
HEU3BECTHA

Hapymenus co
CTOPOHBI KpPOBH H
Jgum@paTudecKo
CHCTEMbI

TpoMOonuTOTICHNS,
WHOTJIa B COUYCTaHUH C

IIypiypo

Penxo

TpoMOomuTOTIEHNS

YacToTa
HEU3BEeCTHA

Jlelikonenus
ArpaHyaoLuTo3
VYruercHue
KOCTHOMO3I'OBOI'O
KPOBETBOPEHUS
I'emonmTHdeckas aHeMHUS

Ouens peako

Annactryeckas aHEMUS

YacToTa
HEW3BECTHA

CHuxeHue remMorinoounHa
1 TEMATOKPUTA

Yacrtora
HEU3BECTHA

Heiirponenus

YacrtoTa
HEN3BECTHA

Hapymenus co
CTOPOHBI  MMMYHHOI
CHCTEMBI

I'unepuyBCTBUTENBHOCTS,
BKJIFOYAsi CHIBOPOTOUYHYIO
00JIE3HD

Yacrtora
HEU3BECTHA

Peakun
THUIEPYYBCTBUTENIEHOCTH

Yacrtora
HEHW3BECTHA

Hapymenus
MeTado0In3Ma 1
NMUTAHUSA

lMunepxanuemus

YacToTa
HEN3BECTHA

T'unoxannemusa

Yacrtora
HEW3BECTHA

OueHb yacTo

IToBeIIEHTE
KOHIICHTPAIUH JINTIH]IOB B
IJ1a3M€ KPOBH

OueHp  4YacTo
(ocobeHHo  Ha
(hoHE BBICOKUX
J103
TUIPOXIIOPOTH-
aszmma)

I'unonarpuemus

Yacrtora
HEUu3BEeCTHA

Yacrtora
HEHU3BECTHA

Yacto

T'unomaruunemus
I'unepypukemus

Yacto

IN'unepkanbruemus
l'uneprankemus
I'moko3ypust u
yXyALIEHUE
MeTa0OIMYECKOTO
COCTOSIHMSI TIPU CaxapHOM
nradere

Penxo

T'unoxnopemMuueckuii
aJKango3

Ouens peako

Herunparanus

Heuacto
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Hcnxnyeckue Hapymenune caa - - Penxo
HapylIeHUs Henpeccust
Hapymenus co | 'onoBHas 6011b - - Penko
CTOPOHBI HepBHOI | [0JI0BOKpYKCHHUE OueHsb penko | - Penxo
CHCTEMBI Iapecresus Heuacto - Penxo
Cunxorne YacroTa - -
HEHM3BECTHA
Hapymenus co | Hapymenue 3penus - - Penko
CTOPOHBI opraHa (ocobenHo
3peHust IIepBbIe
HECKOJIBKO
HeZeb
JICUCHHUS)
HeueTtkocTh 3peHus Heuacrto - -
OcTpsiii HOPUCTYII | - - Yacrora
3aKpPBITOYTOJILHOM HEU3BECTHA
[J1ayKOMBI
XopHrou1aJIbHbIA BBITIOT
Hapymenus co | [ITym B ymax Heuacrto - -
CTOPOHBI OpraHa cjyxa | Bepruro - Heuacro -
U JJAa0MPHUHTA
Hapymenus co | Apurmuu - - Penko
CTOPOHBI Cepala
Hapymenus co | Oprocraruueckas - - Yacro
CTOPOHBI COCY10B TUIIOTEH3US
Backynut - Yacrota -
HEU3BECTHA
AptepuanbHas Heuacro - -
TUIIOTEH3US
Hapymenus co | Hexapnuorennsiii  orek | Yactora - -
CTOPOHBI JIETKUX HEU3BECTHA
AbIXaTeJbHOM Kamens Heuacto - -
CHUCTEMBbI, opranoB | OPIIC, pecnupaTopHsbIi | - - OueHb penko
IPYAHOI  KJIETKH M | JUCTPECC-CUHAPOM,
cpeaocTeHus BKJIIOYass IHEBMOHHUT H
OTEK JIETKHX
Hapymenus co | bonb B xuBOTE - Heuvacto -
CTOPOHBI  KETYAOYHO- | AHTHOHEBPOTUYCCKHH - OueHb penko -
KHMIIEYHOr0 TPAaKTa OTEK KHILIEUYHUKA
Cnabo BBIpa)XEHHAs | - - Yacro
TOILLIHOTA
PBota
3amop - - Peaxo
Huapes OueHs penko | - Penxo
[Tankpearut - - OueHb penko
JuckoM¢opT B )KHBOTE - - Penxo
ITorepst anmerura - - Yacto
Hapymenust co | IToBbllIEHHME AKTUBHOCTH | - Yacrora -
CTOPOHBI NEeYeHHW M | «IIECUYECHOYHBIX» HEU3BECTHA
JKeJTYeBBIBOAS IIMX (depMeHTOB  (MOKa3aTemH
nyrei (byHKIIMOHANBHBIX ~ TPOO
TICYCHN)
BryTpunedeHouHbIN - - Penxo
XO0JIECTa3 WM XKENTyXa
Koxnblit 3y1 - Yacrota -
HEU3BECTHA
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Hapymenus co | KpanuBanna wu gpyrue | - - Yacro
CTOPOHBI  KOXM M | (JOPMBI ChINU
MO/IKOKHBIX TKaHeH Koxnas ceImb 1 3y1 - Yacrora -
HEU3BECTHA
Peakius - - Penxo
(hoToCeHCHOMITN3AINH
AHTHOHEBPOTHIECKHIA - Yacrora -
OTEK HEU3BECTHA
KpanuBauua wu ngpyrue | - - Yacro
BUIBI KOKHOU CBIITU
Bynnesnslii nepmarur - Yacrora -
HEU3BECTHA
Hexporusupyromuii - - OueHb penko
BaCKyJIUT W TOKCHUYECKHN
SMUIEPMAJIbHBIN
HEKpOJIN3
BomyanounononoOHbIE
peaknuu
O6ocrpenue KOMHBIX
NPOSBICHUNA CUCTEMHOU
KpacHOM BOJIYaHKHU
MHuorodopMHas sputemMa | - - Yacrora
HEU3BECTHA
Hapymenus co | Muanrus Heuacro - -
CTOPOHBI MBIIIEYHOH, | MBIIICUHBIN CrIa3M - - Yacrora
KOCTHOM U HEHU3BECTHA
COETMHUTEILHOM Aprpanrus Ouensb pesko | - -
TKAHHU
Hapymenus co | [Toueunas - Yacrora Yacrota
CTOPOHBI  MOYEeK M | HEJOCTaTOYHOCTh HEU3BECTHA HEU3BECTHA
MOYEBbIBOASAIINX (HapyiieHue
nyTei (hyHKIIIH
MOYeK, ocTpas
no4yeyHas
HEIOCTaTOuH
OCTb)
Hapymenne ¢yukuu | Yacrora - Yacrora
IOYEK HEU3BECTHA HEU3BECTHA
Hapymenus co | UmnoreHuus - - Yacro
CTOPOHBI
penpoayKTHBHOM
CHCTEMBI M MOJIOYHBIX
JKeJ1e3
Oo6mme napymenusi u | [loBeimenHas Heuacro - -
peaknMd B MecTe | YTOMJISIEMOCTb
BBE/ICHUA AcTenus - - Yacrora
l'uneprepmus HEU3BECTHA
JlaGopaTopHble u | IloBeiienne Yacrora - -
HHCTPYMEHTAJ/IbHbIE KOHIIGHTpAallud MOYEBOW | HEM3BECTHA
JaHHbIE KHCIIOTBI B CBIBOPOTKE
KpOBH
IToBbI11IEHME
KOHILIEHTPaLUN

OunupyOrHa B CHIBOPOTKE
KpPOBH
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IToBrImICHUE
KOHLICHTpAIUU
KpeaTUHUHA B CBIBOPOTKE
KpOBHU

IloBrIICHME
KOHLICHTpAIUU
OCTaTOYHOIO a3oTra
MOYEBHUHBI B CBIBOPOTKE
KpOBH

Helitponenust

Onucanue OTACIBHBIX HCXKCIATCIIbHBIX DeaKL[I/If/'I

HemenanomHbIi pak KOXHU: HAa OCHOBAaHMM HUMEIOIIUMXCSA JAHHBIX SIHUJIEMHUOJIOTHYECKUX
UCCJICIOBaHM ObLTA OTMEUYCHA KyMYJSTHUBHAs J10303aBUCHMMAsi CBSI3b MEXKIY MNPUMEHEHUEM
rugpoxyoporuasuaa u HMPK.

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITINAX

BaxHo coo0mare 0 M0J03peBaEMBbIX HEXeNaTeJIbHBIX pPEaKLUUAX [OCIe perucTpanuu
JIEKApCTBEHHOTO Iperapara ¢ [elIbl0 00eCTIeYeHNsT HePEPhIBHOIO MOHUTOPUHTA COOTHOIICHHS
«T10JIb3a — PUCK» JIEKAPCTBEHHOro Ipenapara. MeauuuHCKUM paOOTHHKAM pPEKOMEH]yeTcs
coo0ImaTh O JIIOOBIX IMOJO3PEBAEMBIX HEXKEIATENbHBIX PEaKIHIX JEKapCTBEHHOTO IIperapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOILEHUS O HEXKEJIaTeNIbHBIX peakIUsIX IoCydapCcTB — YICHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccuiickas @enepanus

OdenepasibHas Ciryx)0a 1Mo Ha3OPY B chepe 3ApaBOOXpaHCHUS

109012, r. Mocksa, CnaBsiHCKasl Iiiomanp, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

Anpec 3neKTpoHHOM mouThl: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru
Caiit B MH(POPMAIIMOHHO-TEIEKOMMYHHUKAIITOHHOM ceTu «nTepre™:
https://roszdravnadzor.gov.ru

Pecniy6nuka benapych

VII «LleHTp 3KCnIepTU3 U UCIIBITAHUI B 3paBOOXPAHCHUN

220037, r. Munck, ToBapurieckuii niep., 1. 2a

Tenedon: +375 (17) 242 00 29

®daxkc: +375 (17) 242 00 29

Anpec 31eKTpoHHOM mouThl: repl@rceth

Caiit B nH(GOpMaIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHEeT»: https://www.rceth.by

Pecny6iinka Kazaxcran

PI'TI na IIXB «HaunoHanbHBIA HEHTP 3KCHOEPTHU3bI JIEKAPCTBEHHBIX CPEACTB M MEAMIIMHCKUX
uznenuity Komurera MeaMuumHCKOro U  ¢apMaleBTUYECKOro KOHTpoJis MuHHCTepcTBa
3npaBooxpanenus Pecnyonuku Kazaxcran

010000, r. Acrana, paiion baiikonslp, yi. A. manosa, a. 13, BLI «Hypcayzer 2»

Tenedon.: +7 7172 235 135

Anpec anekTpoHHOM nouTsl: farm@dari.kz

Caiit B uH(bOpMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHEeT»: https://www.ndda.kz

PecnyGiinka ApmeHus

I'HKO «LleHTp 3KCIIepTU3bI JIEKAPCTB U MEAUIIMHCKUX TEXHOJIOTHUI»

0051, r. Epesan, nip. Komuraca, 1. 49/5

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

Anpec 371eKTpoHHOM nmouThl: vigilance@pharm.am

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHUKAIIMOHHOM ceTH « THTepHeT: https://pharm.am
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Ksiprezckas Pecry6nmka

JlemapTaMeHT JIEKapCTBEHHBIX CPEACTB U MEAUIIMHCKUX W3IEITHIA

720044, Yyiickas obnacts, T. bumkek, yi. 3-s1 Jluaus, 1. 25

Tenedon: +996 (312) 21 92 86

Anpec amekTpoHHO# ouTkl: pharm(@dlsmi.kg

CaiiT B nH(OpMAIIMOHHO-TEJIEKOMMYHUKAIMOHHOM ceTn «MHTepHeT»: https://www.dlsmi.kg

4.9. [lepeno3upoBka

CUMOTOMBI

IIpu nepeno3upoBKE BaJICAPTAHOM MOXKHO O0XXHJAATh Pa3BUTUS BBIPAXKEHHOW apTepUabHOU
TUIIOTEH3UH BIUIOTh O YTHETEHMsI CO3HAHMs, COCYAMCTOro Kojuiarnca u (wiu) moka. Ilpu
MEpPEeI03UPOBKE THAPOXJIOPOTHUA3UAA BO3MOKHO PA3BUTUE CIEAYIOIIUX CHMIITOMOB: TOLIHOTA,
COHJIMBOCTb, TMIIOBOJIEMHUS, a TaKXK€ HapylIeHUe BOJHO-3JIEKTPOJIMTHOrO OanaHca,
aCCOLIMMPOBAHHOIO C HAPYIIEHUEM PUTMA CEPALA U MBIILIEYHBIMU CIIa3MaMH.

Jleuenue

JleueHne 3aBHCUT OT BPEMEHH, HMPOLICALICr0 ¢ MOMEHTa MpUeMa MIperapara, THIA U CTeICHH
TSDKECTH CUMIITOMOB, CTa0MITU3allMs TeMOJMHAMUKH HMEET IIEPBOCTEIIEHHOE 3HaueHue. B ciyyae,
€CJIM IpernapaT ObLI IPUHST HEIABHO, CIIEAYET PACCMOTPETh BO3MOXKHOCTh HHAYKIIMU PBOTHI. [1pu
BBIPAKCHHOW apTepPHAaIbHON TMIIOTCH3UHU CIICYET YJIOKHUTh MAlMeHTA C TIPUIIOAHATHIMA HOTaMH,
IPOBECTH BHYTPHBEHHYIO HH(Y3UIO H30TOHUYECKOI0 pacTBOpa HATpHs XJopuaa. Bancapran He
BBIBOJIUTCS C TIOMOIIBIO FEMOJIUANIN3a, TaK KaK 3HAUYUTEIIbHAS €r0 YacTh CBSI3BIBACTCS C OCIIKaMU
I1a3Mbl KPOBHU. B TO ke Bpems [Uisl BBIBEICHUS U3 OPraHU3Ma FHIPOXJIOPOTHA3H/IA FEMOIHAIIN3
P PEeKTUBEH.

5. ®APMAKOJIOTHYECKHE CBOVMCTBA
5.1. ®apmakoaMHaAMHYeCKHE CBOMCTBA

dapmakoTepaneBTHUECKasi TpyMna: CpeicTBa, JACHCTBYIOLIME HAa PEHUH-aHTMOTEH3MHOBYIO
CHCTEMY; aHTarOHHCTHI PEIENTOPOB aHrnoTeH3uHa ||, KoOMOMHAIMY; aHTarOHUCTHI PELENTOPOB
anruoreHsuHa |l u quyperuku.

Kon ATX: CO9DAO0S.

MexaHN3M e CTBUS

AmnrunorensuH Il siBnsieTcss akTHBHBIM TOPMOHOM PEHUH-AHTMOTEH3UH-aJIbI0CTEPOHOBOM CUCTEMBI
U oOpa3yeTcs M3 aHTMOTEH3WHa | MpH y4acTUM AaHTHOTEH3MHIIPEBPAIIAIONIEro (epMeHTa.
Anrnorensu Il cBsa3bIBaeTcs €O cHEU(PUUYECKMMH pELENTOpaMH, pPACIOJIOKEHHBIMU Ha
KJIETOYHBIX MeMOpaHax pa3JIMYHbIX TKaHEH; HMeEeT IIUPOKUHA CIeKTp (U3NOIOTHUECKUX
3 PeKTOB, BKIIOYAIOUIMX B MEPBYI0 OYepe/lb KaK HEMOCPEACTBEHHOE, TaK M ONOCPEIOBAaHHOE
y4acTHE€ B PETyJSIUUU apTEPUAIbHOIO JaBJICHUs. SIBIISAACH MOIIHBIM Ba30KOHCTPUKTOPOM,
aHruoteHs3uH Il BeI3pIBaeT MpsIMOM MPECCOPHBIN OTBET. Kpome TOro, OH CTUMYJIMPYET CEKPELUIO
QJIBJIOCTEPOHA U CIIOCOOCTBYET 3aJIepKKe HOHOB HATPHSL.

Bancapman

Bancapran — akTUBHBIH U crielu(UYECKUil aHTaTOHUCT PEIenTOpoB aHrnoTen3uHa Il ams mpuema
BHYTpb. OH u3buparenbHo Onokupyer penentopsl noaruna ATI1, KoTopble OTBETCTBEHHBI 3a
u3BecTHbIe A dexTrl anrnoTen3uHa . YBennueHnue mia3MeHHON KOHIEHTPAIIMU HECBSI3aHHOTO
anruotren3uHa Il BciencrBue Omokanel ATI1-perenTopoB moj BIMSHHUEM BajcapTaHa MOMKET
CTUMYJIMPOBaTh He3abaokupoBanHble AT2-perenTopsl, KOTOphIe MPOTUBOJICHCTBYIOT A deKTam
crumyssiiun - AT1-penentopoB. Bancapran He HMeeT CKOJbKO-HUOYAb  BBIPAKCHHOU
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ArOHUCTUYECKON akTUBHOCTH B oTHomieHun ATI1-penentopoB. CpoacTBo BajicapTaHa K
peuentopam noaruna AT1 npumepno B 20 000 pa3 Beiile, 4yeM K perentopam noaruna AT2.

Bancapran He HHruOMpyeT aHTHOTEH3MHIIPEBpAIAIOMUN (EepMEHT, TakKe H3BECTHBIM Kak
kruHUHAa3a [I, KoTopselii npeBpamaer aHruoTeHsuH I B anruorensuH Il u BeI3pIBacT paspylieHue
OpalMKWHWHA; HE OKHJIACTCA YCUJICHHUS MOOOYHBIX 2(()EKTOB, CBA3aHHBIX C OpaJTUKUHUHOM. B
CPaBHMUTEJIBHBIX KIMHUYECKMX MCCIEAOBAHUAX BajcapraHa ¢ uHruouropamu AII® wyactora
pa3BUTHUSA CyXOro Kanuis 6buta 1octoBepHo HIKe (p < 0,05) y manueHToB, NoTy4yaBIINX BajcapTaH
(y 2,6 % mamueHToB, MOJyYaBIIMX BayicapTaH, 1y 7,9 % - momyuaBmmx uaruoutop AllD). B
KJIIMHUYECKOM HCCIIEZIOBAHUM YacTOTa Pa3BUTUS CYyXOro Kallljis MpU MPUMEHEHUU BajcapTaHa U
THA3UJAHOTO TUYPETHKA y MAIMEHTOB C CyXUM KaluieM Ha (OHE MpenlecTBYIOIIEH Tepamnuu
uaruouTopom AIID cocraBmia 19,5 % u 19,0 % cooTBeTCTBEHHO IO CpaBHeHHUIO ¢ 68,5 %
NAIUEHTOB, KOTOpble noiy4yanu uHruobutop AIID (p <0,05). Baicapran He BCTymaer BO
B3aMMOJICICTBHE U HE OJOKUPYET PEUENTOPhl APYTUX TOPMOHOB MJIM HOHHBIE KaHAJIbI, UMEIOIIINE
BaXHOE 3HAYEHUE JUISl PEryJISIUK (PYHKINN CEpIEYHO-COCYAUCTON CUCTEMBI.

[IpumeHeHue BajcapTaHa y MalUeHTOB C apTEPUATLHON TUIIEPTeH3UEH 00eCIeYrBaeT CHIKEHUE
apTepHaJIbHOTO JIaBJICHMSI, HE OKa3blBasl BIMSHUS Ha YaCTOTY IyJibca. Y OOJIBIIMHCTBA MAllUEHTOB
nocie MprueMa OJJHOKPaTHOM J03bl BHYTPb Hauaja0 aHTUTUIEPTEH3UBHOTO ICHCTBUS HAOIII01aeTCs
B TEUEHHE 2 4YacoB, a MAaKCHUMAaJIbHOE CHIKEHHE apTEepUAIbHOTO [ABJIEHMSI JOCTUIAETCS B
npenenax 4-6 yacoB. AHTUTUIIEPTEH3UBHBINA PPEeKT coxpaHseTcss B TeueHue 24 4acoB mocie
npuema npenapata. [Ipu MHOrOKpaTHOM NPUMEHEHUU MaKCUMaJIbHOE CHI)KEHUE apTepHaIbHOTO
JaBJICHUS TP JI000M 103€ OOBIYHO JOCTUTAeTCs B TeueHue 2—4 Helellb W COXpaHseTcs Mpu
JuMTenbHol Tepanuu. KomOuHMpoBaHHAs Teparus ¢ TUAPOXIOPOTUA3HUIOM MO3BOJISET IOCTHYb
3HAUYUTEIILHOTO JOMOJHUTEIBHOTO CHIXKEHHS apTEPUAIbHOTO IABJICHHUSL.

Pe3kas oTmena BajicapTaHa HE COMPOBOXKAACTCS PA3BUTHEM PHUKOIIETHON apTepHaIbHON
TUTNEPTEH3UN WIH JPYTUX HEKETATeNbHBIX KIMHUUECKUX PEaKIIHiA.

T'uopoxnopomuaszuo

Toukol NPUIOKEHUS NEHCTBUS THA3UIHBIX AMYPETHUKOB SIBISIOTCS AMCTAlbHbIE H3BUTHIE
NoYeuHbIe KaHaIbIIBI. [[0Kka3aHo, 9TO BRICOKOUYBCTBHTEIBHBIE PEIENTOPHI KOPKOBOTO CJIOS ITOYEK
SBJISIIOTCSl TIEPBUYHONM TOYKOW CBS3BIBAHMSA Ui THA3HIHBIX JUYPETUKOB, YTO OOECIeYMBaeT
peamu3anuio UX JCUCTBUS B JIUCTATBHBIX M3BUTHIX TMOYECYHBIX KaHAJIBIAX W MHTHOWpPOBAHHE
tpancnopta NaCl.

MexaHu3M elcTBUS THA3UIHBIX TUYPETUKOB PEATU3YETCS Yepe3 MoJaBlIeHne KO-TPaHCIIOPTHOM
cucteMsl Na+Cl', mo-BUANMOMY, 3a CUET KOHKYPEHIIMU 32 YYacTKH CBA3bIBaHUS HOHOB Cl, uTo
BIMSIET Ha MEXaHU3M peaOCoOpOIMU 3IIEKTPOJIUTOB: HANpPSMYI0 4epe3 YyBEIHMUEHUE IKCKpPELUuu
noHoB Na+ u Cl" mpuMepHO B paBHOM CTENEHHU, U OMOCPEIOBAHO Yepe3 AnypeTruueckuil apdexr,
YTO MPUBOAUT K YMEHBIIEHUIO 00beMa LHUPKYIMPYIOMIEH IIa3Mbl KPOBU C MOCIEAYIOIIUM
YBEIMUEHUEM AKTUBHOCTH DPEHMHA IUIa3Mbl KPOBM, YBEIMUEHHUEM CEKPELUU aJlbJIOCTEPOHA,
YBEJIMYEHUEM BbIBEICHUS MTOYKaMU HOHOB KaJUsl U YMEHbBIIEHUEM COJEP)KaHMsI Kajlusl B IIa3Me
KpPOBH.

AJBAOCTEPOH-PEHUHOBOE COOTHOIIEHHE OIOCPEOBaHO aHruoTeHsuHoMm II, mostomy mnpu
OJIHOBPEMEHHOM TPUMEHEHUHU THIPOXJIOPOTHA3UAa U BajcapTaHa CHM)KEHUE YpPOBHS Kajlus B
CBIBOPOTKE KPOBU MEHEE BBIPAXKEHO, YEM NPU MOHOTEPAIIUU THIPOXJIOPOTHAZUIOM.

Kinuanueckas 3¢ dekTUBHOCTL U 0€3011aCHOCTh

Bancapman/zuopoxnopomuaszuo

Tonvko 0o3a 80 m2/12,5 me

B nBoitHOM ciienoM paHIOMU3HPOBAHHOM HMCCIICIOBAHUN C aKTUBHBIM KOHTPOJIEM y TIAIIUEHTOB,
y KOTOpBIX apTepHanLHoe JABJICHUC HEC ITOAIACTCA ,[[OCTaTO‘-IHOMy KOHTpOJIIO HpI/I HpI/IMCHCHI/II/I
TUAPOXJIOPOTHA3UAA B A03€ 12,5 Mr, HAOIIOAAIOCH CTATUCTUYCCKY 3HAYMMO OOJIbIIIee CHUKEHUE
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CpeIHEero  CcHUcCTOoJMuYecKoro/muactoinueckoro  AJl  mpu  npuMeHEeHHHM  KOMOWHAIUuU
BasicapTan/ruapoxiaoporuasua B noze 8§0/12,5 mr (14,9/11,3 MM pr. CT.), 4eM NpU NPUMEHEHUH
ruapoxyopotnasuaa B goze 12,5 mr (5,2/2,9 MM pT. CT.) ¥ THAPOXJIOPOTHA3HIA B J103€ 25 MT
(6,8/5,7 mm pr. ct.). Kpome Toro, 101 MAIMEHTOB, OTBETUBIIUX HA JICYCHHUE (AMACTOIMYECKOE
AJl <90 MM pT. CT. WM CHWXEHHE auactoiaumdeckoro AJ[ ma >10 MM pr. cT.), ObUIa
CTAaTHCTUYECKU 3HAYMMO BHIIIIE MPU MPUMEHEHUH KOMOMHAIIUY BaJICApPTaH/TUAPOXIOPOTHAH]T B
no3e 80/12,5 mr (60 %), ueM mpu NpUMEHEHUU TUAPOXJopoTHa3uaa B fo3ze 12,5 mr (25 %) u
THJIPOXJIOpOTHA3uaa B 103e 25 mr (27 %).

B nBoiiHOM ciiernoM paHIOMH3UPOBAHHOM MCCIIEJOBAHUM C AaKTUBHBIM KOHTPOJIEM Y MAI[EHTOB,
y KOTOPBIX apTepHaJIbHOE JIaBICHUE HE MOJIAETCS JOCTATOYHOMY KOHTPOJIIO MPH MPUMEHEHHH
BasicapTaHa B fo3e 80 Mr, HabJI01a0Ch CTATUCTUYECKU 3HAUMMO OO0JIbIlIee CHUKEHHE CPEIHET0
CHCTOJINYECKOT O/ AUACTOTHYECKOTO ALl pu IIPUMEHECHUH KOMOMHAaIMH
BaJicapTan/ruapoxiiopotuasua B go3e 80/12,5 mr (9,8/8,2 MM pT. CT.), 4eM Npu NPUMEHEHUHU
Basicaptana B jo3e 80 mr (3,9/5,1 mm pt. c1.) 1 Banicaptana B jgo3e 160 mr (6,5/6,2 MM pT. CT.).
Kpome Toro, mosns manueHTOB, OTBETUBIIUX HA JedeHue (auactonudeckoe Al <90 mm pr. crT.
WIN CHUKeHue auactoimdeckoro A/l Ha > 10 MM pt. cT.), ObIIa CTATUCTUYECKH 3HAYUMO BBIIIE
[P IPUMEHEHUU KOMOMHAIINY BajicapTan/TuapoxiopoTrasua B 1o3e 80/12,5 mr (51 %), uem npu
npuMeHeHnr Basicaptana B o3¢ 80 mr (36 %) u Basicaprana B 103e 160 mr (37 %).

B nBoiiHOM ciernoM paHIOMH3UPOBAHHOM  IUIAlE00-KOHTPOJIUPYEMOM HCCIENOBAHUU C
(GakTOpHBIM  JIM3alfHOM, B  KOTOPOM  CpaBHUBAJIM  pa3juyHble KOMOMHANUU 703
BaJicapTaHa/TUAPOXJIOPOTHA3UAa C MOHOTEpAmueil COOTBETCTBYIOIIMMH KOMIIOHEHTaMH,
Ha0JII01aJI0Ch CTAaTUCTUYECKU 3HAYUMO OosbIIee CHUIKEHUE CpEIIHETO
CUCTOJIMYECKOT0/ TUACTOINYECKOTO ALl npu MPUMEHEHUU KOMOHMHAIIUU
BasicapTan/ruapoxioporuasua B nose 80/12,5 mr (16,5/11,8 MM pT. CT.), 4eM Ipu IpUMEHEHUN
wrane6o (1,9/4,1 mm pt. cr.), ruapoxioporuasuna B goze 12,5 wmr (7,3/7,2 MM pT. CT.) U
Basicaptana B jo3e 80 mr (8,8/8,6 MM pT. cT.). Kpome TOro, /10J1s1 MAIMEHTOB, OTBETUBIIIUX Ha
nedenue (nuacronudeckoe AJl <90 M pT. cT. WM cHKeHHe nuactonudeckoro AJl ma > 10 mm
pT. CT.), OBUIa CTAaTUCTUYECKH 3HAYUMO BBIIIE TIPU TPUMEHEHWH KOMOWHAIIMH
BaJIcapTan/TuapoxopoTrasu B go3e 80/12,5 mr (64 %), uem npu npuMeHeHuH miaie6o (29 %)
u runpoxioporuasunaa (41 %).

Toavko 0ozvl 160 m2/12,5 m2 u 160 m2/25 m2

B nBoiiHOM ciienoM paHIOMU3UPOBAHHOM HCCIIEJOBAaHUM C aKTUBHBIM KOHTPOJIEM Y MAIlUEHTOB,
y KOTOPBIX apTepUalIbHOE JABJICHUE HE MOANAETCS JOCTATOYHOMY KOHTPOJIIO IIPU MPUMEHEHUU
TUAPOXJIOpOoTHazua B Ao3e 12,5 mr, HabI0JaI0Ch CTATUCTUYECKH 3HAUUMO O0JIblliee CHIDKEHNE
CpPEIHEro  CHCToJMMYecKoro/muacronuyeckoro  AJl  mpu  mpuMeHeHMH — KOMOMHAIUU
BajicapTaH/Tuipoxyiopotuasuy B no3e 160/12,5 mr (12,4/7,5 MM pT. CT.), 4eM IpHU MPUMEHEHUN
TUAPOXJIOpOoTHa3ua B 1o3e 25 mr (5,6/2,1 mm pr. cT.). Kpome Toro, 105151 manueHToB, OTBETUBIINX
Ha sieuenue (AJl < 140/90 mm pt. ct. win camwkenune CAJ[ Ha >20 MM pt. cT. miu cHuxeHue JJA /]
Ha > 10 MM pT. cT.), ObUIa CTAaTUCTUYECKH 3HAYMMO BBIIIE MPU MPUMEHEHUH KOMOMHAIUU
BajicapTan/rujpoxyioporuazuy B jo3e 160/12,5 wmr (50 %), dyeM mnpu NpPUMEHEHUU
THIPOXJIOpOTHA3HIA B 103e 25 mr (25 %).

B nBoitHOM ciienmoM paHIOMU3HPOBAHHOM HMCCIICIOBAHUN C aKTUBHBIM KOHTPOJIEM y TIAIIUEHTOB,
Yy KOTOPBIX apTepHalIbHOE AaBJICHUE HE MOJJAETCS JOCTATOYHOMY KOHTPOJIIO MPU MPUMEHEHUU
BajicapTaa B /103¢ 160 mMr, HaOII01a7I0Ch CTATUCTUYECKH 3HAYMMO OOJIbIIIee CHIKEHUE CPETHETO
CHCTOJHUYECKOT 0/ INaCTOINUECKOTO AJl npu MIPUMEHEHUHU KOMOMHAIINHA
BaJIcapTaH/THApPOXJIopoTHasua B moze 160 mr/25 mr (14,6/11,9 MM pT. cT.) U KOMOWHAIUK
BaJIcapTaH/TUApOXJIopoTHasua B 1o3e 160/12,5 mr (12,4/10,4 MM pT. CT.), YeM NpU TPUMEHEHUN
Bajicaptana B o3¢ 160 mr (8,7/8,8 MM prt. cT.). Pazaumna B camxenun AJl mexay nozamu 160/25
mr 1 160/12,5 Mr Tak:ke JOCTUTIIA CTATUCTUYECKON 3HAUUMOCTH. KpoMe Toro, J0Jis alieHToB,
OTBETUBIIUX Ha JiedueHue (auacronuaeckoe AJl < 90 MM pT. CT. WM CHWIKEHUE JTUACTOINYECKOTO
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AJl Ha > 10 MM pT. CT.), ObIJIa CTATUCTUYECKUA 3HAYMMO BBIIIC MPU MPUMEHEHUH KOMOWHAIIUN
BajicapTaH/THIPOXJIOpoTHa3u B qo3e 160/25 mr (68 %) u B mo3e 160/12,5 mr (62 %), uem npu
NpUMEHCHHMH Basicaptana B o3e 160 mr (49 %).

B nBoifHOM crenoM paHJOMHU3MPOBAHHOM  IUIALEO0-KOHTPOIMPYEMOM HCCIICAOBAHUHM C
dbakTopHBIM  OU3alHOM, B  KOTOPOM  CpaBHHBAJIM  pa3M4yHble  KOMOMHAIMK 703
BaJICApPTaHA/TUAPOXJIOPOTHA3HIA C MOHOTEpAlmHeld COOTBETCTBYIOUIMMU KOMITOHEHTaMH,
Ha0JI0/1AT0Ch CTaTHUCTUYECKU 3HaYUMO OoJbIee CHIDKEHUE CpeIHero
CHCTOJINYECKOT O/ AUACTOTHYECKOTO ALl pu IIPUMEHEHUN KOMOMHAaIUH
BaJIcapTaH/TuaApoxjopoTuasua B poze 160/12,5 mr (17,8/13,5 mm pt. cT.) 1 B 1o3e 160/25 mr
C(22,5/15,3 MM pT. CT.), ueM npu npuMeHeHun miamedo (1,9/4,1 MM pT. CT.) B COOTBETCTBYIOIINX
MOHOTEpAIIHi, T. €. THAPOXJIOpoTHazuaa B 1o3e 12,5 mr (7,3/7,2 MM pT. CT.), THAPOXJIOPOTHAZHIA
B 103e 25 mr (12,7/9,3 MM pr. cT.) ¥ BaicapTana B 1o3e 160 mr (12,1/9,4 mm pr. ct.). Kpome Toro,
JI0JIsl TAIMEHTOB, OTBETUBIIUX Ha JiedeHue (quactonuueckoe AJl < 90 MM pT. CT. UM CHU)KEHUE
nuactonudeckoro AJl Ha >10 MM pT. €T.), ObUIa CTATUCTUYECKU 3HAYUMO BbIIIE IPU IPUMEHEHUN
KOMOWHAIMK BaJjicapTaH/Tuapoxjopotuasua B goze 160/25 mr T(81 %) u B mo3e 160/12,5 mr
(76 %), yem mpu npuMeHeHHH Iwianebo (29 %) ¥ COOTBETCTBYIOUIMX MOHOTEpAIHid, T. €.
ruapoxiopordasuga B goze 12,5 mr (41 %), rugpoxinopotuasuaa B no3e 25 mr (54%) u
BasicapTana B 03¢ 160 mr (59 %).

80 me/12,5 m2 u 160 m2/12,5 me

B KOHTPOJIUPYCMBIX KIMHUYCCKUX HCCICAOBAHHUAX II0 OLCHKC KOM6I/IHaIII/II/I BaJICapTaHa H
TUApOXJIoOpOoTHA3nAa Ha6J'IIOI[aJ'IOCL A0303aBUCUMOC CHUKCHUC YPOBHA KaJIMA B CBIBOPOTKE KPOBH.

DTO CHIKEHHE Yallle Hab0JaI0Ch Y AIlMCHTOB, MMOTYYaBIINX THAPOXIOPOTHAZH B 103€ 25 MT,
YeM Yy TalMeHTOB, NOJYYaBIIUX THIpPOXJopotuasua B jgo3e 12,5 wmr. [lo naHHBIM
KOHTPOJHNPYECMBIX KIIMHUYECKUX I/ICCJ'IGI[OBaHI/Iﬁ 110 OLICHKC KOM6I/IHaHI/II/I
BaJICapTaH/TUIPOXJIOPOTHA3U]], CHIDKEHUE YPOBHS Kajus, CBS3aHHOE C TUAPOXJIOPOTHAZUAOM,
OBLIO MEHEE BRIPAXKEHHBIM OJlarosiaps kanuicoeperarmiemy ety BajacapTana.

bnaronpusitabie 3¢ ¢dekTsl BajicapTaHa B KOMOMHAIMM C THAPOXJIOPOTHA3HIOM B OTHOIIEHUHU
YacTOThI Pa3BUTHS cepliedHO-cocyaucThIX 3a0oneBanuil (CC3) u cMEpTHOCTH OT OCJIOKHEHUM
CC3 B HacTos11IEE BPEMSI HEU3BECTHBI.

B osmmaeMHoIOrHMUecKMX HCCIEHOBAHUSAX OBUIO IIOKAa3aHO, YTO JUINTENIFHOE JICUYECHHE
TUAPOXJIOPOTHAZUIOM TIPUBOAUT K CHWXKEHHIO pucka pa3Butuss CC3 u CMEpTHOCTH OT
ocinoxaennii CC3.

Bancapman

Y mauumeHToB ¢ apTepUANbHOM TUIEpTEeH3WeH, caxapHbIM JauabeToM 2-T0 TUMAa H
MHUKpOIbOYMUHYpHEH BajcapTaH CHHXKAeT SKCKpEIHIo albOyMuHa ¢ Mouyod. B mccnenoBanuu
MARVAL (Micro Albuminuria Reduction with Valsarta — MccnenoBanue 1mo omeHKe CHIKEHUS
MHUKPOQUIOYMUHYPHUH TIpU TPUMEHEHUH BajJCapTaHa) OLICHUBAIM CHIDKEHHE HKCKPELUHU
anp0ymMuHa ¢ Mool (DAM) nipu npuMeHeHnH BasicapTana (B 1o3e 80—160 Mr/cyT) o cpaBHEHHUIO
¢ amwyonunuHoM (B no3e 5—10 mr/cyt) y 332 mamueHToB ¢ caXapHbIM JuabeToM 2-TO THIA
(cpennuii Bo3pact: 58 jet; 265 mannueHToB MY>KCKOT'0 110J1a) ¢ MUKPOoalbOyMUHYpHeil (BajicapTaH:
58 MKI/MHH; aMIIOUTINH: 55,4 MKI/MUH), HOPMAJIbHBIM HJIM BHICOKUM apTepHalIbHBIM JIaBJICHUEM
U cOXpaHEHHOU QyHKIMeH mouek (YpoBeHb KpeaTHHHHA B KpoBU MeHee 120 Mkmoub/i). Uepes 24
HEJIeNTU JICYCHUs B IpyIIe NPUMEHEHHs BajicapTaHa HaOuoanock cHmwkenne IAM (p < 0,001)
Ha 42 % (-24,2 mkr/mus; 95 % JAU: ot -40,4 1o -19,1), a B rpymnie NpUuMEHEHHS aMJIOUITHHA —
npumepro Ha 3 % (-1,7 mxr/mun; 95% JU: ot -5,6 no 14,9), HeCMOTpsi HA COMOCTAaBUMbIC
NOKa3aTeau CHUXKEHUs apTepUalIbHOIO JABICHMS B 00eux rpymnmnax jedeHus. B uccnenoBanum
DROP (Diovan Reduction of Proteinuria — HccienoBanue 1o OIEHKE CHHKCHUS MIPOTCHHYPHU
Npyu TPUMEHEHWW BaJicapTaHa) JOMOJHUTENBHO u3y4Yaiu dS(PQPEeKTUBHOCTh BajcapTaHa B
oTHomeHNH cHkeHuss DAM y 391 nanuenTa ¢ aprepuanbhoii runeprensuert (Al = 150/88 mm
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PT. CT.) ¢ caxapHbIM auabeToM 2-ro Tuma, arbOymMmuHypuen (cpennee 3HaueHue = 102 MKr/MuH;
20—700 MKIr/MHH) 1 COXpaHECHHOH (pyHKIMEH oYeK (CpeaHU YpPOBEHb KPEaTHHUHA B CBIBOPOTKE
kpoBH = 80 MkMoJb/1). [lanueHTs! OBUTH PaHIOMHU3UPOBAHBI JJIS MTOJIYYEeHUS OJHON U3 TPEX 1103
Bascaprana (160, 320 u 640 mr 1 p/cyt) B Teuenue 30 Henenb. Llenap uccnenoBanus cocTosia B
ONpeeICHUY ONTUMAJILHOM 103bI BaJICapTaHa JJisl CHH>KEHUS DAM y MalmeHToB ¢ apTepruaibHOM
THIEPTEH3UEH U CaXapHbIM 1uabeToM 2-TO THUIIA.

Yepesz 30 Hepenb JedeHUs HAOIIOAAIOCH CTATUCTUYECKH 3HaUuMMoe cHuxeHue DAM Ha 36%
OTHOCHUTEJIBHO MCXOJHOI0 YPOBHS B IpyIIe IpUMEHEeHUs BaicapTaHa B f1o3e 160 mr (95 % U:
22— 47 %) u Ha 44% OTHOCUTENILHO UCXOJHOTO YPOBHS B IPyIIE MIPUMEHEHUS BajcapTaHa B J103€
320 mr (95 % AW: 31-54 %). bl cienan BBIBOJI O TOM, YTO IPUMEHEHHUE BajicapTaHa B 03¢ 160—
320 Mr mpuBOJIWIIO K KIMHUYECKH 3HAUMMOMY CHIDKEHUI0O DAM y MaieHToB ¢ apTepuaibHOM
TUTEPTEH3UEH U CaXapHbIM IUa0eTOM 2-To TUTIA.

Ilpouee: osotinas 61okaoa PAAC

[Ipumenenue komOuHanmu uHruouropa AII® u aHTtaroHucra peuentopoB aHruoreHsuHa Il
OLIEHUBAJIIOCh B [JBYX KPYIHBIX PaHJOMU3UPOBAHHBIX KOHTPOJUPYEMBIX HCCIEIOBAHUAX:
ONTARGET (ONgoing Telmisartan Alone and in combination with Ramipril Global Endpoint
Trial — MexayHapoJHOe MPOIOJDKAIOLIeECsS HCCISIOBAaHUE TEJIMUCApPTaHa, NPUMEHIEMOro B
Ka4yecTBe MOHOTepanuu U B komOuHanuu ¢ pamunpuiom) 1 VA NEPHRON-D (The Veterans
Affairs Nephropathy in Diabetes — HccienoBanue HedpomaTiHu MPH caxapHOM AuabeTe MpH
ydactuu JlernapraMeHTa 1o JieiaM BETEPaHOB).

UccnenoBanne ONTARGET mnpoBoaunoch y MNalMeHTOB C CEPAECUHO-COCYIUCTBIMH WIIU
1epeOpoBaCKyIISIPHBIMHU 3a00JI€BaHUSAMHM B aHaMHe3€ JIMOO caxapHbIM JHA0ETOM 2-TO THMA C
MpU3HAKaMu NOBpexaeHus: opranos-muinenen. Mccnenosanue VA NEPHRON-D npoBoauiocsk
y MallMEeHTOB C caxapHbIM IuabeToM 2-To THNa U AuabeTndyeckoi HedpornaTuei.

Pe3ynbTaThl 3THX HCCIEI0BaHUN yKa3bIBAJIM Ha OTCYTCTBHE 3HAYMMOT'0 OJIarONPUSATHOTO BIMSHUS
JIeYEHUs1 Ha UCXOJbl 3a00JIeBaHMI MOYEK U (MJIM) CEepJCYHO-COCYAUCTHIX 3a00J€BaHU, a TaKXKe
Ha CMEpPTHOCTh 0 UX NPUYMHE, HO MPU 3TOM ObUI OTMEYEH IOBBILICHHBIH PUCK pPa3BUTHUS
THIEPKAIMEMHUH, OCTPOTO TOBPEXKIEHHUS TIMOYeK M (WIM) apTepHajbHOH THUIOTEH3MH IO
CpPaBHEHHMIO C MOHoOTepanueil. VYuuTbiBass cxogHble (apMaKOJAWHAMHUECKHE CBOMCTBA,
MIOJTyYeHHBIE PE3yJIbTaThl TaK)Ke NMPUMEHUMBI K ApyruM uHruomropam AIID u aHTaronmcram
peuenTopoB aHruotreHsuxa ll.

Takum o00pa3om, mHanMeHTaM C JUA0ETUYECKON Hedpomnarthei He CcleayeT OJHOBPEMEHHO
HazHa4yaTh UHTUHOUTOPHI AIID 1 aHTaroHUCTH perenTopoB anrnoteHsuxa Il.

Uccnenoanne ALTITUDE (Aliskiren Trial in Type 2 Diabetes Using Cardiovascular and Renal
Disease Endpoints — HMccrienoBanue mo OICHKE NMPUMEHEHUS AIUCKHpPEHa y TAlUeHTOB C
caxapHbIM J1abeToM 2-ro THIA C MCIOJb30BAHUEM KOHEUYHBIX TOYEK, CBSI3AHHBIX C CEPJIEYHO-
COCYIUCTBHIMHM 3a00JIEBaHUSIMH U 3a00JIEBaHUSAMHM TOYEK) ObUIO pa3paboTaHO JUIs OLEHKH
pEeUMyIIEeCTB J00aBICHUsS aTUCKUpEHa K CTaHAApTHOW Teparnuu MHruoutopoMm AIID wumm
AQHTarOHUCTOM pPELENnTOpoB aHrnoreHszuHa Il y manueHToB ¢ caxapHbM JuabeToM 2-ro TUNa u
XPOHMYECKON OOJIE3HBIO IIOYEK, CEPAECYHO-COCYIUCTHIMM 3a00JIEBAaHUSIMHM WM COYETaHUEM
oboux. HMccnenoBanue OBLTO JOCPOYHO MPEKPALCHO H3-3a MOBBIIIEHHOTO PHCKA Pa3BUTHA
HeOMaronpusaTHBIX UcxooB. YactoTa cMmepTenbHOro ucxoaa ot ocnoxHenuit CC3 u yactora
Pa3BUTHSI MHCYJIbTa B TPYIINE NPUMEHEHUs aTUCKUPEHa OBbLIM YMCIIEHHO BBIIIE, Y€M B IpyIIe
1anedo0, a HeJKeNaTeNIbHbIe PeaKUi U CePbe3HbIe HEeXeNaTeIbHbIEe PEAKINH, IPEICTABIISIONINE
0c0OBbIi MHTEpeC (THUMepKaTueMusi, apTepralibHas TUIIOTEH3US U HapylleHue (YHKIUU MOYeK),
yaie HabJIoJaIuCh B IpyIIe IPUMEHEHNs AIMCKUPEHA, YeM B Ipymiie mianedo.

I'uapoxjiopoTHasug

Hemenanomuuiu pak korcu
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Ha ocHoBanuu wuMerommxcs JaHHBIX AIHAEMUOJIOTUYECKUX HCCIIEIOBaHUI  OTMeueHa
B3alMOCBSA3b MEX]y COBOKYIHOW J030W ruapoxioporuazuga u passuruem HMPK. Onno
HCCIIEIOBAHME BKIIIOYAJIO OMYJISIIIUIO, KoTopas coctosuia u3 71 533 cinyuaeB BKP u 8629 ciiyuaes
ITKP, conocraBineHHbIX co0TBETCTBEHHO € 1 430 833 1 172 462 KOHTPOJIBHBIMU YYaCTHUKAMHU B
nonyJsnud. [I[puMenenne ruapoxI0poTHa3uaa B BBICOKOH COBOKYIHOM 103¢ (> 50 000 mr) Ob110
CBSI3aHO CO CKOPPEKTHPOBaHHBIM OTHomeHueM mancos (OII) 1,29 (95 % AU: 1,23-1,35) nns
BKP u 3,98 (95 % AU: 3,68-4,31) nnsa [IKP. B otHomiennu BKP u I1IKP nabGmonanace yerkas
B3aMMOCBSI3b MEXJIy COBOKYITHOM 710301 M pa3BUTHEM peakiuu. B n1pyrom mccienoBaHuu Obuia
MOKa3aHa BO3MOXHas CBs3b Mexay pasButuem paka T1yosl (I[IKP) wu Bo3melicTBueM
rugpoxyioporuazuaa:; 633 ciydas paka ryobl ObUIu comocTaBieHbl ¢ 63 067 KOHTPOJIBHBIMU
Y4aCTHUKAMU C MCIOJIb30BaHUEM CTPATETUHU BBHIOOPKH C yueToM Habopa puckoB. bbuia oTMeueHa
YeTKasi B3aUMOCBSI3b MEX]ly COBOKYITHOM /10301 U pa3BUTHEM peakLUu: ckoppekTupoBaHHoe O
2,1 (95% AU: 1,7-2,6) noseicuiiocs o OILI 3,9 (3,0—4,9) npu npuMeHEeHUN BHICOKOW COBOKYITHOM
11035l (oxos10 25 000 mr) u go OLL 7,7 (5,7-10,5) npu npuMEeHEHNN HauBbICILIEH COBOKYITHOM JJO3bI
(oxoso 100 000 mr) (cMm. pasaen 4.4.).

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

Bancapran
Abcopbyus

[Tocne npuema Bancaprana BHyTpb Cmax JocTuraercs B TeueHue 2—4 yacos. Cpeansist abCOI0THAs
ouogoctynHOCTh cocTaBisier 23 %. [lpu npueme Bancaprana ¢ numieit mokaszatemun AUC 1 Chax
yMmeHblnaercss Ha 48 %. Tem He MeHee, yepe3 8 4acoB IOcCIle MpueMa BajicapTaHa, MPUHITOTO
HaTOoIIaK HJIN C HI/IHIef/'I, €T0 IJIaSMCHHBIC KOHOCHTpalIn 6BIJII/I OANHAKOBHBI B obenx rpynrax.
Ymenbienrne AUC He conmpoBOXIaeTCsl KITMHUYECKHA 3HAYUMBIM CHIKEHHEM TepPareBTHUYECKOTO
a¢dekTa BayicapTaHa, MOATOMY BaJicCapTaH MOXHO NMPUHUMATH HE3aBUCHMO OT BPEMEHH IpHeMa
TTUIIIH.

Pacnpeoenenue

O6mwem pacnipenenenus (Vd) BajicapTaHa B IEPUO PABHOBECHOTO COCTOSIHUS ITOCIIE B/B BBEICHUS
COCTaBJIsUT OKOJIO 17 71, 9TO yKa3bIBaeT Ha OTCYTCTBHE BBIPAXKEHHOTO pacIipeie]IeHns BaJcapTaHa
B TKaHsX. BaicapraH aKTHBHO CBs3bIBaeTCsi ¢ Oenkamu 1ia3Mbel  kpoBu  (94-97 %),
NPEUMYIIECTBEHHO C aJTbOyMHHOM.

buompancgopmayus

Bancapran He monBepraercsi CcyliecTBEHHON Ouotpancdopmaiuu, Toiapko okono 20 % mo3sl,
NPUHATON BHYTPh, BBIBOJUTCS B BUJIE META0OIMUTOB. [ MAPOKCUIIBHBIN METaOOIUT OonpeaesseTcs
B IJTa3Me KPOBU B HU3KHX KOHIEHTparusax (MeHee 10 % ot AUC Bancaprana). DTOT MeTaOOIHUT
He 00naaeT papMaKoIOrHuecKol aKTUBHOCTBIO.

Inumunayus

dapMaKOKMHETUYECKas KpHUBas BajcapTaHa HOCUT HUCXOJISIIMNA MYJIbTHIKCIOHEHIIUATbHBIN
xapakrep (nmepuoja noiysbiBeeHUs - T'2q menee 1 waca u T'2g — okosno 9 wacos). Bancapran
BBIBOJIMTCSI B OCHOBHOM B HEM3MEHEHHOM BUJIE Uepe3 KUIIeyHHK (0K010 83 %) 1 moukamu (0KO0JIo
13 %). Ilocie B/B BBeJCHHS IUIA3MEHHBINH KIUPEHC BajicapTaHa COCTABISIET OKOJIO 2 Jji/dac,
nouevHbld kupeHc — 0,62 n/gac (oxono 30 % ot obmiero kiaupeHnca). T BancapTaHa cocTaBisieT
6 yacos.

dapMaKOKMHETHKA BajicapTaHa B JAMaNa30HE TEPANEBTUUECKUX 103 HOCUT JIMHEHHBIN XapakTep.
[Ipu mOBTOpHOM NIPUMEHEHUHU BaJicapTaHa U3MEHEHUH (hapMaKOKMHETHYECKUX TIOKa3aTeyiel He
ormevanock. IIpu mnpueme BancapraHa OOUH pa3 B CYTKH KyMyJBSILUS HE3HAYUTEIIBHA.
[11a3meHHbIe KOHIIEHTPAIMU BaJICApTaHa OJIMHAKOBBI Y MY>KUUH U KEHILIKH.
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I'unpoxopoTruazug

Abcopbyus

[Tpu npueme BHYTPh TUIPOXJIOPOTHA3U BcachbiBaeTcsi ObICTPO. Cmax JocTUraercs yepes 2 yaca
nocJje rnpreMa BHyTpb. B TepaneBTuueckom nuanasone 103 cpenuss Benuunna AUC Bospacraer
IPSIMO MPOMOPIHOHATBHO OTHOCUTEIBHO YBEIMUEHHUIO 103bl. OTHOBPEMEHHBIN MPUEM C MUIIEH
MO’KET IIPUBECTU K YBEIMUYEHUIO WM YMEHBIIEHUIO CUCTEMHOM JIOCTYIHOCTHU I10 CPaBHEHHUIO C
MIPUEMOM HATOILAK, JaHHbIE U3MEHEHHUS He UMEIOT KIIMHUYecKoro 3HaueHus. [Ipu npueme BHYTph
abcomoTHas OMOOCTYITHOCTh THAPOXIOpoTHAa3Huaa coctasisier 70 %.

Pacnpeoenenue

Kunernka pacnpeneneHuss W BBIBEACHHUS THAPOXJIOPOTHA3HUAA OIMUCHIBAETCS B  IIEJIIOM
OMAKCIIOHEHIIMATBLHON HUCXOsIeH KpuBoil. Kaxymmiicss 00beM pacrpeesieHus] COCTaBISIET 4—
8 n/kr. CBs3pIBaHME C OEITKaMU TIa3MbI KPOBH (IPEUMYIIIECTBEHHO C allbOyMUHAMMU) COCTABIISIET
okouio 40—70 %. 'mapoxopoTra3u] HAKaIIMBAETCs B SPUTPOLIMTAX B KOHIICHTPALIMH, TPUMEPHO
B TPH pa3a MPEBBIIAIONICH TIJIA3MEHHYIO.

buompancgopmayus u snumunayus

['unpoxsiopoTrasuj SIUMMUHUPYETCS] IPAKTUYECKH B HEM3MEHEHHOM Buje. T'2 KOHeUHOU (ha3bl
coctaiisieT 6-15 yacoB. IIpu MOBTOPHOM NpUMEHEHNH (apMaKOKMHETUKA I'MJIPOXJIOPOTHA3UAA
He m3MmeHsiercs. [Ipu mpueme oaMH pa3 B CYTKH akKyMyJsims MuumainbHa. bomee 95 %
abcopOupoBaBIIeiics 1036l BBIBOJUTCS B HEU3MEHEHHOM BU/JIE TOYKAMU.

Bascapran + ruipoxJopoTHa3sua

[Ipy  OIHOBpEMEHHOM MNPUMEHEHUH C  BaJICAPTAHOM  CHUCTEMHAas  OHOJOCTYIIHOCTh
rupoxjoporuazuja yMmenoiiaerca Ha 30 %, a OMOJOCTYIHOCTh BajicapTaHa CYyIIECTBEHHO HE
u3Mensiercd. OTMEYeHHOE B3aMMOJAEHCTBHE HE OKa3blBaeT BIMsAHUE HAa 3((HEKTUBHOCTh
KOMOWHUPOBAaHHOTO TPHUMEHEHHS BaJicapTaHa W THAPOXJIOpOTHAa3uaa. B KOHTpoIMpyeMbIx
KJIMHUYECKMX UCCIIeI0BaHUAX ObLT BBISBICH OTUETIUBBIA aHTUTHIIEPTEH3UBHBIN 3 (PeKT qanHoM
KOMOMHAIMK, KOTOPBIA MpeBbIMIaN 3(PPEeKT Kaxa0ro U3 ACUCTBYIOUIMX BEIIECTB Ipernapara B
OTJeNbHOCTH U 3¢ (deKT marnedo.

CDaDMaKOKI/IHGTI/I‘IGCKaﬂ-d)aDMaKOI[I/IHaMI/I‘-ICCKaSI 3aBUCHUMOCTH

Toueunas neoocmamounocms

VY nanuentoB ¢ HapymerueM ¢yHkimu nodek ¢ KK 30-70 mu/MuH KOppeKIiu 10361 Iperapara
He Tpebyercs. HeT maHHBIX O NPUMEHEHHUIO MpernapaTa y HalieHTOB C HapyleHHeM (YHKLIUU
nouek Tsxenoi crenenu (KK menee 30 Mii/MuH) ¥ y HallMeHTOB, HAXOAALIUXCSA HA TEMOIUATIN3E.
BancapTan He BEIBOJUTCS C TOMOIIBIO TEMOINANIN3A U3-3a 3HAUUTEIILHOTO CBA3BIBAHMSI C O€IKaMH
1a3Mbl KpoBU. B TO ke Bpems remoauanus no3BojisieT 3¢ (HEeKTUBHO BBIBOAUTH M3 OpraHH3Ma
TUAPOXJIOPOTHA3HL.

B ycnoBusix HapyuieHus (pyHKIIMM MOYEK CpeJHUE MUKOBbIE 3HAYEHUS] KOHIEHTPALlMU B I1a3Me
kpoBH U 3HaueHus1 AUC rugpoxyiopoTHasuaa yBeJINIUBaOTCs, & CKOPOCTh BBIBEACHMSI IIOUKaMU
CHIDKaeTcs. Y TMalHMeHTOB ¢ HapylieHHeM (YHKIIMU TOYeK OT JIETKOW /0 CpeIHeW CTeneH!
TsKeCTH T)2 yBENIMUYMBAETCS NMPAKTUYECKH BABOE. [[04euHBIM KIMPEHC T'MAPOXJIOPOTHA3HUIA Y
MAIMEHTOB C HapylIeHneM (QyHKIIUHU [TOYEK 3HAYUTEIbHO CHUYKEH 110 CPABHEHUIO C HOPMaIbHBIMU
nokazarensiMu (okosio 300 mur/muH). [IpuMeHenue mpenapata y HalMEHTOB C HapylIeHHEM
dysKIEE mouex Tsxenoi crenenn (CK® < 30 mur/mun/1,73 M?) IpOTHBOTIOKA3aHO.

ITleuenounas neoocmamournocms

B ¢dapmakokunernyeckom wuccnenoBannn AUC BaicapTaHa y MalMEHTOB € HapylIeHUEM
¢dyHKuMu nedeHu Jerkoi (kmacc A mo kimaccudukanuu Yannn-ITeio) u cpenneit (kiacc B mo
knaccuukanuu Yaiina-I1pi0) crerneHn TsKECTH yJBauWBajach MO CPABHEHUIO CO 3J0POBBIMHU
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no0poBosbIaMu. B HacTosimee BpeMs HET JaHHBIX 110 IPUMEHEHHIO BaJICapTaHa y MalUeHTOB ¢
HapyueHneM QyHKIMY TedeHH Tsokenoin crenenu (kiaace C no knaccupukanuu Yaina—IIsio).

[Tockonbky HapynieHue (yHKIUMHM NEUYEHH HE OKA3bIBACT KIIMHUYECKH 3HAYMMOTO BIIMSHUS Ha
(hapMaKOKMHETHKY THUAPOXJIOPOTHUA3HIA, KOPPEKIIMHA €ro JI03bl Y MAIUEHTOB C HAPYIICHUSMHU
GyHKIHMH TTeYeHU HE TpeOyeTcs.

[TpoTuBOMIOKa3aHO MPUMEHEHUE KOMOMHAIIMKM BAJICAPTAH + THUAPOXJIOPOTHA3H] Y MALUECHTOB C
HapymeHueM (pyHKIUU neueHu Tspkennoi crenenu (knace C nmo knaccudukanuu Yaina-I1s1o).

ﬂuua NOJ2HCUTI0C0 803pacma

v HCKOTOPBIX MAIMMEHTOB IIOXKHJIOIO BO3paCTa CHUCTEMHAA OKCIIO3WIIMA BajCapTaHa ObL1a
HCCKOJIBKO BBIIIC, YEM Yy HMAMCHTOB MOJOAOTO BO3pacTa, OAHAKO 3TO HE OBbLIO KJIMHUYECKU
3Ha4YMUMBbIM.

OrpaHvyeHHbIC JTaHHBIE MO3BOJISIIOT MPEINOJIOKUTh, YTO y TMOXKHWIBIX (KaK 3J0pPOBBIX, TaK U
MAIMEHTOB C apTepUATbHON TUIIEPTEH3HEH ) CHCTEMHBIN KITMPEHC THAPOXJIOPOTHA3UAA HIDKE, UeEM
Y 370POBBIX MOJIOZBIX TOOPOBOJIBIIEB.

5.3. JlaHHbIe JOKJIHMHHYECKOH 0e30MacHOCTH

[ToTeHIMaMBHYI0 TOKCMYHOCTH KOMOHMHAIIMM BajcapTaHa W THAPOXJIOPOTHA3WIA TPU IpHEMe
BHYTPb U3YyYaJld HA KPBICAX U MAPTHILIKAX B UCCICAOBAHUAX MPOIOJDKUTEIBHOCTBIO 0 LIECTH
mecsieB. He OBIIO TOMY4YeHO HUKAKMX JaHHBIX, KOTOpPbIE HCKIIOYaId OBl TpPUMEHEHHE
TEpaneBTUUECKUX J03 ITOH KOMOMHALIUY Y YeJIOBEKa.

I/I?,MGHGHI/UI, BbI3BAHHBIC IIPHEMOM KOM6I/IHaIII/II/I BajJICapTaHa MW THUAPOXJIOpOTHA3HIa B
HUCCICIOBAHUAX XpOHH‘-ICCKOﬁ TOKCHYHOCTH, CKOPEC BCECTO, OBLIH BBI3BaHBI BaJICAPTAHOM.

TOKCHKOJIOTUYECKUM OpPraHOM-MUILIEHBIO OBUIM IMOYKH, IMPUYEM TOKCHYECKas peakuus Oblia
Oosiee BBIpaKEHHOW Yy MapThIlleK, 4eM y Kpbic. [IpuMeHeHne KomMOWHAIMK BajicapTaHa M
TUAPOXJIOPOTHA3UAA TIPUBOAMIO K TOBPEXKIEHUIO Touek (Hedpomatuss ¢ TyOyssipHOM
Oazoduinel, MOBbIIIEHHE YPOBHEH MOYEBUHBI B MJIa3Me KPOBH, KPEATHHHHA B TJIa3Me KPOBH U
KaJIUsl B CBIBOPOTKE KPOBU U MOBBILIEHHE 00b€Ma MOYH U BBIBEJICHUS 3JIEKTPOJIUTOB C MOYOH IpU
NpUMEHEHHH BajicapTaHa B 103¢ 30 MI/KI/CyT + rHAPOXJIOpOTHA3UAA B 103€ 9 MI/KI/CYT y KpBIC U
10 + 3 Mr/Kr/CyT y MapTHIIIEK), BEPOSITHO, BCICACTBUE U3MEHEHU S ITOYEYHOU TeMOAMHAMUKH. JTH
10361 y Kpbic B 0,9 1 3,5 pa3a npeBblIaloT MAKCUMAJIbHYIO PEKOMEHIYEMYIO 103y BajicapTaHa U
THAPOXIOPOTHA3N/IA TS YEIOBEKA COOTBETCTBEHHO B IlepecdeTe Ha MI/M2. DTH 0351 y MApTHITIEK
B 0,3 m 1,2 paza npeBbIIalOT MaKCUMaJIbHYI) PEKOMEHAYEMYIO 03y BajcapTaHa u
TUAPOXIOPOTHA3NAA JUIS YelOBeKa COOTBETCTBEHHO B IepecdeTe Ha Mr/M? (B pacueTax
MPUHUMAETCS, YTO J03a BajicapTaHa MpH MpueMe BHYTPh cocTanisieT 320 Mr/cyT B KOMOWHAITUY C
TUAPOXJIOPOTHAZU]IOM B J103€ 25 MI/CyT, a Macca Tena naiueHTa coctaniser 60 Kr).

BBenenne komOWHAIMM BajcapTaHa M THIPOXJIOPOTHA3WAa B BBICOKMX J03aX BbI3BIBAJIO
CHI)KEHHE DPUTPOLUTAPHBIX HHAEKCOB (KOJMYECTBA SPUTPOLIMTOB, YPOBHS T'eMOIVIOOMHA U
rematokpuTta B 103ax oT 100 + 31 mr/kr/cyT y kpbic 1 30 + 9 MI/Kr/cyT y MapThIIIeK). DTH 103bI
y kpsic B 3,0 u 12 pa3 mpeBbIIAIOT MAaKCUMAJIBHYK) PEKOMEHIYEMYIO JI03y BaJicapTaHa M
THIPOXJIOPOTHA3UIA [Is UeI0OBEKa COOTBETCTBEHHO B IIEPECYETe HA MT/M2. DTH 03B y MAPTHIIIEK
B 0,9 m 3,5 pa3za mnpeBbIalOT MaKCUMaJbHYIO PEKOMEHIYEMYIO 103y BajcapTaHa u
THIPOXJIOPOTHA3UIA [l YeloBeKa COOTBETCTBEHHO B TlepecdyeTe Ha Mr/M? (B pacueTax
MpeanoaraeTcsi, YTo TmepopaibHas 103a BajcapTaHa coctaBisieT 320 MI/CyT B COYETaHWH C
THJIPOXJIOPOTUA3UAOM 25 MI/CYT U nanueHT Becom 60 Kr).

Y wmaprteiek HaOMIOMATUCh TOBPEKICHUS CIW3UCTOM OOONOYKM JkKenyaka (B J03ax OT
30 + 9 mr/kr/cyt). BBenenue naHHOH KOMOMHAIMM TaKXe MPHUBOAMIO K THUIEPIUIA3UU
addepenTHBIX apTepuon B moukax (B go3e 600 + 188 mr/kr/cyt y kpsic u oT 30 + 9 mr/kr/cyt y
MapThllek). Oth 1036l y MapTteiiek B 0,9 u 3,5 pa3a NOpeBHIIAIOT MaKCHUMAJIbHYIO
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PEKOMEHIyeMYI0 /103y JI1 4elOoBeKa BajicapTaHa M TUIPOXJIOPOTHA3UAa COOTBETCTBEHHO B
nepecuere Ha Mr/M°. DTH 1036l y Kpeic B 18 m 73 pa3a HpeBBINAIOT MAKCHMATIbHYIO
PEKOMEHIyeMYI0 /103y I 4elOBeKa BajlcapTaHa M TUIPOXJIOPOTHA3UAa COOTBETCTBEHHO B
repecueTe Ha MI/M? (B pacueTax IpenojaraeTcs, 4ro nepopaibHas 103a BaJCapTaHa COCTABIIAET
320 MI/CyT B COYETaHHH C TUAPOXJIOPOTHA3UIOM 25 MI/CYT U TAIeHT BecoM 60 Kr).

Brrmeykazanapie  3QQEKTb, IPEANONIOKUTENBHO, 0O0YCIOBIEHB  (HapMaKOIOrHYECKUMHU
a(dexramMu BBICOKMX JI03 BajicapraHa (Ojokajga WHTHOMPOBAHUS BBICBOOOXKICHHSI DPEHHHA,
WHIYIIMPOBAHHOTO aHTMOTeH3WHOM II, co cTUMyssiIMel peHUH-NPOAYLIUPYIOMNX KIETOK), a
TaK)Xe BO3HHKAIOT NPU MpUMEHEHHH MHTHOUTOpoB AIID. DTH pe3ynbTarhl, MO-BUAUMOMY, HE
UMEIOT OTHOIIEHUS K HCIIOJIB30BAaHUIO TEPANIEBTHUECKHUX 103 BajicapTaHa y JIIOJCH.

KOMGI/IHaHI/IIO BaJICaApTaH U TUAPOXJIOPpOTUA3HU A HE UCIIBITHIBAJIM HA MYTarcHHOCTD, XpOMOCOMHBIﬁ
pa3pbiB U KaHOCPOTCHHOCTL B CBA3U C OTCYTCTBUCM JAaHHBIX, CBUACTCIbCTBYIOIINX O HAJINYHUU
BSaHMOHCﬁCTBHH MCKAY 3THMHU ABYMS BCHICCTBAMMU. O,I[HaKO TaKUC HCIbITAHUS ITPOBOANUINUCH
OTACIBHO IJid BaJICapTaHa W THUAPOXJIOpOoTHAasuaa, U B HHUX HC OBLIO IMOJIYUYCHO JIaHHBIX,
CBHUACTCIIbCTBYOIIUX O HAJIMYUH MYTAIr€HHOCTHU, XPOMOCOMHOI'O pa3pbiBa UJIN KaHIICPOTCHHOCTHU.

Y KpbIC BBEICHHUE /103 BaJICapTaHa, TOKCHYHBIC JJIs MaTePHHCKOTo opranusma (600 mr/kr/cyT), B
TEYEHUE IMOCIEIHUX JHEH OepeMEeHHOCTH W B MEPHOA JIAKTAl[MM NPHUBOJMIM K CHUKECHUIO
BbDKMBAEMOCTH, CHM)KEHUIO IIPUPOCTA MACChl T€JIa U 3aMEUIEHUIO Pa3BUTHUS (OTCIOEHUE YIIIHON
PAKOBHMHBI U OTKPBITHSI CIIyXOBOT'O IIPOX0/a) y MOTOMCTBA (cM. paznein 4.6.). DT A03bl y KpbIC
(600 mr/kr/cyTt) mpuMepHo B 18 pa3 mpeBHIIAIOT MAKCHMAIBHYIO PEKOMEHIYEMYIO 03y s
YyeloBeKa B repecyere Ha Mr/M? (B pacyeTax MperoiaraoT nepopaibnuyio 103y 320 mr/cyt u 60-
KUJIOTPAMMOBBIM  MalMeHT). AHaJOTWYHBbIE pe3yJNbTaThl HAOMIOJANINCh NIPU HPUMEHEHUU
BaJIcCapTaHa/TUAPOXJIOPOTHA3HUIA Yy KPBIC U KpOJUKOB. B mccienoBanusx smOpuodeTasbHOro
pasButus (cerment 1) mo omneHke KOMOWHAIMK BaJCApTaH/TUAPOXJIOPOTHAZU] HA KPBICAX H
KPOJIMKaX He ObIJI0 MOJyYeHO JaHHBIX, CBUETENbCTBYIOIUX O HATMYUH TEPATOr€HHOCTH, OJJTHAKO
Habo1anach (PETOTOKCUYHOCTD, CBA3aHHAS C TOKCUYHOCTBIO /111 MAaTEPUHCKOTO OpraHu3Ma.

6. ®APMAIIEBTUYECKUE CBOMCTBA
6.1. Ilepeuenb BCIOMOraTe/ibHbIX BellleCTB

AHopo

[{enmrono03a MUKpOKpUCTAIIMYECKAS
Kpockapmernosa HaTpus

[ToBunon-K25

JlakTO3BI MOHOTHIPAT

Maruus creapat

KpemHuus nuokcny KoiouaHbIi
Obonouka nienounas

I'unpomennosa 2910

Turana quokcun (E171)

Maxporo:mn-4000

Kpacutens xenesa okcup kpachblil (E172)
Kpacurens xeneza okcup xentoiit (E172)

6.2. HecoBMecTUMOCTD
Henpumenumo.

6.3. Cpok rogHoCcTH (CPOK XpaHEHHS )
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5 ner.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHuTh 1pu TemnepaTrype He Bhiie 25 °C, B OpUrHHAJIBHOM YITaKOBKE.
6.5. XapakTep u cofep:kaHue YNaKOBKHU

ITo 14 wmm 15 tabnetok B Onucrepe m3 koMmOuHuUpoBaHHOTO Matepuana [IBX/TID/TIBAX u
QIIOMUHUEBOU (OIIBIH.

ITo 2 6imuctepa no 14 tabierok uimu 1o 2, 4 uiau 6 6auctepoB 1mo 15 TabIeToK MOMENaT B MaYKy
KapTOHHYIO BMECTE C JTMCTKOM-BKJIQ IBIIIIEM.

He Bce pa3mepsl ynmakoBOK MOTYT ObITh JOCTYIIHBI JIJIsl peau3aliii.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH MNPH  YTWIM3ANUH  HMCHOJIH30BAHHOIO
JeKAPCTBEHHOr0  Ipenapara WJIH  OTX0A0B, MOJYYeHHbIX IOCJie TPUMEHEHHUs
JIEKapPCTBEHHOI0 Mpenapara, 1 Apyrue MaHuINyJIsiMU ¢ penapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

CrnoBeHus

AO «KPKA, n.1., HoBo mectoy, llImapwemnika necra 6, 8501 HoBo mecto
Tenedon: +386 7 331 21 11

®daxkc: +386 7 332 15 37

Anpec anextponHoi# outsr: info@Kkrka.biz

7.1. IlpeacraBure/ib AepKaTesss peruHCTPAllMOHHOIO YA0CTOBEPECHUS

[Tperen3un norpeduTeneil HaIPaBIATh 110 ATPECY:

Poccniickas @enepanns

000 «KPKA-PYC»

143500, MockoBckast 0011., r. Mctpa, yin. MockoBckasi, 1. 50
Tenedon: +7 (495) 994 70 70

®axc: +7 (495) 994 70 78

Anpec snexrponHo# nmoutsl: Krka-rus@krka.biz

Pecniy6onmka benapychb

[TpencraButenscTBO AkumonepHoro obmectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecnybnuka Cnosenust) B Pecriyonuke benapych

220114, r. MuHnck, yn. ®unumoHoBa, 1. 2507, oduc 315

Tenedon: 8 740 740 92 30

@axc: 8 740 740 92 30

Anpec anektpoHHoi noutsl: info.by@krka.biz

Pecny6iinka Kazaxcran

TOO «KPKA Ka3zaxcran»

050040, r. Anmatsl, Mukpopaiton KOKTEM-1, nom 15A, oduc 601
Tenedon: +7 (727) 311 08 09

Anpec snekrponHo# mouthl: info.kz@krka.biz

PecryOnnka Apmenust
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[IpencraButennscTBO «Kpka, a.1., HoBo Mmecto» B Pecniybnuke Apmenus

0001, r. Epesan, yn. Han6aunss, a. 106/1 («CAAT-HOBA» BUSHEC-HEHTP), oduc 103
Tenedon: +374 11 56 00 11

Anpec anexkrponnoii moutsl: info.am@krka.biz

Ksipreizckas PecryGnmka

[TpencraButenbctBo AO «KPKA, ToBapHa 3apasui, 1.4., HoBo mecto» B Kbipreizcrane
720040, Yyiickas obnactsb, . bumikek, OyipBap DpKuHIUK, 1. 71, 670K A

Tenedon: +996 (312) 66 22 50

Anpec anekTponHo# outsl: info.kg@krka.biz

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

JITI-Ne(001082)-(PT-RU)

9. KATEIrorPusl OTIIYCKA JIJEKAPCTBEHHOI'O TIPEITAPATA

.HeKapCTBeHHHﬁ npenapat OTHOCUTCA K KaTCTOPUH OTITYCKa «I10 PCLCIITY>.

OO0mass xapakTepUCTHKa JIeKapCTBEHHOTo mpernapara Bambcakop H 80 mocrynmHa B eawmHOM
peecTpe 3aperucTpupOBaHHBIX JIEKAPCTBEHHBIX CpeicTB EBpazuiickoro 3KOHOMHUYECKOT0 COI03a U
Ha  o(uUUMaTbHOM  CcalTe  YHNOJHOMOYEHHOIO  oOpraHa  (3KCHEpPTHOM  OpraHu3aluuf)
(https://Ik.regmed.ru/Register/EAEU_SmPC).
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