COOTBETCTBYET ZKCNEPTHOMY OTUETY
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OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “05)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA
Dxkcdopxk, 5 mr + 80 Mr, TabIETKH, TOKPHITHIE TUIEHOYHON 000I0YKOH.
Dxkchopxk, 5 mr + 160 Mr, TabIeTKH, MOKPHITHIC MJICHOYHON 000I0YKOM.

Oxchopxk, 10 Mr + 160 Mr, TaGIETKH, TOKPHITHIE TUICHOYHON 000JIOUKOIA.

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB
JleficTByromue BelecTBa: aMJIOAUIINH + BaJICapTaH.

Dxkcdhopx, 5 mr + 80 mMr, TabJIETKU, IOKPLITHIE ILIEHOYHON 000JI0YKON

Kaxxnas Tabnmerka, MOKphITast TUICHOYHON 000J0UKOM, COMEPKUT 6,94 Mr amiioaunuHa Oe3uiiata

(cootBerctByeT 5,00 Mr amnonununa) u 80,00 Mr BancapTana.

Drcdhopx, 5 mr + 160 Mr, TabJIETKHU, IOKPHITHIE INIEHOYHOH 000J10YKON

Kaxxast TabneTka, MOKphITas MIICHOYHOW 000JI0YKOH, comepkuT 6,94 Mr amoaunuaa O6e3miata

(cootBerctByeT 5,00 Mr amnonununa) u 160,00 Mr BasicapraHa.

Dkcdhopx, 10 Mr + 160 Mr, TabiaeTKH, DOKPHITHIE IUICHOYHOU 000JI0YKOI

Kaxxmas TabiieTka, MOKphITas INICHOYHOM 000JI09KOM, coepkuT 13,87 Mr amimoaunuHa 6e3miara

(cootBerctByeT 10,00 Mr amnoaununa) u 160,00 mr BaicapraHa.
[TonHbll IepeYeHb BCIOMOTaTEIbHBIX BEIIECTB MPUBEIEH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, NOKPHITHIE MIIEHOYHOU 000I0YKOM.

Dkchopx, 5 mr + 80 Mr, TaOJIETKH, TOKPBITHIE TUIEHOYHO 000JI0YKON

TeMHO-KeIToro OBCTa, KPYIJbIC CO CKOIMICHHBIMH KpasiMHU Ta6J'I€TKI/I, IOKPBITBIC TJICHOYHOH

o0omnoukoif, ¢ Hagnmucko «NVR» Ha o1HOM cTOopoHe 1 «NV)» Ha Ipyroif CTOpoHe.

Dkchopxk, 5 mr + 160 mr, TaOIETKH, MOKPBITHIE INIEHOYHONW 000JI0UYKOH

TeMHO-XeIToro [BCTAa, OBAJIbHBIC CO CKOLICHHBIMU KpasiMHU TaGJ’ICTKI/I, TIOKPBITLIC IUICHOYHOM

o0omnoukoif, ¢ Hagmuckto «NVR» Ha onHol ctopone u «ECE» Ha npyroii cropone.

Dkcdhopx, 10 mr + 160 Mr, TabIEeTKH, DOKPBITHIE IIEHOYHONW 000JI0YKOI

CBETI0-XKENTOTO [BCTa, OBAJIbHBIC CO CKOLICHHBIMH KpasiMH TaGJ’ICTKI/I, IMOKPLITBIC IUICHOYHOM

o0onoukoi, ¢ Haamuceio «NVR» Ha onHoit cropone u «UIC» Ha apyroii ctopoHe.
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4. KJIMHUYECKUE JAHHBIE (NOCTEAOBATENBHOCTE 0006)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

4.1 Iloxazanusi K NpUMEHEHHUI0

[Tpenapat DKcop:k MmoKazaH K MPUMEHEHHUIO Y B3POCIIBIX NAIIMEHTOB.

AptepuanbHas runepTeH3us (MauueHTaM, KOTOpbIM IOKa3aHa KOMOMHUPOBAHHAS Teparnus).
4.2 Pe:xuM 103MPOBAHUSA U CIIOCOO MPUMEHEeHMsI

PexxuM J103upoBaHus

Pexomenyemas cyrounas 1o3a — 1 TabneTka, coepikalias aMIOAUIKH + BaJicapTaH B JO3UPOBKE
5 mr + 80 mr, unmu 5 mr + 160 mr, i 10 mr + 160 mr (MakcumanbHasi CyTo4YHasi J03a 10
amnoaunuuy) 1 pa3 B cytku. [lanumeHT, mojyyaromwuii BajJicapTaH U aMJIOJUIIUH B Pa3HBIX
TabJieTKax/Karcyiax, MOXKeT ObITh MepeBeleH Ha mpueM mnpenapara Dkchopk B TalieTkax,
COJIEpIKalINX Ty € JI03UPOBKY JEHCTBYIOIINX BEILIECTB.

Y nanueHToB, KOTOPBIM MOXET MOTPEOOBATHCSI MHOTOKOMITOHEHTHASI MEAMKAMEHTO3HAs Teparus
JUIsL TOCTM KEHMS 1IeNIeBbIX 3HAUEHUU aprepuanbHoro aasieHus (AJl), nedenue MoxeT OBITh
Hayato ¢ npenapara Okchopxk. Crenyer TIIATENBHO OLEHUTh OTHOIICHUE IOJIb3a/PUCK MPHU
BbIOOpE npenapara JKchHopK B KaueCTBE HAUYAIBHOM Tepanuu apTepuaibHoi runeprensuu (Al).
Hauunarte npuem npenapara peKOMEHA0BAaHO ¢ 1036l S Mr + 80 Mr 1 pa3 B CyTKU. YBEJIMYMBATH
03y MOXXHO 4epe3 1-2 Hexenu mocie Hayana Tepanuud. MakcuManibHas /1032 aMJIOAMIHHA U

BasicapTaHa coctasisieT 10 mr + 320 Mr B cyTKH.

Oco0ble TPVIIILI TAIUEHTOB

Tayuenmul nosxcunoeo sospacma (cmapuwe 65 niem)

[Tockonpky 00a KOMIIOHEHTa IpernapaTa OJMHAKOBO XOPOIIO MEPEHOCITCS MPU NMPUMEHEHHH B
COOTBETCTBYIOIIUX J103aX Y TOKUJIBIX MAIIUEHTOB (B BO3pacTe 65 NeT U cTaplie) UK Y MalueHTOB
MITajiIie JaHHOW BO3PACTHOM KaTeropuu, He TpeOyeTcs KOpPEeKIIMY HauaabHOM 10361 pernapara y
JMaHHBIX marueHToB. Creayer paccMOTPETh BO3MOMKHOCTh TMPUMEHEHHS HAa4YaJbHOW 103l
mpernapara, coieprkallel HauMEHbIIYI 103y aMJIOJWIIMHA, T.€. OJHA TabjeTKa, cojaepKaias

aMJIOAUINHH + BajicapTaH B J03UpoBKe 5 Mr + 80 mr mnu 5 mr + 160 wmr.

Tayuenmoi ¢ Hapywenuem yHkyuu novex
Jns manweHToB ¢ HapymeHUAMH (DYHKIIMU TOYEK JIETKOM W CpeIHeW CTENEHU THKECTH
(ckopocTh Ki1y60ukoBoit pumsrparmu [CK®] >30 mn/mMun/1,73 M%) KOppeKIun HAYATBHON 03bI

He TpeOyercsl.

Iayuenmoi ¢ HapywieHuem QYHKYUU neveHu
BcenenctBue Hanmuuus B cocTaBe BajicapTaHa M aMJIOJUIIMHA Ipenapar OKc(opik cieayer ¢

OCTOPOKHOCTBIO IPUMEHSATH Y MAIIUEHTOB C HAPYIIEHUSAMHU (QYHKIIMH TIEYEHU U OOCTPYKTUBHBIMU
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paccMOTpeTh BO3MOJKHOCTb IPUMEHEHHs HauyalbHOM JI03bl IIpenapara, cojaepiKaliei
HAMMEHBIIYIO 7103y aMJIOJUIIMHA, T.€. OJJHA TabJeTKa, Co/eprKallas aMJIOAUIIMH + BajcapTaH B

no3upoBke 5 Mr + 80 mr win 5 mr + 160 mr.

eTu
[Tockonbky maHHBIX O Oe3omacHOCTH W 3(PQPEeKTHUBHOCTH mpemnapata IKCPOpK y IeTed u
NOAPOCTKOB (Miamuie 18 jer) HemocTaTo4yHO, Ipernapar HE PEKOMEHIYETCS IHMPUMEHSTh Yy

IIallMCHTOB ,HaHHOﬁ KaTCropuu.

Cnoco0 IIPUMCHCHUA

HpenapaT CJICAYyCT IPUHUMAaTh BHYTPb, 3allMBasd HEOOJIBIITUM KOJIMYSCTBOM BOJbI, HE3aBUCUMO OT

BPEMEHU ITpUeMa IUIIH.

4.3 IIpoTBONOKA3AHUA

® TUIEPYYBCTBUTEIBHOCTh K aMJIOJUIMHY, IPYTMM IPOU3BOJHBIM JUTHAPONHUPUAMHA,
BajicapTaHy WM K JIIOOOMY M3 BCIIOMOIaTelbHBIX BEIIECTB, IEPEUYHUCICHHBIX B pasjese
6.1;

® HACJC/ICTBCHHBI AHTMOHEBPOTHYCCKHA OTEK, AaHTHOHEBPOTHYCCKUI OTeK Ha (QoHe
IpeIeCTBYIOLIEH Tepaui aHTaroHucTaMu perentopos anruorensuna Il (APA II);

e HapyueHue (QyHKUMU TeueHUu Tsokenol crenenu (xace C mo knaccuduxanuum Yaina-
[Ip10), OunuapHsIil IUPPO3, XOJIECTa3;

e HapymeHue QyHKIHH TT0YeK Tsokenoi crenenn (CK® <30 min/mun/1,73M%), remonuanus;

e OEpeMEeHHOCTD;

e TspKenasl apTepualibHas TUNoTeHs3us (cucronunueckoe AJ[ menee 90 MM pT.CT.), KOJUIaIC,
KapAMOT€HHBIN I1IOK;

e 00CTpYKIUS BEIHOCSIIIETO TPAKTAa JIEBOTO JKETYy10UKa;

® TeMOJMHAMHUYECKH HeCTaOUIIbHAs cepeyHast HeA0CTaTOUHOCTh TOCIIe OCTPOro HH(papKTa
MHUOKapa;

® OJIHOBPEMEHHOE ITPUMEHEHHUE C ATMCKUPEHOM U TpenapaTaMu, COIEPKaIIUMU aTUCKUPEH,
y MAalUEeHTOB C CaxapHbIM AMAa0ETOM W/MIM HapylLIeHHeM (QYHKLIUHU TOYeK cperHeill u

tsxenoit crenenu (CK® <60 mn/mun/1,73 m?).

4.4 OcoOble yka3aHUs U Mepbl NPEI0CTOPOKHOCTH NIPH IPUMEHEHUH

C 0CTOPO’KHOCTBLIO

JlexapcTBeHHBIN TIpemapaT IKCPopK HEOOXOAMMO MPUMEHSITH C OCTOPOKHOCTHIO B CIEIYIOIINX
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KIIMHUYCCKUX CUTYyallUAX:

® TuUNepKamueMus, JeQUUUT B OpraHU3ME HATpUs W/WIM yMEHbLIEHHEe o0beMa
uupkyupytromen kposu (OLK);

® OJHOBPEMEHHOE MPUMEHEHHUE C KaJIuicolepKalllUMH I[HUIIEBbIMUA J100aBKamu,
KauicOeperalmuM  TUypeTUKaMi, 3aMEHUTEIIIMH  COJIM, a Takke JIPYyrHMH
MpernaparamMmu, KOTOPbIE MOT'YT YBEJIUYUBATh COACPIKAHUE KAIIHS;

® OJIHOCTOPOHHUM WJIM JABYCTOPOHHMI CTEHO3 MOYEYHBIX apTEPUil WM CTEHO3 apTepHUH
€IMHCTBEHHOM IMOYKH;

® MWTpPaJbHBIH WJIM aOpTAJbHBIH CTEHO3 W rumneprpoduueckas oOCTPYKTHBHAS
KapJAMOMHUONIATHS;

e XxpoHHueckas cepaeuHas HenocratouHocTh [II-IV  ¢dyHkunoHaneHOro Kiacca 1o
kinaccudukanun NYHA;

® OCTpbIi KOPOHAPHBIA CHHJPOM, COCTOSIHHME IIOCJIE€ HEAABHO IEPEHECEHHOI'O0 OCTPOro
nH(papKTa MUOKap/a;

e HapyuieHue (QYHKUUU MEYEHU JIETKOW M CpeAHel cTemeHH Mo kiaccudukauuu Yam-
[Tbt0, 0OCcTpYKTUBHBIE 3200I€BaHUS JKETUEBBIBOSIINX MyTEH;

® OJIHOBPEMEHHOE IPUMEHEHHE C UHIHMOMTOpaMU WIM UHAYKTOpaMH H30(pepMeHTa

CYP3A4.

Oco0ble yKa3aHus

I[ed)I/IHI/IT HaTpuia H/Uau YMCHBIICHHUC o0bemMa LHUPKYIUPYIOLIEH KPOBU

B mnnane6o-KOHTpOIMpYeMBIX HCCIEIOBAaHUAX NpU MPUMEHEHMM IIpernapara y MalueHTOB ¢
HeocnoxkHeHHOU Al B 0,4% ciydaeB Habio1anach BhIpaK€HHAsl apTepuasibHasi TUIIOTEH3US. Y
NAlMEHTOB C aKTUBUPOBAaHHOW pEHUH-aHTMOTEH3HH-albaocTepoHoBOM cuctemoir (PAAC)
(manmpumep, npu aedunure OLIK w/wim HaTpus y NAIMEHTOB, MOJIYYAIOMIMX BBICOKUE 03I
nuypetukoB), npu npueme APA Il BO3MOXXHO pa3BUTHE CHUMITOMATHYECKOH apTepHabHOU
runoren3ud. Ilepen Havamom jiedeHHs mpenaparoM ODKCPOpK cleayeT MPOBECTH KOPPEKIHUIO
conepkanus HaTpus w/mian OLK wiM HauMHATH Tepamnuio MOJ TIATENbHBIM METUIIUHCKUM
HaOJI0IeHUEM.

B ciydae BO3HMKHOBEHHs BBIP@)KEHHOTO CHW)KEHHA AJl manueHTa cieayeT YIOoXHTb C
IPUTIOTHATHIM HOXKHBIM KOHIIOM, TIPM HEOOXOJUMOCTH ITPOBECTH BHYTPUBEHHYIO (B/B) HH(Y3HIO
0,9% pactBopa Hatpus xyopuaa. Ilocne crabunuzauuu AJl nedeHue mpenaparom OKcHopx

MOKET OBITh TTPOIOJKEHO.
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I'unepkanueMust

[Ipy OnHOBpEMEHHOM MNPHUMEHEHUH Ipernapara ¢ OHMOJIOTMYECKH AaKTUBHBIMU J00AaBKaMH,
CoJIepKalIMMU KaJIuil, KaiauiicOeperammi Uy peTUKaMU, KaauiicoaepKallluMy 3aMEHUTEIIMU
COJIM WX C IPYTUMHU IIperapaTaMy, KOTOPbIE MOTYT BbI3bIBAaTh IIOBBILICHUE CONEP/KAHUS KallUs B
KpPOBHU (HampuMep, ¢ renapuHoM), ClIeAyeT cOOI0AaTh OCTOPOKHOCTh U POBOAUTE PETYIISPHBIN

KOHTPOJIb COACPIKAHUA KaJIusd B KPOBHU.

CreHo3 mo4YeuHou aprepun

VY manueHToB ¢ OJHOCTOPOHHUM WJIM IBYCTOPOHHUM CTEHO30M [TOUYEYHOU apTEePUH UIIH CTEHO30M
apTepuyl eIWHCTBEHHOW TMOYKM IMpHeM Impemnapata OKCcOpK MOXKET COIMPOBOKAATHCS
MOBBIIICHHEM KOHIICHTPAllM MOYEBHMHBI M KPEAaTHUHHHA B CHIBOPOTKE KPOBH, B CBSI3M C YEM

Ipenapar cieayeT ¢ OCTOPOKHOCThIO IPUMEHSTh Y JAHHON KaTEerOpUU MalMeHTOB.

Hapymenus d)VHKHI/II/I IIO4YCK

He TpeOyercst KoppeKIuu JO3bI ITpenapara y NaiyueHToB ¢ HapylnieHueM (DyHKIIUY ITOYEK JIETKOH
u cpeaneii crenenu (CK® >30 mu/mun/1,73 M?). Y nauueHToB ¢ HapymeHusIMH QYHKIUU HOYeK

CPEIHEN CTENEHM TSHKECTH PEKOMEHIYETCSl KOHTPOJIb YPOBHS KA U KpEaTUHUHA.

TpaHcriaHTaMs HOYKH

Ha ceroansmuuii 1eHb HET OIbITA 0e30I1acHOro IMPpUMCHCHUS TTIpCIIapaTta 9KC(bOp)K Yy NaluCHTOB,

HEAAaBHO MCPCHCCIINX TPAaHCIIAHTALIUIO TTOYKH.

HaDVHIeHI/Ifl d)VHKHHH IICYCHHU

Baiicaptan BBIBOOUTCS B OCHOBHOM C JKEIIYbIO, B HEU3MEHEHHOM BHJe. Ilepnon moiyBeIBeicHUS
aMJIOJIMIINHA YBEJIMYMBACTCS, a 3HAYECHUS TUIOIIAAN 101 KpUBOH «KoHIeHTpauus-spems» (AUC)
BbIIlIE y NAIMEHTOB C HapylleHHWeM (QYHKIUM TEeYEHU; PEKOMEHJAlUU IO J03UPOBKE HE
ycraHoBiieHbl. Cienyer coOaroAaTe OCTOPOKHOCTh IPH IMPUMEHEHUHU Ipenapata ODKC(hOopxk y
NAlMEeHTOB C HapylleHWeM (YHKIMU TMEYEHU JIETKOM M CpefHed CTeNeHU TSHKECTH WIN TpH
OOCTPYKTHBHBIX 3a00JI€BAHUAX KETUEBBIBOAIINX My TEH.

VYV mnanueHToB ¢ HapylieHHeM (YHKUUU TEYeHH JIETKOM W CpelHEW CTENeHU TsKecTH 0e3

XoJjieCTasa MaKCUMaJIbHasd pCKOMEHAyeMas J03a BaJicapTaHa COCTABJIACT 80 mr.

AHTMOHEBPOTHYECCKUI OTECK

HpI/I IMPUMCHCHUHN BaJICApTaHA OTMCYUYCHO PA3BUTHC AHT'MOHCBPOTHUYCCKOI'O OTCKAa, B TOM YHUCIIC
OTCKa T'OPTaHHU MU T'OJIOCOBBIX CBA30K, NPUBOAALICE K O6CprKHI/II/I JABIXaTCIBbHBIX HYTeI\/II, A/unn
OTCKa JIuIia, Fy6, TJIOTKY U/WIIN A3BIKA, Y HCKOTOPBIX U3 TAaKHUX MAIIMCHTOB OTMCYCHO pPa3BHUTUC

AHTMOHCBPOTHYCCKOI'O OTCKA B AHAMHE3C MPU NPUMCHCHUU JPYTHUX JICKAPCTBCHHLIX MPCIIapaTos,
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B ToM uuciie uaruouropos AlID. B cmydae paSBI/ITI/IH( %AM%HHJ&MCOITJ@ 'lrelﬂaﬁmo

npemnaparom CJICAYCT HE3aMCAJIUTCIIbHO ITPCKPATUTD 0e3 IIOBTOPHOT'O BO300HOBJICHUS.

Anr I/IOHCBDOTI/I‘-IGCKI/Iﬁ OTCK KUITICYHHUKA

bbutn nonyueHsl cooO1IeHNs O Pa3BUTHH aHTMOHEBPOTUYECKOTO OTEKa KUIIIEYHUKA Y MAllHeHTOB,
MPUHUMAIOIINX OJIOKaTOPHI peuentopoB aHruoteHsuHa II, Bkimtodas Bancapran (cm. pasaen 4.8
«HexenarenbHbIe peakium»). Y 3THX NAIlMCHTOB HAOII0JaIUCh OO B )KUBOTE, TOITHOTA, PBOTA
u quapesi. CUMIITOMBI pa3pelianuch Mocjae OTMEHbl aHTarOHUCTOB PELenTOpoB aHrnorensuna II.
Ecnu auarHOoCTMpOBaH aHIMOHEBPOTMYECKUM OTEK KHIIEYHHUKA, CJIEeAyeT MpPEeKpaTUuTh
pPUMEHEHUE BajcapTaHa M HayaThb COOTBETCTBYIOIIEE HAOIIOJECHUE 10 TIOJHOTO MCYE3HOBEHUS

CHMIITOMOB.

CGDZ[G‘IH&H HEAOCTATOYHOCTH, COCTOAHUEC MOCJIC MIEPEHECCHHOI'O I/IHd)aDKTa MHOKapJa

B nenom, y nmanueHToB ¢ XpoHHYECKOH cepaeunoi HenoctatoyHocThio III-1V dyHkmonansHOrO
kinacca no kinaccuduxkaumu NYHA crienyer ¢ OCTOPOXKHOCTBIO IMPUMEHATh OJIOKATOPbI
«MEJIJICHHBIX)» KaJIbLIUEBbIX KaHAJIOB, BKJItOYasi aMIoJunuH. [ [puMeHenne MoxeT crnocoocTBOBaTh
BO3PACTaHMIO PUCKA PA3BUTHS OCIOKHEHUH CEPIeYHO-COCYAUCTHIX 3a00I€BaHUH 1 MOBBIICHUIO
CMEPTHOCTH.

[Tpumenenne uarudutopoB AII® mmu APA Il B ciydasx, korjna cocrosiHue (QyHKIMHM MOYEK
3aBUCUT 0T axkTuBHOcTH PAAC (Hampumep, y NAIUEHTOB C TKEIOH CepaeyHOM
HEJ0CTAaTOYHOCTHIO) ACCOIMUPOBAIOCH C PA3BUTUEM OJMTYPUHM W/MIM POrpEeCcCUpYyIoLIei
a30T€MHUH, B PEIKUX CIydasx MPUBOJWIO K OCTPOH MOYEYHONH HEIOCTAaTOYHOCTH W/WIIN
JeTalbHOMY UCXO/ly. AHAJIIOTUYHbIE PE3yJIbTaThl ObIIH MOJy4YeHbl IPY IPUMEHEHNHU BaJicapTaHa.
IIpy oueHKe COCTOSHMS MALMEHTa C OCTPOM CEPACYHO-COCYIMCTON HEAOCTATOYHOCTBIO WU
COCTOSIHUEM Tociie MH(papKTa MHOKapJa BO BCEX CiIydasX CJIEeAyeT ONPEIeNsiTh COCTOSHUE
(GYHKINU TOYEK.

IIpumeHeHne  amyjoauMNnMHA Yy  MAUEHTOB  cepaeyHoll  HemocrarouyHocTero M-IV
byHKIIMOHaIBHOTO Kilacca 1o kiaccudukanun NYHA oTmeudanoch cBs3aHHOE € aMIJIOAUIIMHOM
yBEJIMYEHUE YHCIa COOOIIEHWH O pa3BUTUM OTeKa JIeTKMX, HECMOTpsS Ha OTCYTCTBUE
3HAQYUTEIILHON Pa3HUIIBI B YACTOTE PA3BUTHS OCIIOKHEHUN CEPIEYHON HEJOCTATOYHOCTH B IPYIIIE

MNPUMCHCHUSA aMJIOAUIINHA 11O CPABHCHHIO C rpynnoﬁ nnaueGo.

OcTpbili HHGAPKT MHOKAPIA

B Hauane Tepanuu amMJIOAMNHMHOM (WJIM TMpPU yBEJIUYEHHH €ro JI03bl) BO3MOXKHO YCyTyOJieHue
CTEHOKapIUH U pa3BUTHE OCTPOTO MH(]apKTa MUOKap/a, B 0COOEHHOCTH Y MAIIMEHTOB C TSDKEION

UIIeMHYECKOM O0JIe3HBIO Cep/ria.
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IlepBUYHEBIN THIEPATILI0CTEPOHU3M

HaLII/IeHTaM C TICPBUYHBIM THUIICPATIBAOCTCPOHU3MOM HCE CJICAYCT Ha3Ha4YaTb JICHCHHUC
aHTaroHUCTOM aHruoreH3uHa II BaJICApTAHOM, ITOCKOJIbKY UX PCHHUH-aHT'MOTCH3WHOBAA CUCTCMA
Inopax€Ha re€pBUIHbIM 3a00J1¢BaHUEM.

JIBoiiHas OJI0Kaa pEHUH-aHTMOTEH3HH-AJIBI0CcTepoHOBOM cucteMbl (PAAC)

HmeroTcs naHHble, 4TO OAHOBpEeMeHHOe npuMeHenne nHruontopos AII®, BPA nnmu anuckupena
CIIOCOOCTBYET BO3PACTAHUIO PUCKA Pa3BUTHUS ApTEPUAIbHOW T'MIIOTEH3UHU, THINEPKAIUEMUU U
CHIKEeHUS QYHKIMH TOoYeK (BKJIIOYas OCTPYIO MOYEUHYI0 HEJ0CTaTOUYHOCTh). [loaTomy nBoiinas
omokama PAAC 3a cyer KOMOMHUpOBaHHOTO NpuMeHeHUss MHruOuTopoB AIID, BPA wumu
AIMCKUPEHA HE PEKOMEH/1yeTCsl.

Ecnu Ttepanust ¢ 1BOMHON Osiokamoil cumraercs aOCOMIOTHO HEOOXOAMMOH, OHa JOJDKHA
MPOBOAMTHCS TOJBKO 0/ HAOIIOJEHHEM CIEIUAIMCTA U MIPU PETYJISIPHOM TIIATEIbHOM KOHTpOJIE
GYHKIIUM TIOYeK, KOHIICHTPAIMU SJEKTPOJIMTOB U apTepHalbHOro namieHus. llamuentam c
nuabeTnyeckoi HepormaTrel He cleayeT OJHOBPEMEHHO Ha3HadaTh HHTHOUTOPE ATID u BPA.
[Tpuem npenapara Dkcop HE M3y4ald HU B OJHOM MOMYJISILMM MAllMEHTOB, KPOME JIUI] C

apTepuaIbHON TUIIEPTEH3UEH.

4.5 B3aumoneiicTBHe ¢ JAPYIMMH JE€KADCTBCHHBIMH IIpenapaTtamMH M [Jpyrue BHIbI
B3aMMO/AEHCTBUA

910 CICAYECT YUUTHIBATE ITPU COIIYTCTBYIOIEM IIPUMCHCHHU N

pyeue anmueunepmen3ugnvie npenapamol

Yacto mnpuMeHseMble aHTUTUIIEPTEH3UBHBIE TMpemapaTsl (Hampumep, anb(ha-0I0KaTopHI,
TUYPETUKU) W JIPyTHUE JICKApCTBEHHBIE Mpemnaparbl, CIOCOOHBIE BBI3BIBATH THUIIOTEH3UBHBIC
no6ouyHbie dQPeKThl (HampuUMep, TPUIUKINYECKUE aHTUICIPECCAHTHI, alib(a-0JI0KaTOPhl AJIs
JiedeHus: J10OPOKAYEeCTBEHHOM THIEPIUIa3uu TPEACTATeNbHON KeNe3bl), MOTYT YCHIUTH
AHTUTUIIEPTEH3UBHOE JICHCTBIE KOMOWHAITIH.

AmnonunuH

Cumeacmamun

OnHOBpeMEHHOE ATUTENBHOE MPUMEHEHHE CUMBACTaTUHA B 103¢ 80 MI/CYyTKH M aMJIOJUIMHA B
no3e 10 Mr/cyTku BeleT K YBETUYECHUIO SKCIIO3WIIMK CHMBacTatuHa Ha 77%. Pekomenmyercs

YMEHBIINUTDL A03Y CUMBAaCTaTHHA y MallMCHTOB, IPUHUMAIOIHUX aMJIOAWUIINH, 10 20 MF/CYTKI/I.

Uneubumopuot uzoghepmenma CYP3A4
[Mpy npUMEHEHWH aMJIOJUIIMHA B J03€ 5 MI/CYTKH OJHOBPEMEHHO C IHJITHA3eMOM B JI03€
180 Mr/CyTKH y MOXHJIBIX MAIMECHTOB OTMEYACTCS 3aMe/JICHHE MeTa0oJM3Ma amJIOJMIINHA B

1,6 pas. HpI/I OpUMCHCHUU aMJIOAUIIMHA OJHOBPCMCHHO C MOIIHBIMU HWJIX YMCPCHHBIMU
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uaruouTopamu uzopepmenta CYP3A4 (mampumep, Ke%g&ﬁal%ﬁ;'%ﬁ;@tlgﬁ—l I:;/ITSI/IQ‘E)Q%%I/ID)

BO3MOXKHO BBIPQ)KEHHOE YBEJIMYCHHE CHUCTEMHOW SKCIO3MIMU amioaunuHa. Heobxomumo c
OCTOPOKHOCTBIO MPUMEHATH aMJIOIUIINH ¢ HHruouTopamu m3opepmenta CYP3A4. Knuanueckue
MPOSIBIICHUS STUX U3MEHEHH B (papMaKOKHHETHUKE MOTYT OBITh 00Jiee BHIPa’KEHHBIMH Y MTOMKHIIBIX
mozaeil. BoamoxHo, moTpeOyeTcst KIIMHUYECKUH KOHTPOJIb U KOPPEKTUPOBKA TO3UPOBKH.
I'peiingppym unu epetinghpymosuiii cox

B cBmu ¢ unrubupoBanueM wuzodpepmernta CYP3A4 mnpu OAHOBpPEMEHHOM IpHUEME C
rpeindpyTom win rpedndpyToBbIM COKOM SKCIIO3UIIUS aMJIOJUINHA MOXKET YBEIUYUBATHCS, U
ycuIuThes dQ(EKT CHIKEHUS apTepUalbHOrO JaBjieHHs. B KIMHMYECKOM HCCIEeTOBaHUH Y
20 3m10pOBBIX  TOOPOBOJIBIICB, OJHAKO, HE OBUIO BBISBICHO 3HAYHUTEIBHBIX HW3MEHCHUH
(dhapMaKOKMHETUKU TIPU OJHOKpPATHOM TMpueMe amjoaunuHa B 1o3e 10 mr ¢ 240 wmn

rpeinpyTOBOro COKa.
Hnoyxkmopwt uzoghepmenma CYP3A4

Het nannpix o BimusHuu uHIyKTOpoB M3odepmenta CYP3A4 na amnoaunuH. OHOBpEMEHHOE
NpUMEHeHHe amilonunuHa ¢ HuHIykTopamu u3odepmenta CYP3A4 moxker npUBOAUTH K
U3MEHEHHIO KOHIIEHTpalUu aMJIOJUINMHA B Iu1a3Me KpoBu. CrenyeT coboaTh 0CTOPOKHOCTh
Opd OPUMEHEHMHM aMIIOJMIMHA ¢ [penapatamMu — uHAyKTopamu uzodpepmenta CYP3A4
(IpOTUBOCYIOPOKHBIE CPEJCTBA, HampuMmep, KapOamaszenuH, ¢eHodapouTan, (EHUTOUH,
dbocheHuTonH, NPUMHUIOH; PUDAMIUIINH; PACTUTEIbHBIC Tpemnaparhl, coaepKaie 3BepoOoi
IPOJBIPSBICHHBIN), KOHTPOJMPOBaTh apTepHabHOE JaBJICHHE U TMpPH HEO0OXOAMMOCTU

KOPPCKTHUPOBATH JO3UPOBKY.

Omanon

OnHOBpeMEHHBIN OTHOKPATHBIA U MHOTOKPATHBIN MpreM aMmIoAunuHa B 103¢ 10 Mr ¢ 3TaHoIOM
HE BIHSICT HA ()apMAKOKHHETHKY TTOCIIEIHETO.

[Tpr MOHOTEpamuu aMIIOAWITMHOM HE OTMEUEHO KIIMHUYCCKH 3HAYMMOTO B3aWMOJICUCTBUS C
THA3UJHBIMH  JTUYpETHKaMH, [-aapeHoOnokatopamu, wuHrHOuTOopamu AlldD, HuTparamu
JUTUTETILHOTO JEHCTBUS, HUTPOTJIMIEPUHOM Ui TMOMBS3BIYHOTO MPUMEHEHUS, JUTOKCUHOM,
Bap(papuHOM, aTOPBACTATHHOM, CHIIICHA(WIOM, MarHUs THIPOKCHUIOM C TeJIeM aTFOMUHUS
THIPOKCUIA W CHMETHKOHOM, ITUMETHJIWHOM, HECTCPOHUIHBIMH ITPOTHBOBOCIAIATEIHHBIMU
npenapatamu (HIIBII), aHTHOMOTHKAMU Y THUIMOTIIMKEMUYECKUMU JICKAPCTBEHHBIMH CPEICTBAMHU
JUTSI TIpUEMa BHYTPb.

Jlaumponen (unghysus)

B uccnenmoBaHHMsX Ha >KMBOTHBIX TIOCJIC BBEACHHUS BepanaMuia W BHYTPUBEHHOTO BBEICHUS

JAHTPOJICHAa HAOMIOJANCh CiIydau (pUOPHUIUIALUH JKETYJOYKOB CO CMEPTEIbHBIM HCXOJIOM H
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CepACYHO-COCYTUCTOTO Korarnca. B ¢Bs3u ¢ pycKOM pa@%ﬁ; %ﬁfaﬁﬁ%rﬂe{&/{éﬂﬁvémﬂ

u30eraTb OJHOBPEMEHHOTO NPUMEHEHHMS C OJIOKATOpaMHU KaJIbLMEBBIX KaHAJIOB, TaKUX Kak
aMJIOJUIINH, Y allMEHTOB, CKIOHHBIX K Pa3BUTHUIO 3JI0KAYECTBEHHOM TMIIEPTEPMUN, a TAKXKE IpU
JICYCHUH 3JI0KaYECTBEHHOU T'MIIepTEPMUH.

Takponumyc

ITpu 0THOBpEMEHHOM NPUMEHEHUHU aMJIOJUIIMHA U TaKPOJIUMYCa CYIIECTBYET PUCK MOBBILICHUS
YPOBHSI TakpoJiuMyca B KpoBHU. [l mpenoTBpalleHHsi TOKCMUHOCTH TaKpoJMMyca MpU €ro
IMPUMEHEHUH BMECTE C aMJIOJAUIIUHOM HEOOXOJUMO KOHTPOJUPOBATH YPOBEHb TaKpoOJIUMyca B
KPOBH U, TPU HEOOXOIUMOCTH, KOPPEKTUPOBATH €T0 JO3ZUPOBKY.

Ilpouue

B xiauHMuYecKHX MCCIEIOBAHUAX B3aMMOIECHCTBHS aMJIOJUIIMH HE BIUSI Ha (PapMaKOKUHETUKY

aTopBaCTaTuHa, IMI'OKCHUHA, BapQ)apHHa HJIN OHUKJIOCIIOPHHA.

Bancapran

Heotinaa o6noxaoa PAAC npu npumeneHuu ammazoHucmos peyenmopos aveuomensuna 11,
uneubumopos AIl® unu aruckupena

OpnnoBpemennoe npumenenue APA II, B Tom uucne BajcapraHa, ¢ IpyrMMU Ipenaparamy,
paustonuMu - Ha PAAC, mpuBOIMT K YBEIWYEHHIO YacTOThl BO3HMKHOBEHHs CIy4yacB
apTepHalIbHON TMIIOTEH3UH, THUIEPKATUEMHUH, CHUKEHUSI (PYHKUIMU MOYeK (BKIHOYasi MOYEUHYIO
HejocTaToyHOCTh). JIBoiiHas Onokxaga PAAC mocpeacTBOM OZHOBPEMEHHOTO MPUMEHEHUs
unruouropa AII®, APA II win anuckupeHa He peKOMeH 10BaHa B o01elt nonyssiuuu. OiHako, B
TOM clly4yae, eciii KOMOMHUPOBaHHAs Tepanus YKa3aHHBIMHU MpernapaTaMu sBisieTcss abCOMOTHO
HEO0OXOJUMOM, TaKo€ MPUMEHEHHUE JO0JKHO OCYLIECTBIIATHCSA O] TIIATEIbHBIM HaONI0JEHUEM
Bpaua, C 4YacTbIM KOHTposieM mokazatened AJl, (yHKUIUM TMOYEeK, a TakkKe COAepHKaHHs
3JIEKTPOJIMTOB IU1a3MbI KpoBU. He crieayeT mpoBOIUTH OTHOBPEMEHHYIO TEPANTUI0 MHITMOUTOpaMu
AII® u APA 11 y narueHTOB ¢ ArabeTndeckoi HedponaTuei.

OpnHoBpeMeHHOE MTpUMEHEHUE MpenapaTos, coaepxkamux APA 11, Bkitouas npenapatr Okchopik,
C IpyruMH cpeacTBaMHu, Biaustommmu Ha PAAC, B TOM 4uciie ¢ amuCKUPEHOM, POTUBOINOKA3aHO
y MalMEHTOB C caXxapHbIM JAMAa0ETOM W/WIM HapylleHueM (PyHKIIUH MOYeK CPeHEeN WM TSHKeTIon
crenenu (CK® <60 mn/mun/1,73 M?) 1 He peKOMEHI0BAHO Y JAPYTUX TAlMEHTOB.

IIpenapamul u éewjecmea, erusowue Ha coOOePICAHUe KATUS 8 CblBOPOMKE KPOBU

[Ipy OTHOBPEMEHHOM MPUMEHEHHU C OMOJOTMYECKH aKTUBHBIMHM J00aBKaMH, COAEPKALIUMU
KaJIMii, KanuicOeperaromuMi THypeTUKaMu, STUIEPEHOHOM, KalTuiicoAepKallluMy 3aMEHUTEIIMU

COJIM UJIK C APYTHUMU IperiapaTaMi, KOTOPBIC MOT'YT BbI3bIBATH YBCIIMUCHUC COACPIKAHUA KA B
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KpOBU (Hampumep, ¢ TEMapuHOM W Jp.), CIGIYET co'&%ﬁ%%ﬁﬁp%ht‘f;; 'Jiﬁﬂé%ﬂmb

PEryJsipHBIM KOHTPOJIb COACPKaHUSI KIS B KPOBH.

HIIBII, sxntouas cenekmusHvle uneubumopwvl yuxkiooxcueenasvi-2 (LJOI-2)

[IpruMmeHeHne aHTaroHUCTOB peuentopoB aHnruoreHsuHa Il ogHoBpemenno ¢ HIIBII, Bkmrouas
uHruouTopel 1{OI'-2, MOXKeT mpHUBECTH K OCJIA0JICHUI0 AHTHUTHIICPTEH3WBHOTO NEHUCTBHS. Y
MOXKWJIBIX MAllMEHTOB, MalMEHTOB cOo cHMXeHHbIM OLIK (B ToM yucie mojiy4arouux Teparnuio
TUYPETUYECKUMH CPEICTBAMH) WJIM C HapylmieHHeM (yHKIUU T[OYEeK OJHOBPEMEHHOE
npumenenue APA II u HIIBII, Bxirouast muaruoutopst L{OI'-2, MOXKET yBETHMYUTHh PUCK Pa3BUTHUS
HapyuieHuii pyHkuuu nouek. B Hauane Tepanuu WM IpU KOPPEKIUH peXHUMa JTO3UPOBAHUS Y
nanuentoB, npuanuMarommx APA II u HIIBII, Bkintouass uaruoutopsl [{OI'-2, pekomenmyercs
MPOBOJIUTh KOHTPOJh (PYHKIMK TIOYEK, a TaKXKe IOAJECPKUBATh ONTUMAIbHBIA YPOBEHBb

ruaparaigyuy oOpraHu3sMa IanucHTa.

Ilpenapamur rumus

[Ipu omHOBpEeMEHHOM NPUMEHEHUHW TpernapaTtoB JuTHsA ¢ uHruoutopamu AllD u APA 11
OTMEUAJIOCh 00paTUMOE YBEIWYEHHE COJICP)KAaHUS JIUTHUS B CHIBOPOTKE KPOBU M YCHIIEHUE
TOKCUYECKUX TNPOSIBJICHUM, B CBSI3M C YEM IPU OJHOBPEMEHHOM IPUMEHEHUM YKa3aHHBIX
MPENapaToB peKOMEHI0BAHO MPOBOJAUTH KOHTPOJIb COAEPKaHU JINTHUS B CBIBOPOTKE KpoBH. [Ipu
OJHOBPEMEHHOM IIPUMEHECHUM JHUYPETUKOB C IIpernaparamu JIMTHUS PUCK pPa3BUTUA €ro
TOKCHYecKoro 3¢ ¢heKkra MOKET MOMOTHUTENBHO YBEIWYUBATHCS MPHU T00aBIEHUU Mpemnapara

OKCOopK K Tepanuu.

benxu-nepenocuuxu

[To maHHBIM in Vvitro WUCCIeOBAaHMS TKAaHHW TICUYCHH YEIOBEKa BaJiCapTaH SBISAETCS CyOCTpaToM
oenkoB-nepeHocunkoB OATP1B1 u MRP2. OnHoBpeMeHHOE NpHUMEHEHHE BajcapTaHa C
uHruouropamu oOenka-neperocurnka OATP1BI1 (pudaMnuimt, IUKIOCHIOPHH) U C HHTUOUTOPOM
Oenka-nepeHocunka MRP2 (putoHaBHp) MOXET NPUBOAUTH K YBEIHMUYEHUIO CHCTEMHOMN
OMO0CTYTHOCTH BajicapTaHa.

IIpouue

YcTaHOBIEHO, YTO NpPU MOHOTEpANMU BaJICapTaHOM OTCYTCTBYET KIMHHUYECKHM 3HAYMMOE
B3aMMOJICHCTBHE CO CJECAYIONIMMH JIEKapCTBEHHBIMU CpPEACTBAMH: LUMETHAMH, BapQapuH,
dbypoceMusi, UTOKCHH, aTEHOJOJ, HWHIOMETAIlMH, THAPOXJIOPOTHA3HA,  aMJIOJUIINH,

TJIMOEHKIIAMMUIL.

4.6 ®epTHIBHOCTD, 0€PEMEHHOCTDH W JJAKTALMS

JKeH1uHEI ¢ ACTOPOJHBIM ITOTCHIHMAJIOM

10
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Kax u m000i#1 pyroii npenapar, OKa3bIBarOIIHH [IPIMOE Hgf;é:"}f;}zﬁ%; %AR%_' hjﬁie':r'l'én;%:f §ch'd)bp>1<

HC CJIICAYCT IIPUMCHATD Y )KCHIIWH, INIAHUPYIOIIUX 6epeM€HHOCTL.
[Ipu BBIOOpe mrOOOTO Tmpemapara, BozaeicTByromero ©Ha PAAC, Bpauy cruenyer
NpOUH(GOPMUPOBATH MAIMEHTKY C COXPAaHEHHBIM PENPOYKTUBHBIM ITOTEHIIMAIIOM O BO3MOXXHOM

pHUCKe IpUMEHEHUs Ipernapara BO BpeMs 0EpeMEeHHOCTH.

bepemeHHOCTH

Pestome puckos

Kak mms moboro gpyroro mpemnaparta, oOKasbiBawliero mnpsmoe jaeiicteue Ha PAAC,
MIPOTUBONOKA3aHO IPUMEHEHUE IpenapaTa DKchopx npu OepeMeHHOCTH.

YuuteiBas MexanusMm nerictBust APA I, Hemb3st HCKITIOUNTD PUCK YIS TUIOAA.

W3BecTHO, uTO puMeHeHne HHruouTopoB AIID (kmacc cienuuIHBIX JTEKapCTBEHHBIX CPEICTB,
neiictByromux Ha PAAC) Bo I u Il TpumecTpe 6epeMeHHOCTH MPUBOANT K MOPAKEHHUIO U THOENN
wiozga. [To JaHHBIM PETPOCIIEKTUBHOIO aHaNu3a NpuMeHeHue HHruouTopos AIID B I Tpumectpe
OepeMEeHHOCTH acCOLMUPYETCS € MOTEHIMAIbHBIM PUCKOM BO3HHUKHOBEHHUS MOPOKOB PA3BUTHS
wioga. Ilpu HempenHamMepeHHOM IpueMe BajicapTaHa OEpEeMEHHBIMM ONMCAHBI CIydau
CaMOIIPOU3BOJILHOTO MpEepbIBaHUs OEPEMEHHOCTH, MAIIOBOAUS U HapyLICHUs] (PYHKIIMU MOYEK Y
HOBOPOXICHHBIX.

JlaHHBIX O NpPUMEHEHUH aMJIOAMNHMHA Y OEpPEeMEHHBIX HEIOCTaTOYHO, YTOOBI CYIUTh O €ro
BO3JECHCTBUM Ha IUIOJA. B MOKIMHWUYECKHX HCCICIOBAHUSAX MPU NPUMEHEHHH aMJIOJUNMUHA Yy
J)KUBOTHBIX B J103aX, B § pa3 MPEBBIIIAIONIMX MAaKCUMAJIbHYI0 PEKOMEHAOBaHHYIO /103y 10 wmr,
MPOJIEMOHCTPUPOBAHA PENPOAYKTUBHAS TOKCHUYHOCTh. lloTeHIMalbHBIA pPHUCK A1 4YellOBEKa
HEN3BECTEH.

B cnywae ecin OepeMEHHOCTh TUArHOCTHPOBAaHA B MEPUOJ JIEUEHMs IpernapaToM OKCOpik,

npenapar CJIeayeT OTMCHUTD KaK MOKHO PAaHBIIC.

Knunuuecxue acnexmui

Mamepunckuii u/unu 3M6Du0d)€ma]lebllZ PUCK, ACCOUUUPOBAHHDBLI C 3abonesanuem

ApTtepuanbHas THIIEPTEH3Usl NMPU OSPEMEHHOCTH YBEIMYUBAECT PUCK PA3BUTHUS MPEIKIAMIICHH,
TeCTAI[MIOHHOTO CaXapHOTo auadera, MPEeXICBPEMEHHBIX POJIOB, a TAK)KE OCIOXHEHUH B ponax
(HampuMep, HEOOXOMMOCTh KecapeBa CEUeHHUsI, pa3BUTHE MOCIEPOIOBOTO KpoBoTeueHus ). [Ipu
apTepuanbHOI TUIIEPTEH3UN YBEIHMUMUBACTCSA PUCK 33JIePKKH BHYTPHYTPOOHOTO pa3BUTHS ILI0/A
U BHYTPUYTPOOHOM rubemnu mioja.

Puck co cmoponbl n100a/H080pOHCOEHHO20

ManoBonue y OepeMeHHBIX, NMpUHUMANOIMMX mpenaparsl, Biauswomue Ha PAAC Bo II u III

TPUMECTPE, MOXKET MPUBOJUTD K YXY/IIIEHUIO (DYHKIIMU ITOYEK IJI0/a, YTO B PE3yIbTaTe MPUBOIHUT

11
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o iNnoc B HOCTE O00&!
K aHypUHM U TOYEYHOM HEIOCTATOYHOCTH, THI] onnaznnr!lremgrft‘]m 'z[a]:%&)@maﬁn'yr CRENera

IUI0]1a, BKJIFOUasi THIIOIJIA3HI0 KOCTEH yepena, apTepualbHOM THIIOTEH3UH U TH0eNu II0a.

ITpu HenpenHamepeHHOM npueMe npenaparoB APA npu OepeMEHHOCTH CIENyEeT pacCMOTPETh
BOIIPOC O HEOOXOAUMOCTH COOTBETCTBYIOLIETO MOHUTOPUHIA COCTOSHUS IJI0/A.
HoBopoXxieHHbIX, MaTepu KOTOPBIX Mojyyanu Tepanuio APA, cienyer TmaTenbHO HaOIOAATh

OTHOCHUTCIIBHO Pa3BUTHUA apTepHanLHoﬁ TUIIOTCH3UH.

JlakTanms

HewnsBecTtHo, BBIZCNSICTCS JM BajcapTaH C TPYIHBIM MOJOKOM. OTMEUYEHO BBIJICICHUE
aMJIOJUIIUHA C TPYAHBIM MoJioKoM. [lojcunTano, 4yTo MilajieHel] mojiydaer B mnpenenax 3-7%,
MakcuMainbHO 15% oT MaTepuHCKO#l 103bl. BiusHue amimoaunuHa Ha MIIJeHIIEB HE U3y4yeHo. B
JTOKJIMHUYECKUX HMCCIEIOBAHUAX OTMEUEHO BBIJCICHUE BaJicapTaHa C MOJOKOM JIAKTUPYIOIIUX

KpBIC. HpI/IMeHeHI/Ie Ipenapara BO BpEMA I'pyAHOI'0 BCKapMJIMBAaHUA ITPOTHBOIIOKA3AaHO.

DepTUabHOCTH

JlaHHBIX O BIUSHUM aMJIOJMIHMHA M BajcapTaHa Ha (EepTUIBHOCTH y uYeloBeKa HeT. B
JOKJIIMHUYECKUX HCCIECIOBAHUSAX HE OTMEUEHO BIIMSHUA aMJIOJWIIMHA WA BaJICapTaHa Ha

(bepTUIBLHOCTD y KpBIC.

4.7 BunsiHMe HAa CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPEACTBAMH M PadoTarh ¢
MeXaHUu3MaMHu

OTCyTCTBYIOT JJaHHBIE O BIMSHHUM Tpernapara Ha CHOCOOHOCTh YHPAaBISATh TPAHCIOPTHBIMU
CPEACTBaMHU U OCYIIECTBIIATH paboTy ¢ MeXaHU3MaMH. B cBs3u ¢ BO3MOKHBIM BO3ZHUKHOBEHHUEM
TOJIOBOKPY>KEHHUSI MJIM TMOBBIIIEHHONH YTOMIISIEMOCTH CIEeIyeT COOJI0JaTh OCTOPOXKHOCTh IMpPH

OCYHICCTBJICHNHN YKa3aHHBIX BUJIOB JACATCIbHOCTH.

4.8 HexkesaTeJibHbIe peaKIuu

Pesrome nipoduiist 0e3onacHoCcTH

be3onacHoCTh JilekapcTBEHHOro mpemnapara OKCHOpK OLEHEHa B ISTH KOHTPOJIUPYEMBIX
KJIIMHAYECKUX HCCIENOBaHUAX ¢ ydactueM 5175 manmeHTtoB, 2613 u3 KOTOPBIX NOJydald
BajicapTaH B KOMOWHAIIUU C aMJIOJTUITUHOM.

CaMmpiMu 4YacTBIMH M Hauboyiee 3HAUYUMBIMU OBUTH CIEAYIOIIME HEXeJlaTelbHbIe pPeaKluu:
Ha30(apuUHTUT, TPHUII, TUIEPUYBCTBUTEIBLHOCTh, TOJIOBHAs 00Jib, 0OMOPOK, OpTOCTaTHYECKas
TUIOTEH3UsI, OTEKH, IMAacTO3HOCTh, OTEK JHIa, nepudepudeckue OTEKH, TOBbIIIEHHAs

YTOMIIAEMOCTD, «IIPHUJIMBBDY KPOBHU K JIMIY, ACTCHUA U KIIPUJIUBBD) XKapa.

12
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(NOCNEQCBATENEHOCTE 0006)

TabnuyHOE pe3roMe HEXKENATENbHBIX PEAKIINI

Hwuxe B COOTBETCTBUY € CHCTEMHO-OPTraHHBIMU KJIACCAMH YKa3aHbI HEXKEJIATEIIbHBIC PEAKIIUU 110
JTAHHBIM KJIMHAYECKHUX UCCIIEIOBAHMI 1 JIA0OPATOPHBIE TAaHHBIE, KOTOPBIE BCTPEUAINCH Yallle Ipu

INPpUMEHCHUN aMJIOAUWIIMHA W BajiCapTaHa B CpPAaBHCHUHU C rmaue6o, a TakKXKE OTACJIIbHBIC

COO6H_ICHI/I$I, IMOJIYYCHHBIC B IIOCTPETUCTPALITMOHHOM IICPUOIL.

HpI/I OLCHKC YaCTOTbBI BCTPCHACMOCTH HCKCIATCIbHBIX peaKHI/Iﬁ HCIIOJIB30BAaHbI CJIICAYIOMIUC

rpaganum: «oueHb yacto» (>1/10), «gacto» (>1/100, Ho <1/10), «aegacto» (>1/1000, vHo <1/100),

«penkoy» (>1/10000, Ho <1/1000), «ouenn penko» (<1/10000), BkIroUast OTACIbHBIC COOOIIECHNUS.

I[J'IH BCE€X HECXKECIATCIIbHbBIX pCaKHHﬁ, BBISIBJICHHBIX B KIIMHHUYECKOM IMPAKTHUKE W IIPpU aHaAJIU3€C

7a00paTOpHbIX IOKa3aTesned (YacToTy pa3BUTHUS KOTOPBIX YCTAaHOBUTH HEBO3MOKHO),
HCIIOJIB30BAJIach ITpajalus «4acTOTa HEU3BECTHAY.
CucremHo- He:xkenaTeabHble IIpenapar
AvmioaunuH | Bajacapran
OpraHHbIil KJacc peakuuu Ikchopx
Hnpexyuu u Ha30(apUHTUT, TPUIIIT 4acTo - -
uHeasuu
Hapywenus co YMEHBLICHNE - - 4acTora
CMOPOHbL KPOSBU U KOHIIEHTpAIUH HEHU3BECTHA
auMpamuzecxotl reMorJIoOnHa U
cucmembl YMEHBIICHNE
reMaTOKpHTA,
HEUTPOTICHUS
JEHKOMNECHUS - O4YEHb PEIKO -
TPOMOOIMTOIEHUS, - OYCHb PEJIKO Jyacrora
MHOIJIa C ITypIypoi HEU3BECTHA
Hapywenus co TUIIEPYYBCTBUTEIBHOCTD penko OUYEHb PEJIKO 4acToTa
CMOPOHBL UMMYHHOU HEM3BECTHA
cucmembl
Hapywenus TUIIOHATPUEMUS HE4acTo - -
Memabonuzma u THIEPTIINKEMUS - OYCHb PEIIKO -
numanus
Tcuxuueckue Jenpeccus, 0eCCOHHMILIA, - HE4acTo -
HapyuieHus 71a0UIBHOCTh HACTPOCHHUS
TPEBOKHOCTH penKo - -
CIIyTaHHOCTb CO3HAHMUSI - penko -
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OTBETCTEYET 3KCI EF'TH 'M ¥ OTUETY
ot 04.04 2025 K
Cucremno- He:xenaTelbHble Mgl oo 1ENB H OgT50008)
AMILIOAHITHH BancapTaH
OpraHHbIil KjiIace peakuuun Ikcdopx
Hapywenus co HapylIeHUe KOOPAUHALUU HEYacTo - -
CMOPOHbBL HEPEHOU | TOJIOBOKPYKEHHUE HEYacTo 4acTo -
cucmembl MOCTYypajbHOE HEYacCTo - -
rOJIOBOKPY’KEHUE
JIACTEB3US - HEYacTo -
JKCTpaNupaMUugHbINA - 4acToTa -
CUHJIPOM HEU3BECTHA
roJIoBHast 60J1b 4acTo 4acTo -
TUIIEPTOHYC - OYEHb PEJKO -
napecresus HEYacTo HEYacTo -
nepudepuieckas - OYEHb PEJIKO -
HelponaTus, HelponaTHs
COHJIMBOCTD HEYacTo 4acTo -
00MOpOK, TpeMop, - HEYacTo -
TUIeCTe3Us
Hapywenus co HapyLICHHUE 3pCHUS penxo HEYacTo -
CMOpOHbL Opeana YXyIIICHUE 3pSHUS HEYacTo HEYacTo -
3penus
Hapywenus co LIyM B yInax penxo HEYacTo -
CMOPORbL Opeard BEPTHUTO HEYaCTO - HEYacTo
cnyxa u 1aoupunma
Hapywenus co OLIYIIIEHHE CepALeOneH s HEYacTo 4acTo -
cmoponwbl cepoya
CHHKOIIAJIbHOE COCTOSTHUE peaKo - -
TaxuKapaus HEYacTo - -

ApPUTMHH, BKJIFOYAs
OpamuKapIuio,
bubpumAIII0
npeacepaun,

eIy JOUKOBYIO

OYEHb PEIIKO
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OTBETCTEYET 3KCI EF'TH 'M ¥ OTUETY
ot 04.04_.2025 b
Cucremno- He:xenaTelbHble Mgl oo 1ENB H':I: T 000s)
AMILIOAHITHH BancapTaH
OpraHHbIil KjiIace peakuuun Ikcdopx
TaxUKapauio, HHPapKT
MHOKapJa
Hapywenus co «IPUIUBBD KPOBH K JIAILY - 4acTo -
CMOPOHBL COCYO08
apTepHalibHas THIOTEH3UA penKo HEYaCTO -
opTOoCTaTHYECKas HEYacTo - -
TUIIOTEH3USA
BACKYJIAT - O4YEHb PEIKO 4acToTa
HEU3BECTHA
Hapywenus co Kallesb HEYacTo O4YEHb PEIKO HEYacTo
CMOpPOHbL
ObIXAMenbHO
OJIbILIIKA, PUHUT - HEYacTo -
cucmembl, Op2aHos
2PYOHOU KIemKU U
cpedocmens 00J1b B IJIOTKE W TOPTaHU HEYacCTo - -
Kenyoouno- a0TOMHUHATBbHBIN HEYacTo 4acTo HEYacTo
Kuueunvle TucKoMdpopT, 60T B
HapyweHus BEpXHEHN YacTH KUBOTA
HapyIlIeHue paboThbl - HEYacTo -
KHUIIIEYHUKA, TUCTIETICHUS,
pBOTa
3anop HEYacTo - -
Jiapesi, CyXocTb HEYacTo HEYacTo -
CIIM3UCTON 000JI0UKU
MIOJIOCTH pTa
TacTPHUT, MAHKPEATHUT, - OYEHb PEJIKO -
TUIEPIUIAa3Us IECEH
TOIIHOTA HEYacTo 4acTo -
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OTEETCTEBYET : -'I-I’_EF'TH 'M Y
ot 04.04 2025 h

5 —
1

i

CucreMHo-

OpraHHbIil KjiIace

He:xenareanHLbIe

gl

ToOBATE ||:i-| oot

peaknuu

Ikcdopx

AMILIOAHITHH

BancapTaH

AHTMOHEBPOTUYECKUIN

OTCK KMIIICYHHKA

OYEHB PEJIKO

Hapywenus co
CMOPOHbL NeveHu u
HCENUEBbIBOOAUYUX

nymet

OTKJIOHCHHUE
1a060paTOPHBIX
nokaszatesen QyHKIIH
HICYCHU OT HOPMBIL, B TOM
YHCJIC MTOBHIIICHUEC
KOHIICHTPAIUH
OmMpyOrHA B TIa3Me

KpOBHU

OYeHb PeIKo™

qacToTa

HCHU3BCCTHA

TeraTur,
BHYTPUIICYEHOYHBII

XO0JIeCTas, KEJITyXxa

OYEHB PENIKO

Hapywenus co
CMOPOHBL KOJCU U
NOOKOINCHBIX

mKaHneu

ayonenus,
(dboToceHCHOMTH3AIIHS,
nyprypa, i3MCHEHUE

OBETA KOXKH

HCYaCTO

aHr I/IOHCBpOTI/IquKI/II\/’I

OTCK

OYCHb PCIAKO

qaCToTa

HCHU3BCCTHA

OyIe3HbIN 1epMaTHT

qacToTa

HCHU3BCCTHA

SpUuTCMa

HCYaCToO

MHOTro(OpMHast IpUTeMa,

KpanuBHUIIA,
9KC(OTNATUBHBIN
JEPMAaTHUT, CHHAPOM
CruBenca-J[>xoHcoHa,

otrek KBunke

OYCHb PEJIKO

OK3aHTEMa

penko

HCYaCToO

THIIEPTUIPO3

penko

HCYaCTo

KOXKHBIN 3y]1

penKo

HCYaCTO

qaCToTa

HECU3BCCTHA
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COOTBETCTBYET 3KLCTI EF'TH 'M ¥ OTUETY
ot 04.04_2025 Nz 9083
CHcTeMHO- HeskeaaTeJabHbIe Hdﬂl’;im%':** OBATENS H':: TS 0008]
AMILIOAHITHH Ba.ncapTaH
OpraHHbIil KjiIace peakuuun Ikcdopx
KO>KHasl ChITIb HEYacTo HEYacTo JacToTa
HEU3BECTHA
TOKCUYECKHUU - YacToTa -
SHHI[CpMaHBHBIﬁ HCEU3BCCTHA
HEKpOJIU3
Hapywenus co apTpairusi, 00JIb B CITUHE HEJacTo HEJacTo -
CMOpPOHbL
MbIUEUHOU, OTEK CyCTaBOB HEYacTo - -
cKenemHou u
coedunumensHol MBIIIIEYHBIN CIIa3M peaKo HEJYacTo -
MKAHU
MHAJITHUS - HEYacTO JacToTa
HEW3BECTHA
OTEK JOABDKEK - 4acTo -
OIIYIIEHUE TSKECTH penKo - -
Hapywenus co TTOBBIIIICHHIE - - JacToTa
CMOPOHBL NOYEK U KOHIICHTpaIun HEU3BECTHA
MOHEBbIBOOSUIUX KpeaTHHWHA B IJIa3Me
nymei KpPOBH, HapyLICHHUS
(GYHKITMH ITOYEK, BKITOYAs
OCTPYIO TMOYEHHYIO
HEI0CTAaTOYHOCTH
HapyIIeHUS - HEYacTo -
MOYEHCITYCKaHN4,
HUKTYPHS
MOJUTAKUYpUS penKo HEYacTo -
MOIUYpHUSt penKo - -
Hapywenus co AMITOTCHITUS - HEJaCTo -
CIMOPOHDbL IpEKTUIIbHAS JUCHYHKITHS penKo - -
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 04.04 2025 N2 9083
O AEAOEATEREHOOT 0006
CucremHo- HexenaTeabHbIe Mpéhapat i i
Avmiogunuua | Bascapran
OpraHHbIii KJacc peakuuu Ikchopx

PpenpooyKmusHoul TMHEKOMACTHUSI - HEYaCTO -
cucmembl U
MOJIOYHBIX Jicesies3
Obwue napywenus | acTeHus 4acTo HEYaCTO -
U peakyuu 8 mecme

TUCKOMQOPT, - HEYacTo -
g6edenus

HEIOMOTaHHE

[OBBLIIICHHAS 4acTo 4acTo HEYACTO

YTOMJISIEMOCTh

OTEK JINIIA, 4acTo - -

nepudepuvecKkrue OTeKH,

«TPUITHBBD) KPOBU K

JIUITY, «ITPHIUBBD JKapa,

[IACTO3HOCTh

HEKapJAHOTeHHas O0JIb B - HEYACTO -

IPyIHOI KJIeTKe, 00JIb

OTEK 4acTo 4acTo -

MATKUH OTEK JacTo - -
JlabopamopHhuvle u TOBBIIIICHUE COJICPIKAHNUS - - 4acToTa
UHCMPYMEHmMalb- KaJusl B TIa3Me KPOBHU HEU3BECTHA
Hble OaHHble YBEIUYCHUE WIIH - HEYacTo -

CHIDKEHHE MAacCChI Teja

* MNPEUMYHICCTBCHHO CBA3aHO C XOJICCTA30M.

vy MaUEeHTOB, KOTOPLIC IMOJTy4daIind KOM6I/IHaHI/II-O aMJIOJUIIMHa € BaJICApTaHOM, YMCHBIIAIACH

4acToTa Pa3BUTHUS NepU(epuIecKuX OTEKOB, SBJISIOUINXCS MPU3HAHHBIM MOOOYHBIM 3 deKToM

MMPUMCHCHUA aMJIOAUIINHA, B CPABHCHUU C TEMH, KTO MOJIy4all MOHOTCPAIIUIO aMJIOAUIIMHOM. B

CPaBHHUTENBHBIX U  IUIANE00-KOHTPOJIUPYEMBIX  KIMHHUYECKUX  HCCICIOBAHMSIX 4acTOTa
BO3HUKHOBEHUS NIepU(PEpUICCKIX OTEKOB B 3aBUCHMOCTH OT 7103 ObLIIa CJICYFOIICH:
YacToTa BOSHUKHOBEHUS MTEPUPEPUIECKUX Bancapran (mr)
OTEKOB y manueHToB (%) 0 40 80 160 320
0 3,0 5,5 2,4 1,6 0,9
AwmstoaunuH (Mr) 2.5 8,0 2,3 5,4 2,4 3,9
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

}25 W= 9083

fa ol
1B

Ak S A A B 2

10 10,3 - - 9,0 9,5

Cpeansist yacToTa pa3BUTUS IepUPepruIecKUX 0TEKOB, KOTopas Oblila MPUMEPHO PaBHOM JIIsl BCeX

JA03HUPOBOK, ITpH KOM6I/IHaHI/II/I aMJIOJIUIIMHA C BaJICAPpTAHOM COCTaBHJIA 5,1%.

HexenarenbHble peakiuy, O KOTOPBIX COOOIIAJIOCH paHee IPHU IMPUMEHEHUM KaXJI0Iro U3
KOMITOHEHTOB, MOTYT Pa3BHBAThCS MPU MPUMEHEHHH Tpernapara DKCPOpK, AaXe ecIr OHU He

Ha6J'IIO,I[aJ'II/ICI> B KIIMHHYCCKHUX HUCCICIOBaHUMAX.

Amnoounun

Yacro COMHOJIEHTHOCTb, T'OJIOBOKPY>KEHHE, MyJIbcalus, 00JIb B JKMUBOTE, TOIIHOTA,

OTCK JIOABIKCK.

Heuacto becconnuiia, n3MeHeHus: HACTPOEHUs (BKJIIOYAst TPEBOTY), IEMPECCusi, TPEMOP,
JUCTeB3Usl, OOMOpOK, CHM)KEHUE UYBCTBUTEIBHOCTH, HApYLICHUS 3PEHUS
(BKIrOYasi JBOGHME B IJa3ax), LIyM B YyllaX, apTepuajbHas TUIIOTEH3HS,
OJIbIIIIKA, HACMOPK, PBOTA, JUCIIEIICHS, AJIONELHUs, IypIypa, U3MEHEHHUE 1IBETa
KOXH, TUIEPTUIPO3, 3yI, SK3aHTeMa, MHAJTHs, MBIIICUYHbIE CHa3Mbl, 0OJb,
HapylLIeHHEe MOYEHCITyCKaHMsI, Y4allleHHOE MOYEHCIyCKaHHe, MUMIIOTEHIHS,
TUHEKoOMacTus, O0Jb B TPYyIu, HEIOMOTaHHE, YBEIMYEHUE Macchl Tea,

CHMI)XCHHEC MACChI TCJIaA.

Penxo CnyTaHHOCTbH CO3HAHUA.

Ouenb penko | JlelikouuToneHus, TPOMOOLIUTONEHHUS], AJUIEPTUYECKUE peakuuu,
TUNEPIIIMKeMUs], TUIEPTOHUS, mepudepruyeckas Hedponatus, HHQAPKT
MHOKap/a, apuTMus (BKJIro4ast OpaguKap/Iuio, KeayJOUKOBYIO TaXUKapAUIO U
GuOpMILIALMIO TIPEeCepAnii), BaCKYJIUT, MAHKPEATUT, TaCTPUT, TUIEPIUIa3Us
JIECeH, TeMaTUuT, KeJTyXa, MOBBIIIEHHE YPOBHS IMEUYEHOUYHBIX (epMEHTOB™,
aHTMOOTEK, MHOTO(GOpMHasi JpUTEMa, KpPAMHUBHMIA, 3KC(HOJINATUBHBIM
nepmatut, cuHapom  CruBeHca —  JxoHcona, orek  KBuHke,

(I)OTO‘-IYB CTBUTCIBHOCTD.

Yacrota Tokcuueckuil anuaepMaibHbIA HEKPOJINU3

HEHU3BCCTHA

* B OCHOBHOM COOTBETCTBYET XOJIECTa3y.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 04.04 2025 N= 5083

BBIIM 3aperiCTPUPOBAHBI PEIKHE CITydan SKCTP mapaviiiord Wrigrona = 1EHOCTS 0006)

Bancapman

Yacrora CHIWXKEHHe ypoBHS TEeMOIVIOOMHA W TeMaTOKpUTa, HEUTPONEHUs,
TPOMOOLIMUTONICHUSI, TIOBBIIICHUE YPOBHS KaJusg B CHIBOPOTKE KPOBH,

HEU3BECTHA

yBEIMUCHHUE TOKa3arenell (yHKIMHU TIEUYEeHHU, BKIIIOYAs IMOBBIIICHUE YPOBHS
OmnMpyOnHa B CBIBOPOTKE KPOBH, MOYCUHAST HEJOCTATOYHOCTh U HApYIICHHE
(GYHKIIMM TOYEK, TMOBBIIIEHWE YPOBHA KpEaTHMHHWHA B CBHIBOPOTKE KPOBH,
AHIMOHEBPOTUYECKUM OTEK, MHUAITHs, BACKYJUT, TUIIEPUYBCTBUTEIBHOCTb,

BKJIIOYAsi CBIBOPOTOUYHYIO OOJIC3Hb.

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HEXKCIATCIBbHBIX PCAKITNAX

BaxHo coo0mare 0 10J03peBaEMBbIX HEXKeNaTeIbHbIX pPEaKLUUAX MOocie pPerucTpanuu
JIEKapCTBEHHOTO Iperapara ¢ Lelibl0 00ecreyeHns HePepbIBHOIO MOHUTOPUHIA COOTHOLLICHUS
«TI0JIb3a — PHUCK» JIEKapCTBEHHOTO TMpemapara. MeIuIMHCKIM paOOTHHKAM pPEKOMEHyeTCs
coo0ImaTh O JIHOOBIX MOJO3PEBAEMBIX HEXENATEIbHBIX PEAKIHSIX JEKAPCTBEHHOI'O Iperapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOILEHUS O HEXKeJIaTeNIbHBIX peakUsIX IoCydapCcTB — YJICHOB

EBpa3HﬁCKOFO SKOHOMHYCCKOI'O COrO3a.

Poccutickas Denepanusa

®denepanbHas cnyx0a Mo Haa30py B cdepe 3paBoOOXpaHEHUs

Anpec: 109012, r. Mocksa, CrnaBsiHCKasl miiomanp, 1. 4, ctp. 1

Tenedon: + 7 800 550-99-03

DnekTpoHHas noyra: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru
Caiit B mH(GOpMaIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTn «IHTepHEeT»:!

https://www.roszdravnadzor.gov.ru

P CCHV6J’II/IKa ApmMenus

I'HKO «LlenTp sxcriepTu3sl I€KApCTB U MEAULIMHCKUX TEXHOIOTHID
Anpec: 0051, r. Epesan, nip. Komuraca 49/5

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

OnexTpoHHas noyra: vigilance@pharm.am, info@ampra.am

Caiit B I/IH(I)OpMaI_II/IOHHO-TCHCKOMMYHHK&HHOHHOﬁ CETHU «I/IHTepHeT»Z www.pharm.am

PecnyOnuka bexapycee

VII «LleHTp 3KCnepTU3 U UCIIBITAHUI B 3[paBOOXPAHEHU

Anpec: 220037, r. Munck, niep. ToBapuieckuii, 2a
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 04.04 2025 N= 5083
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Tenedon: +375 (17) 242-00-29 (MOCNEOOBATENBHOCTS 0006)

®axc: +375 (17) 242-00-29

OnexTpoHHas noyra: repl@rceth.by
Caiit B mHGOPMAIIMOHHO-TEJICKOMMYHHKAIIMOHHOM ceTn « MHTepHeT: https://www.rceth.by

PecniyOsnmka Kasaxcran

PI'TI na [IXB «HauuoHanbHbIA LEHTP SKCHEPTU3BI JICKAPCTBEHHBIX CPEJICTB U MEIUIIMHCKUX
u3nenuity Komurera MeauuumHCKOrOo W (apMaIeBTUYECKOrO0 KOHTpOJdsl MuHHCTEepCcTBa
3npaBooxpanenus Pecny6nuku Kazaxcran

Anpec: 010000, r. Actana, yn. A. ImanoBa, 13, 4 stax

Tenedon: +7 (7172) 235 135

OnextponHas noura: farm@dari.kz, pdlc@dari.kz, vigilance@dari.kz

Caiit B uHbOpMaIMOHHO-TEIEKOMMYHHKAIIMOHHOM ceTu «HTepHeT»: www.ndda.kz

4.9 Ilepeno3upoBka

CumMnTOMBI

JlanHble 0 ciyyasx MEpeOo3UpPOBKU IperapaToM B HAcTOsIIEe BpeMs OTCYTCTBYIOT. llpu
HEePe03UPOBKE  BAJCAPTAHOM OCHOBHBIM  CHUMITOMOM, HPEANOJIOKUTENIBHO,  SBJSETCA
BBIpQXCHHAsl ~ apTepuajibHas  TUIOTEH3Ms,  CONPOBOXKAAIOINAACA  TI'OJOBOKPY)KEHHEM.
[Tepeno3upoBKa aMIOAUITMHOM MOXET IPUBECTU K UPE3MEPHOMY PACHIMPEHUIO TepU(EepUUEecKUX
COCYZIOB U, BO3MOKHO, K Pa3BUTHIO pe(IeKTOPHON TaXUKapIUH.

IIpy wucnonp30BaHMM aMIIOAMIIMHA OTMEYAIUCh CIIy4ad BBIPAKECHHOW M IOTEHIMAIBHO
IIPOJOJKUTEILHON CUCTEMHOMN THIIOTEH3UH, BKJIFOYAsl HIOK CO CMEPTENBHBIM UCXO/I0M.

Penxo orMeualnics HeKapAMOT€HHBIM OTEK JIETKUX B Pe3yJIbTaTe MEPeJO3UPOBKU aMJIOIUITUHOM,
KOTOpasi MOKET MPOSBUTHCS C 33JAePKKOM (uepe3 24—48 yacoB mociie IpUMEHEHUs) U TpeOOBaTh

peECIMPAaTOPHON MOAJIEPIKKH.

Jleuenue

B ciyuwae, ecnu mpenapaT Obl1 NMPUHAT HENABHO, BBI3BATh PBOTY WJIM MPOBECTH MPOMBIBAHUE
xenyaka. [I[pumeHeHre akTUBHUPOBAHHOTO YIS Yy 370POBBIX JOOPOBOJBIEB HEMOCPEICTBEHHO
1ocje Wi B TE€YEHHE 2 4acoB IOCIE NpPHEMa aMJIOJWIIMHA 3HAYUTEIBHO YMEHBINAJIO €ro
abcopOuuto.

IIpn pa3BUTHMM KIMHUYECKH BBIPAKEHHOW AapTEPUAIbHOM THMIIOTEH3UU IIPU IEPEIO3UPOBKE
aMJIOAUITTHOM HEOOXOAMMbI aKTUBHBIE MEPHI 10 MOePKAHUIO QYHKIIUH CEPIeYHO-COCY TUCTON
CHCTEMBI, BKJIIOYAsi YaCThI KOHTPOJIb (PYHKLIUH CEpIeUHO-COCYAUCTON U bIXaTeIbHON CHUCTEM,

MOJIOKCHUEC C TPUIIOAHATHIM HOKHBIM KOHIIOM U THlaTeHBHBIﬁ KOHTPOJIb OHK " auypesa.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 04.04 2025 N= 3083

. (100 B4 HOC TR 0006)
[Tpr OTCYTCTBHH MPOTHBOIMOKA3aHUH C IIEJIBK BOCCTE{II;L)BHelI%g'I'CB'CVE%%IfI& T(IH'VCla AL

BO3MOXHO MpPHMEHEHHE (C OCTOPOKHOCTBIO) Ba3OKOHCTPHUKTOpAa. BHyTpHBEeHHOE BBeneHUE
TJIIOKOHATa KaJblMg MOXeT ObITh 3(dextuBHbM s KynupoBaHusi 3¢hdexToB O10KaIbI
KaJIbL[MEBBIX KAaHAJIOB.

BBIBGI[GHI/IC BaJICapTaHa XU aMJIOAUIIMHA ITPU IréMOJAUaIn3€ MaJIOBEPOATHO.

5. PAPMAKOJIOTHYECKUE CBOHMCTBA

5.1 ®apmakoaAnHAMHYeCKHE CBOHCTBA

®dapMakoTepaneBTUYECKasl TPyINIa: CPeACTBa, ACUCTBYIOIME HAa PEHUH-AaHTHMOTEH3MHOBYIO
CHCTEMY; aHTarOHMCThl PELIENITOPOB aHTMOTeH3MuHa II, KoMOMHAIMK; aHTArOHUCTBI PELENTOPOB

anruoteHsuHa Il 1 010KaTOpbI KaabIIMEBBIX KAHAJIOB.

Kox ATX: C09DBO01

MexaHu3M ASHCTBHUS 1 d)aDMaKOHI/IHaMI/I‘leCKI/Ie Sd)d)eKTLI

[Ipemapatr Oxcdopxk sBIsSETCS KOMOMHAIMEW JABYX T'HIOTEH3UBHBIX KOMIIOHEHTOB C
JOTIONTHSIONIMM JIPYT Apyra MEeXaHWu3MOM KOHTpoisi AJl y manueHTOB ¢ scceHiuanbHOU Al
aMJIOJTUTINH, TTPOU3BOIHOE JUTHUAPOIIUPUINHA, OTHOCUTCS K KJIacCy OJIOKATOPOB «MEICHHBIX)
kanpiueBbix kaHanoB (BMKK) u BancapTan — K ki1accy aHTaroHUCTOB PELIENITOPOB aHTMOTEH3UHA
II (APA 1I). KomOunHamuss 3THX KOMIIOHEHTOB OO0JaJaeT B3aUMHO JOMOJHSIONIUM
AHTUTUIIEPTEH3UBHBIM JIEHCTBUEM, UTO MPUBOAMUT K Oosiee BbIpaKeHHOMY cHUkeHuio A/l mo
CpaBHEHHIO C TAKOBBIM Ha ()OHE MOHOTEPAINTUHU KAXKIBIM TIpenapaToM.

Amnoounumn/sancapman

KomOuHams amioqunuHa W BaJicapTaHa MPUBOAUT K JOMOJHHUTEIHHOMY J10303aBHCHMOMY
CHI)KCHHIO apTePUAIBHOTO JaBJICHUS B TEPANIeBTHUECKOM Juana3oHe 103. AHTHUTUTIEPTEH3UBHBIN
3¢ (heKT OHOKPATHOM T03bI KOMOMHAIIMU COXpaHsAETCs B TeueHue 24 4acos.
IInayebo-konmponupyemvle uccie0o8anusl

bonee 1400 mauueHToB ¢ apTepuaIbHON THIIEpTEH3UEH TPUHUMAIN DKCPOPK OIUH pa3 B CYTKU
B XOJle JABYX IUIae00-KOHTPOJIUPYEMBIX HCCIeoBaHul. B uccnenoBanne ObUTH BKIIOYCHBI
B3pOCJIbIE MALMEHTHI C HEOCIOKHEHHOW SCCEHIIMAIbHON apTepUabHOM THIePTeH3UEeH OT JIerKon
0 YMEpPEHHOW CTENeHU TSDKECTH (CpeaHee IUacTOJIMYecKoe apTepuaibHOe JaBlieHHE B
noyiokeHuu cuas >95 u <110 mm pt. cT.). [TanMeHTs ¢ BBICOKUM PHCKOM Pa3BHUTHS CEPICUHO-
COCYIUCTBIX 3a00JeBaHUIl — cepAedyHas HeJ0CTaTOYHOCTh, auaber | Tuma W mioxo
KoHTponupyembiii auaber Il tuma, a Takke WH(APKT MHOKapAa WM WHCYIbT B aHaMHE3E B

TCUYCHHUEC OAHOIO roga — OBUTH UCKITFOUCHBI U3 HUCCICA0OBaHUs.
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Hccneoosanus ¢ axmusHwvim KOHMPOJIbHbIM I’lpel’lapc"lulg/l/;'-HE%;&%T@L%E,HI;:I:IIO:I’II’;FO',DFBIZI.:)CI HE

HaO.I100an0ch omeema Ha MOHOMEPANUIO

MHOrOLIEHTPOBOE  PAHIOMU3UPOBAHHOE JIBOWHOE CJIENO€ MCCIEIOBAHUE C AKTUBHBIM
KOHTPOJIbHBIM IIPEapaToM B MapauIebHBIX IPyNIaxX yKa3ajlo Ha HOpMalH3aliio apTepruaibHOro
naBieHus (MUHUMAJIbHOE [UACTOJIMYECKOE apTepHalibHOe [aBJICHHE B IIOJOKEHUU CHIS
<90 MM pT. CT. B KOHIIE MCCJICIOBAHUs) Y MAIlUEHTOB, Y KOTOPBIX HE JOCTUTAJICS aJIeKBATHBII
KOHTpOJIb TpU NpUMEHeHUH BajicapraHa 160 wmr, y 75% mnauueHToB, NPUHUMABIINX
amyonunus/Baicaptan 10 mr/160 mr, u 62% nanueHToB, MPUHUMABIINX aMJIOUITMH/BaJICApTaH
5 mr/160 mr, o cpaBHeHHIO ¢ 53% MaIMEHTOB, MPOJIOJIKABIINX MPUHUMATH BajcapTaH 160 mr.
JlobGaBnenue amnogunuHa B 03¢ 10 Mr u 5 Mr nNpuBOAMIIO K JIONOJIHUTEIBHOMY CHHMKEHUIO
CUCTOJIMYECKOT0/ TUACTOINIECKOTO apTepUabHOTO aBieHus Ha 6,0/4,8 MM pt. cT. 1 3,9/2,9 Mm
PT. CT. COOTBETCTBEHHO [0 CPABHEHHIO C MAIMEHTaMH, KOTOPBIE MTPOOHKAIU MPUHUMATH TOJIBKO
BasicapTaH 160 mr.

MHOroneHTpOBOE  PaHIOMHU3UPOBAHHOE JIBOMHOE CJIENOE HCCIEJOBAaHUE C aKTHUBHBIM
KOHTPOJIHBIM IPENapaToM B MapajuIeNIbHBIX TPYIIaX yKa3ajio Ha HOPMAIU3alUI0 apTePUaIbHOTO
naBieHuss (MUHUMAJIbHOE JUACTOJIMYECKOE apTepHalibHOe [aBJICHHE B TIOJOKEHUU CHIS
<90 MM pPT. CT. B KOHIIE MCCIIEJOBAHMSI) Y MAIIUEHTOB, Y KOTOPBIX HE JIOCTUrajcCs aJeKBaTHBIN
KOHTPOJIb TP NMPUMEHEHMH amjoaunuHa B no3e 10 mr, y 78% mnanueHToB, MPUHUMABIINX
amyionunuH/Baicaptad B 03¢ 10 mr/160 mr, o cpaBHeHHio ¢ 67% MaeHToB, MPOI0JHKABIINX
npuHuMarhk amwionunuH 10 wmr. [loGaBnenue BajcapraHa B jo3e 160 Mr mnpuBOAMIO K
JOTIOTHUTETIbHOMY CHIDKEHUIO CHUCTOJIMYECKOTr0/TUACTOINYECKOr0 apTepUaIbHOTO JaBJICHHS Ha
2,9/2,1 MM PT. CT. 1O CpPaBHEHUIO C TAIMEHTAMH, KOTOPBIC MPOJODKAIM TMOJy4YaTh TOJBKO
amyounuH B 103e 10 mr.

DKkcdopk TakKe U3ydalld B UCCIECJOBAHUM C AKTUBHBIM KOHTPOJIBHBIM MPENApaTOM C yUaCTUEM
130 manueHTOB C apTepUaIbHOM THUIEPTEH3UEH CO CPEHHUM JUACTOJIMYECKUM apTepuaIbHbIM
JaBieHueM B mojokeHuu cuasd =110 mm pr. cr. m <120 MM pT. cT. B 3TOM uHccnenoBanumn
(ucxonHoe aprepuanbHoe naBieHue 171/113 mm pT. cT.) mpuMeHeHue mnpenapata DKchopxk B
no3upoBke 5 Mr/160 mr ¢ mocienyrommm ypennderrem 10 10 mr/160 Mr mpuBOAMIO K CHIKEHHUIO
apTepHalIbHOTO JaBJICHUS B TIOJOXKEHUU cuAsS Ha 36/29 MM pT. CT., B TO BpeMs Kak IpHU
MPUMEHEHUHN JIM3UHOTIPUIIA/TUAPOXIOpOTHA3uaa B Jo3upoBke 10 mr/12,5 Mr ¢ mociemyronmm
yBenuueHueMm 10 20 mr/12,5 Mr cHukeHue cocTaBisuio 32/28 M pT. CT.

B nByX DOATOCPOYHBIX HCCIENOBAHUSX C TocleAyromuM HabmoaeHuem d¢hdexT mpenapara
Okchopxk coxpansuics Oonee romga. Peskoe mpekparieHue npuema mpemnapara DKCPOpK He

CBsI3aHO C 6BICTpI>IM IMMOBBIIICHUEM apTEPUAIIBHOT'O TaBJICHUA.
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Bo3spacrt, nosn, paca uinu uHaekc maccol Tena (=30 Kr/ipl:g36E&%TEg@hﬁ%hEﬂ'(l)TIB'eT' Ha

JeyeHne npenapaToMm JKchopx.

[Tpuem mpenapata DKchopK HE WM3yYald HA B OJHOW IMOMYJALWU MAlMEHTOB, KPOME JIUIL C
apTepuaJIbHON runepreHsuei. [IpumeHeHne BancapraHa M3y4ald y IALMEHTOB, NEPEHECUIMX
UHpApKT MHOKapAa U CEepAEYHYI0 HEJOCTaTOYHOCTh. [IpuMeHeHue amioAuMIuHa H3y4ald y
NAIMEeHTOB C XPOHMUYECKOH CTaOMIBHOM CTEHOKapAHWeW, Ba30CIACTHUYECKOW CTEHOKapIueH u
aHruorpaduyYecKku MoATBEPKACHHON HieMuueckoi 6onesnbto cepaua (MbC).

Amnoounun

AMIIofMIIMH, BXOASLIMM B cocTaB Ipernapara OKcOpiK, HHIHOMpPYeT TpaHCMeMOpaHHOe
NOCTYIUICHHE HOHOB KaJlbliUg B KapJMOMHOLMUTHl U TIJIAJKOMBIIIEYHbIE KJIETKH COCY/IO0B.
MexaHu3M aHTUTMIEPTEH3UBHOIO JEUCTBUS aMIIOAMIIMHA CBSA3aH C MPSMBIM pacciadiisiomuM
3¢¢pexToM Ha  IJIAJKOMBIIICYHbIE BOJIOKHA  COCY/JOB,  BbI3bIBAIOIIMM  YMEHbILIEHHE
nepupepuyecKoro CoCyJUCTOro CONpOTUBIIEHUS U cHUKeHue AJl. DKkcriepuMeHTalIbHbIE JaHHbIE
MIOKA3bIBAIOT, YTO aMJIOJMIIMH CBS3bIBAETCS JUTHJIPO- U HEAUTUAPONUPUINHOBBIMU AKTUBHBIMU
LEHTpaMu perenTopa. MexaHus3m COKpalleHus: MUOKap/a U IJ1aJIKOMBIIIEYHBIX BOJIOKOH COCYI0B
3aBUCUT OT TIOCTYIUIEHUS HMOHOB KalbLUsA U3 MEXKKIETOYHOIO IIPOCTPaHCTBA Yepe3
cneundruyeckre HOHHbIE KaHAJIbI.

[locne mnpuemMa B TepameBTUYECKUX J03aX y MauueHToB ¢ Al aMJIOJunuH BBI3BIBAET
Ba30/IUJIATAIINIO, IPUBOISIIYIO K CHHKEHUIO0 A/l (B mosioxkeHuu ctos u nexa). CHmwkenune AJl He
COIIPOBOKIAETCS CYIECTBEHHBIM M3MEHEHUEM 4YacToThl cepeuHblx cokpauieHuit (UCC) u
KOHIEHTPALlUU KaTeX0JaMUHOB IIPH JJIUTEIbHOM IpUMEeHEeHNU. KoHIeHTpalus B I1a3Me KpoBU
KOppenupyer ¢ 3pGeKToM KaK y MOJIOABIX, TAK U Y MOXKUJIBIX HallUEHTOB.

[Tpu AT y manueHTOB ¢ HOpMalbHON (PYHKIMEH MOYEK aMJIOJUIIMH B TEPANEBTUUECKUX /103aX
IPUBOJUT K YMEHBIIECHUIO COINPOTHUBIEHUS IIOYEYHBIX COCYJOB, IOBBIIIEHUIO CKOPOCTH
KIIyOoukoBoM ¢uiabTpanuu M 3(PPEKTHBHOrO MOYEYHOrO IJIa3MOTOKa ©€3 HW3MEHEHHUs
GuIbTPAIMOHHON (paKIMK U BBIPaXKEHHOCTU MPOTEUHYPHH.

Taxk xe, kak u npu npumeHenuu apyrux bMKK, npuem amnonunuHa y naiieHTOB ¢ HOPMAJIBHON
¢yukuueit nesoro xemynouka (JDK) BbI3pIBam M3MEHEHHE TeMOAMHAMUYECKUX IOKa3aTesnen
(GyHKIMU cep/ia B IOKOe U NpU (pU3HUECKON Harpys3ke: 0TMEYaJoCh HEOOJbIIOE MOBBIIICHUE
CepJIEYHOr0 MHJIeKca 0e3 3HAYUTENIbHOTO BIUSHUS HAa MAaKCHUMAaJIbHYI0 CKOpPOCTb HapacTaHUs
nasnenus B JOK (dP/dt) u xoHeuHoe mmacTonnueckoe naBieHHE W 00beM. |'eMoguHaMUYecKue
UCCIIEIOBaHMS Y MHTAKTHBIX )KMBOTHBIX M 3/JOPOBBIX JOOPOBOJIBIIEB TOKA3aIIH, YTO CHIKEHHE AJ]

noa BJIWAHHUCM aMJIOAWUIIMHA B JHAINIA30HC TCPAINCBTHYCCKUX O3 HC COMNPOBOXKIAACTCA
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OTPHUIIATEIIEHBIM HWHOTPOINHBIM JICHCTBUEM JKE npp‘x”i;hhﬁﬁo%i&ém@_' Iﬁlﬁlfz;w'reEé'HIlef'c' B-

aIpeHO0JIOKATOPaMH Yy YeIOBeKa.

AMIIOUIIMH HE W3MEHAET (QYHKUUIO CHHOATPHAIBHOTO Y3Jla WM aTPUOBEHTPUKYISAPHYIO
MPOBOAMMOCTh y HWHTAKTHBIX KUBOTHBIX M 3I0POBBIX J00pOBOJIbLIEB. B  KIMHMYECKHX
UCCJICIOBAHUSIX TpPU NPUMEHEHUU aMJIOJUIIMHA B KOMOWHAIuM ¢ [-aapeHoOiiokaTopaMu Y
nanueHToB ¢ Al' win co creHokapaueit cuuxenue AJl He COMPOBOXKAAECTCS HEXKENATSIbHBIMU
M3MEHEHUSIMHU [TapaMeTpoB 3eKTpokapanorpammel (OKI).

Ilpumenenue y nayueHmos c apmepuaibHoll unepmensuell

bbulo mpoBeeHO paHIOMH3WPOBAHHOE JBOWHOE CJIENOE HCCiIeNoBaHHe 3a00JeBaeMOCTH U
CMEPTHOCTH [0/ Ha3BaHUEM «AHTUTHMIEPTEH3UBHOE M THIOJIUINIAEMUYECKOE JIEUEHUE JUIS
IPEIOTBPALIEHUS OCTPOro KopoHapHoro cunapomay (ALLHAT) nns cpaBHEHHs HOBBIX METO/I0B
nedeHus: amnoaunuH 2,5—10 mr/cyTku (610KaTop KanbIHMEeBBIX KaHATIOB) WK Tu3uHonpui 10—40
mr/cytku (uaruourop AIID) B kauecTBe Tepamuu MEPBOrO psAa MO CPABHEHUIO C THA3UIHBIM
JTYPETUKOM, XJIOPTATUAOHOM 12,5-25 Mr/cyTKu npu Jerkoil u ymepeHHou Al

B o6mieii coskaocTr 33 357 manueHTOB C apTepHAIbHON THIIEPTCH3UEH B BO3pacTe 55 neT u
cTapiie ObUIN PaHIOMU3UPOBAHBI U HAXOWINCH MO HAOII0ICHUEM B CpeIHEM B TeueHue 4,9 ner.
VYV nauueHtoB ObUl Kak MUHUMYM OJIMH JONONHUTENbHBIN (akTop pucka MBC, Bkmoyas:
NepeHEeCeHHbIN HH(pApPKT MUOKapAa WKW WHCYJIbT (Oojiee yeMm 3a 6 MecsAIeB /0 BKIIOYCHHS B
UCCIIEIOBAaHUE) WM JOKYMEHTAJIbHOE TOJTBEPXKICHUE JPYroro aTepoCKIEpOTHUYECKOTO
cepleuHO-cocyaucToro 3aboneBanus (Bcero 51,5%), caxapusiit nuadet 2 tuna (36,1%), BeICOKU#
YPOBEHb XOJIECTEPHHA JIMIONPOTEMHOB BbICOKOM miotHOcTH <0,906 mmons/n  (11,6%),
TUIEePTPO(dHUIO JEBOTO KeNy104Ka, YyCTAHOBICHHYIO IO Pe3yJIbTaTaM JIEKTPOKapIMOTrpaMMbl I
sxokapauorpaduu (20,9%), kypenue B Hactosmiee Bpems (21,9%).

OcHOBHas KOHEYHas TouKa npezcTaisiia coboit coueranue MBC co cMepTenbHBIM HCXOA0M U
uH(papKTa MUOKapa 6e3 cMepTenbHOro nexoaa. CTaTUCTUYECKH 3HAUUMbIE PAa3JIniKs B OCHOBHOM
KOHEYHOH TOYKE MEK/y Tepanuel Ha OCHOBE aMJIOJIMIIMHA U Tepanuel Ha OCHOBE XJIOPTaluI0Ha
otcytcTBoBani (oTtHOmeHue puckoB [OP] = 0,98; 95% U [0,90-1,07]; p = 0,65). Cpenu
JIOTIOJTHUTEIBHBIX KOHEUHBIX TOYEK YaCTOTa Pa3BUTH CEPJICYHOM HETOCTaTOYHOCTH (KOMITOHEHT
COCTaBHOM KOMOMHHMPOBaHHON KoHe4uHOM Touku mo CC3) Obula 3HAYUTETHHO BBILIE B TpyIIe
NPUMEHEHHs aMJIOJUIUHA 10 CPAaBHEHUIO C Ipymmnoil nmpumeHeHus xjoptanugoHa (10,2% mo
cpaBuenuto ¢ 7,7%; OP: 1,38; 95% U [1,25-1,52]; 3nauenne p <0,001). OqHako CTAaTUCTHIECKH
3HAYMMBbIE PA3JINYMA B TOKA3aTeNAX CMEPTHOCTH MO JIF0OOH MPUUMHE MEXy Tepanueil Ha OCHOBE
aMJIOJIMIIMHA U Tepanuel Ha OCHOBE XJopTanuaoHa orcyrcrsoBanu (OP = 0,96; 95% U [0,89—

1,02]; p = 0,20).
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Bancapman

Bancapran — axtuBHbIN cnienuduunsiii APA 1I, npennasHaueHHbI Ui puemMa BHYTpb. OH
neiicTByeT n3buparenbHo Ha perientopsl nmoaruna ATi, KOTOpble OTBETCTBEHHBI 32 M3BECTHBIC
s dextsl anrnorensuna Il. YBennuenuve miasMeHHON KOHIIEHTPAIIMH CBOOOJHOTO aHTMOTEH3UHA
I BcnenctBue Omokaabl ATi-penenTopoB MOJ BIMSHUEM BajcapTaHa MOXET CTHUMYJIHPOBATh
He3abnokupoBaHHble AT»-penenTopsl, KOTOpbIE MPOTHBOACHCTBYIOT 3(dekraM cTUMyIsIun
ATi-peuentopoB. Bancapran He HMeeT CKOJbKO-HHOYIb BBIPAKCHHON aroHHCTUYECKOM
aKTUBHOCTH B oTHOIIeHUH ATi-penentopoB. CpoJicTBO BajcapTaHa K peuentopam noaruna AT
npumepHo B 20 000 pa3 Brilie, yeM K penentopam noarumna AT,.

Bancapran ve nnrubupyer AII®, Taxke m3BecTHBIM Kak KuHHMHA3a II, KOTOpHI mpeBpamaer
anrnoteH3uH | B aHruorensuH Il u BbI3bIBaeT paspylieHue OpaaukuHuHA. Tak Kak Ipu
npumenenun APA Il He nmpoucxomut naruoupoBanue AII® u HakoreHue OpaJMKWHUHA WA
cyOctaniuu P, pa3BuTHE CyXOoro Kaiuig MajlOBEpOSITHO. B CpaBHHUTEIBHBIX KIMHHYECKHX
UCCIIIOBAaHMUSAX BaycapraHa ¢ MHruouropom AIID wyacrora pa3BUTHA CyXOro Kamwis Obuia
noctoBepuo Hmwxke (p <0,05) y manueHTtoB, mnony4yaBumiux Bajicaptan (y 2,6% mMamueHTos,
NOJy4aBIIUMX BajicaptadH, U y 7,9% — mnomyuaBmux uHruoburop AII®D). B xnuHMueckoM
MCCJIE0BAHUM YAaCTOTA Pa3BUTHS CyXOro Kalllis NpU IPUMEHEHUHU BaJICAPTAaHA WM THA3HIHOIO
JMYpeTUKa y MalMeHTOB C CyXUM KalljeM Ha (OHE MPEeaIIeCTBYIOUEH Tepaluu MHTHOUTOPOM
ATII®D cocrauna 19,5% u 19,0% cooTBeTCTBEHHO O CpaBHEHUIO ¢ 68,5% MalUeHTOB, KOTOPHIE
nosydanu uHruourop AII®. Bancapran He BCTymaeT BO B3aUMOJICHCTBUE M HE OJIOKHpYET
peuenTopsl APYruX TOPMOHOB WIIM MOHHBIE KaHAJIbl, UMEIOLINE BaKHOE 3HAYEHHUE [Tl PETyIISILIUU
(GYHKIHN cepAeYHO-COCYJUCTOM CUCTEMBI.

CHmxenue AJl Ha ¢oHe Tepanmuu BajJcapTaHOM Yy HanueHToB ¢ AI' He compoBoXKAaercs
n3menenneM YCC.

VY OonbIIMHCTBA MAllMEHTOB AHTUTHIEPTEH3UBHBIN 3(@EKT Mocie OJHOKPATHOro NpuemMa
BajicapTaHa BHYTPb pa3BUBaeTCA yepe3 2 yaca, MaKCUMaJIbHBIA 3 (EKT IpU 3TOM JIOCTUTAETCS B
npeznenax 4-6 yacoB. J[nUTeNbHOCTh aHTUTUIEPTEH3UBHOTO 3¢ dekra cocrasnser 24 yaca. [lpu
MOBTOPHOM TPHUMEHEHUH MaKCHUMajbHOE CHIDKeHHE AJ[ BHE 3aBHCHUMOCTH OT NMPUHSATOW J03bI
OOBIYHO JTOCTUTAETCS B Ipenenax 2-4 Henenb U COXpaHsAeTcs Ha JOCTUTHYTOM YPOBHE Ha (oHe
JUINTENBHON Tepanuu. Pe3koe mpekpalleHue NnpuemMa BajcapTaHa HE CONPOBOXKAAECTCA PE3KUM
nossllieHHEeM A/l win ApyruMu HeKeNnaTeNIbHBIMU KIMHUYECKUMU TOCIEICTBUSMH.

IIpouee: 0sotinas baoxaoa penun-aHeuomeH3uH-arb0ocmeporosou cucmemol (PAAC)
[Ipumenenne xomOwHaruu wuHruoutopa AII® u BPA omenuBanoch B JIBYX KPYMHBIX

paHaOMU3UPOBaHHBIX KoHTposmpyembix uccieaoBanmsx: ONTARGET (ONgoing Telmisartan
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Alone and in combination with Ramipril | Global ': %ﬂép])%ﬁ%c%ﬁgiEﬂ—tHi&' zf\'/i;[lz;]g'(':rzﬂHoe

MPOJIOJDKAOIIEECS] UCCIIEJOBAaHUE TEeIMHCApTaHa, MPUMEHAEMOro B KayecTBE MOHOTEPAINIUU U B
komOunarmu ¢ pamurpuiiom) 1 VA NEPHRON-D (The Veterans Affairs Nephropathy in Diabetes
— HWCcIeq0BaHNe HepOIaTHU MPH CaxapHOM Juadere MpH ydacTuu Jlemapramenra 1o jaenam
BETCPAHOB).

Uccnenoanne ONTARGET mnpoBoamiocs y MalKMEHTOB € CEPACUYHO-COCYIUCTBIMU HIIN
1epeOpOBACKYIISIPHBIMU 3a00JIEBaHUSMU B aHaMHe3¢ JHUOO caXxapHbIM JHA0ETOM 2-TO THUIA C

IIPpU3HAKaMHU IIOBPEKIACHUA OpFaHOB-MHHIeHefl.

UccnenoBanne VA NEPHRON-D npoBoaniocs y NallMeHTOB C CaxapHbIM JUA0ETOM 2-TO THIA U

nrabeTHIecKol HepomnaTuei.

Pe3synbTaThl 3THX HCCIE10BaHUM YKa3bIBAIM HA OTCYTCTBUE 3HAUUMOT'0 0JIarONpUsSTHOTO BIUSHUS
JIeYeHUs1 Ha UCXOJbI 3a00JIeBaHUM MOYEK U (HIIK) CEPIeYHO-COCYAUCTHIX 3a00JIEBaHUN, a TaKXKe
HAa CMEPTHOCTh MO UX MPHUYMHE, HO MPHU 3TOM OBbLT OTMEYEH MOBBIIICHHBIH PUCK Pa3BUTHUS
TUIEPKAIMEMUH, OCTPOTrO TOBPEXJAEHUS IMMOoYeK U (WIM) apTepUaJbHOM TMIOTEH3UU IO
CpaBHEHHUIO ¢ MOHOTepanueil. C yueToM cX0AHbIX (hapMaKOIMHAMUYECKUX CBOMCTB, OJIYyUYEHHbIE

pe3yNbTaThl TAK)KE MPUMEHUMBI K IpyruM uHruoutopamu AIID u bPA.

Takum o0OpazoMm, manueHTam ¢ auabeThyeckol HedpomaTueil He cieayeT OJIHOBPEMEHHO

Ha3zHayaTh UHruoutopsl AIID u bPA.

Uccnenosanne ALTITUDE (Aliskiren Trial in Type 2 Diabetes Using Cardiovascular and Renal
Disease Endpoints — wuccnenoBaHue Mo OIEHKE NPUMEHEHUS AJIMCKUPEHA Yy IalueHTOB C
caxapHbIM JMabeToM 2-ro THUIA C UCHOJIb30BAHWEM KOHEUYHBIX TOYEK, CBS3aHHBIX C CEpJEUHO-
COCYAMCTHIMU 3a00JIEBaHUSAMHU U OOJIE3HBIO MIOYEK) OBLIIO Pa3paboTaHO /Ui OLIEHKU IPEUMYIIIECTB
n00aBIeHMs aTMCKUpPEHa K cTaHAapTHOU Tepanuu uHruoutopom AIl® wnmu BPA y nanuenros c
caxapHbIM IuabeToM 2-ro TUNA M XPOHHUYECKOW OOJE3HBIO MOYEK, CEeplIeYHO-COCYIMCTHIMU
3a00JeBaHUAMU WJIM codyeTaHueM oboux. MccnenoBanue ObUIO JOCPOYHO MPEKpaIeHO M3-3a
MOBBILIEHHOT'O PUCKA Pa3BUTHS HEOIAronpusATHBIX HCX0A0B. YacToTa jgeranbHoro ncxoaa or CC3
¥ 9acToTa pa3BUTHS MHCYJIbTA B TPYyMIE NIPUMEHEHUS alMCKUpeHa ObLJIM YHMCICHHO BHIIIE, YEM B
rpynne mianebo, a HexenaTeJdbHbIE SBICHUS M CEpbe3Hble HEKeNlaTeNbHbIe SIBICHUS,
IpEeJCTaBIIoMNE 0COOBI HHTEepeC (TUIepKaTMeMHUs, apTepuaibHas TUIIOTEH3U U HapylleHUe
GyHKIUM TOYeK), yalle HaOJIIoJaluch B TpyNNe NPUMEHEHUs allMCKUpEeHa, YeM B TpymIe

rwiane0o.

5.2 ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopbuus
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(NMOCNEOOBATENEHOCTE 0006)

Amnoounun

[locne mnpuema BHYTpb B TeEpaleBTHUECKUX J03aX MakcumaibHas KOHIEHTPaUUs (Cmax)
amJIONMIIMHA B IUIa3M€ KPOBHM JocTUraercss depe3 6-12 uacoB. Bemmumna abcontoTHON
OMOJIOCTYITHOCTH COCTaBIISIET B cpeaHeM 64-80%. [IpuemM numm He BIUseT Ha OMOJOCTYITHOCTh

aMJIOAHIIMHA.

Bancapman

[Tocne mpuema BHyTpb Cmax BajicCapTaHa B IUIa3Me KPOBHU JlocTUraercs depe3 2-4 yaca. Cpennss
abcommoTHast OMOIOCTYTHOCTh cocTaBisieT 23%.

[Ipu mpueme BancapTaHa ¢ MUIIEH OTMEYAETCS CHUXKEHHE OWMOAOCTYMHOCTH (MO 3HAYEHHIO
TJIOMIA U TTo KpuBO# «koHIeHTparusa-Bpems», AUC) Ha 40% 1 Chnax B TU1a3Me KPOBH TMOYTH Ha
50%, XOTs mpUOIM3UTETHLHO Yepe3 § UacoB MOCIe MpreMa MpernapaTa KOHIIEHTPAlK BajcapTaHa
B IJIa3Me KPOBU CXOJHBI Y MAIMEHTOB, MPUHUMABIIHNX €0 C IMHIIEH, U B TPYIIE, TPUHAMABIICH
Hatomak. Ymensinenue AUC, ogHako, HE CONMPOBOXKIAECTCA KIMHUYECKU 3HAYUMbBIM CHUYKEHHUEM
TepaneBTuYecKoro 3dexra, B CBSI3U ¢ 4eM BaJicapTaH MOKHO NMPUHUMATh BHE 3aBUCUMOCTH OT

BpCMCHU IIPpHUCMaA ITUIIH.

Amnoounun+Bancapman

IMocne mpuema BHYTpb npenapaTta IKCHOpK Cmax BaJCapTaHa U aMIIOJUIKHA JOCTUTAIOTCS YEPE3
3 u 6-8 yacoB cooTBeTCTBEHHO. CKOpPOCTh W CTENEHb BCAchlBaHUS U3 Mpernapara IDKCPopxk
OKBHUBAJICHTHHI 6I/IOJIOCTYHHOCTI/I BajICapTaHa U aMJIOJUIIMHA ITPH IMTPUEME KAXKI0I0 U3 HUX B BUJIC

OTACIBHBIX TaOJIETOK.

Pacnpenenenue

Amnoounun
O6nem pacnpenenenus (Vd) cocrasusier mpubauzutenbHo 21 n/kr. [lo qaHHBIM HccneqoBaHUN
in vitro okono 97,5% UUPKyIUPYIOIEro aMIOJUNHHA CBA3aHO C OENKaMu IJIa3Mbl KPOBH.

AMJ'IO,Z[I/IHI/IH IMPOHUKACT UCPEC3 INIALUCHTY U BBIACIACTCA C I'PyAHBIM MOJIOKOM.

Bancapman

Vd BancaptaHa B paBHOBECHOM COCTOSHUM TOCJI€ BHYTPUBEHHOI'O BBEICHHUS COCTABIISLT OKOJIO
17 1, 9T0 yKa3bpIBaeT Ha OTCYTCTBUE DKCTCHCHBHOTO PACIpENEICHUs €ro B TKaHsIX. BajcapTaH B
3HAYUTENIbHOM CTENEHH CBA3BIBAETCS C OeIKaMU ChIBOPOTKH KpoBH (94-97%), mpenmy1ecTBEHHO

¢ anbOyMHHAMU.

Buorpancdopmarnus

Amnoounun
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HEAKTUBHBIX META00JIUTOB.

Bancapman

Bancapran He monaBepraercs BbIpaKEHHOMY MeTabonm3my (okosno 20% mTpuHATONH 03B
OTIpEe/ICIIICTCS B BHJIE META00IUTOR). [ MIAPOKCUITBHBIN METAOOIUT OMPENESETCS B TUIa3Me KPOBU
B HU3KUX KoHUeHTpauusax (menee yem 10% ot AUC Baicaprana). OTOT MeTabOJIUT

(bapMaKOJ'IOFI/IIICCKI/I HCAaKTUBCH.

DIMMUHALIUA

Amnoounun

BeiBeneHre amiiouMiMHa W3 IUIa3Mbl KPOBU HOCUT JBYX(a3HBI XapakTep C IEPHOIAOM
nonyBeiBesieHus (1) mpubnusutensHo ot 30 10 50 yacoB. PaBHOBEeCHAs KOHIIEHTpALUS B IJIa3Me
KPOBU JIOCTUTAETCS IIOCJI€ MPOJOJKUTEIBLHOTO TpUMEHEHUus B TedeHue 7-8 mueit. 10%

HEU3MEHEHHOr0 aMmJioaunuua u 60% aMJIoaUIInHa B BUIE META00IUTOB BBIBOAUTCS IOYKAMHU.

Bancapman

dapMaKkOKMHETHYECKash KpUBas BajicapTaHa HOCUT HUCXOIAIIUN MYJIbTUIKCIOHECHIIMAIbHBIN
xapakrtep (Tyo <1 uu Typ okono 9 u). Bancapran BEIBOIUTCS B OCHOBHOM B HEM3MEHEHHOM BHJIE
yepe3 kumedHuk (okoio 83% mo3sl) u moukamu (okono 13% nmoser). Ilocme BHYTpUBEHHOTO
BBEJICHHS TJIA3MEHHBIN KIIMPEHC BaJICApTaHA COCTABIISIET OKOJIO 2 JI/4 M €r0 TMOYE€UYHBIN KIMPEHC

coctasisieT 0,62 n/9 (okomo 30% obmero kiupenca). Ty, BancapTaHa cocTaBiisieT 6 4acoB.

JIn"elHoCTh (HEIUHEHHOCTS)

CDapMaI(OKI/IHCTI/IKa BaJICApTaHa U aMJIOAUIINHA XapPAKTCPU3YCTCA JIMHEMHOCTBIO.

JIuIa moXuaoro Bospacra (=65 jer)

Bpemst noctukeHust Cmax aMIIOIUIIMHA B IJIa3M€ KPOBU y MOJIOJBIX M IMOXKMUJIBIX MAIlMEHTOB
OJINHAKOBO. Y MalMEHTOB MOKUJIOTO BO3pacTa KJIMPEHC aMJIOJUIIMHA HE3HAYUTEIbHO CHMIKEH,
410 NpUBOUT K yBenuueHuto AUC u T.

VY nmanueHToB MOXKUIIOTO BO3pacTa CUCTEMHas HKCIO3MLUS BajcapTaHa Bbime Ha 70%, deM y
NAlMEeHTOB MOJIOZIONO BO3pacTa, MO3TOMY Y MHAIMEHTOB IMOXMIIOIO BO3pacTa HEOOXOIUMO

CO6J'IIOI[E[TB OCTOPOKHOCTDb IIPHU YBCIIMUCHUU 103bI.

[loyeyHas HEJOCTATOYHOCTh

VY nmanueHToB ¢ HapymIeHUIMH QyHKIIAN MTOYEK (hapMaKOKMHETHIECKHE TTapaMeTPhl aMJIOIUTTMHA
CyIIECTBEHHO HE€ W3MEHSIOTCA. He BBIABICHO KOppemsiuud Mexay GyHKIHEH MOYeK
(ompenensiemoii o BenuunHe CK®) u cucremuoit skcnozunueit Baicaprana (AUC) y naiiueHToB

C pa3IMYHOMN CTENEHbIO HAPYIICHUs (YHKIIUU TOYEK.
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. ac OBS HOCTER Q0068 .
He TpebyeTcst KOppeKIuu HavyaabHOM 10361 Y 113 uHeHToﬁ-E| HZD;LEI';HI/EMT@;—IIEHI/H/ITEN ' HErKOi

U CPEIIHEH CTEIICHH.

IIeueHouHas HEAOCTATOYHOCTD

JlocTymHbIe KJIMHUYECKHE JTaHHbIC O MPUMEHEHUHM aMJIOJMIIMHA Y MAIlMEHTOB C HapyIICHHEM
(YHKIIMY TIEUYEeHH OYCHb OTPAaHUYCHBI. Y TAIIMEHTOB C HapyIIeHUeM (PYHKIIUU TICYCHH OTMEYCHO
CHW)KCHHE KJIMPEHCAa aMJIOJUIKHA, YTO NMPHUBOAUT K moBbiieHH0 AUC mpuOmmM3uTensHO Ha
40 - 60%. B cpeareM y manueHToB ¢ HapylieHHeM (DyHKIIMK TIEYEeHHU JIETKON U cpeHel (kmace A
u B no knaccudukanuu Yaina—IIer0) crenenn omogoctynaocts (AUC) BasicapTaHa yJIBauBaeTCs
[0 CPABHEHHIO CO 3JI0POBBIMHU JIOOPOBOJIBIIAMH (COOTBETCTBYIOIIETO BO3pPACTa, TMOJIA M MAacCChl

tena). Ciaenyer ¢ OCTOPOAKHOCTBIO IPUMEHSTh MpenapaT y NalMeHTOB ¢ 3a00J€BaHUSIMU [IEUEHU.

eTH
DapMaKOKHMHETUYECKHUE OCOOEHHOCTH MPUMEHEHHsI TIpenapaTa IKCPOpK y AeTeld U MOJIPOCTKOB

B BO3PacCTC 10 18 ner He YCTaHOBJICHBI.

5.3. lanHble TOKJIUHUYECKOH 0e30MacHOCTH

Jlannvie 0OKIUHUYECKUX UCCIEO08AHULL
Amnoounun

Toxkcuurnocms 01 DenDOOVKleGHOﬁ cucmemul

B nccnenoBanusx penpoyKTUBHOM TOKCUYHOCTH Ha KpbICax M MbIIIAX HaOIr0AaIach 3a/1epiKKa
POJIOB, YBEIUYEHUE MPOJOJIKUTEIIBHOCTH POJOB U CHUKEHUE BBDKMBAEMOCTH JIETEHBIIIEN IIPH
7103ax, IpUMepHO B 50 pa3 MPEeBBIAIONINX MAKCUMAIbHYIO0 PEKOMEHIYEMYIO 103y JUIs YelIOBEKa
B IIepecyeTe Ha MI/KT.

HapymeHue d)epmuﬂbHocmu

He 651710 3amedeHo BAusiHUS HA (QePTHILHOCTD KPBIC, KOTOPHIM BBOJMIIM aMIJIOJMIIHH (CaMIlaM B
TeueHue 64 nHel u camkam 3a 14 gHel 1o cnapuBaHus) B g03ax 10 10 Mr/kr/cyT (mpu Macce Tena
nanuenta 50 kr B 8 pa3 0oJbllie MAaKCUMAJIbHONW PEKOMEHIYEeMON 03Bl Tl uenoBeka 10 mr Ha
ocHOBe Mr/M%). B ipyroM nccie1oBaHMM Ha KphICax, IJIe caMIlaM BBOJIMIIM aMJIOJUITHHA Oe3MIaT
B TeucHue 30 gHEH B J03€, COMOCTAaBUMOM C J030H IJIS YEJIOBEKa Ha OCHOBE MI/KT, BBISBHIIN
CHIDKEHHE YPOBHS (OJUTUKYJIOCTUMYJIUPYIOIIETO TOPMOHA M TECTOCTEPOHA B IJIa3Me€ KPOBH, a
TaK)K€ CHIDKEHHE TUIOTHOCTH CIIEPMBI Ml KOJIMUECTBA 3PEJIbIX CcriepMaTu U KiaeTok CepToi.

Kanyepoeenes, mymacenes

VY KpBIC ¥ MBIIEH, KOTOPHIM BBOJIWJIA AMJIOJWIIMH C NUIIEH B TEYEHUE JBYX JIET B YPOBHAX
KOHIICHTpAIlMU, PAaCCYMTAHHBIX JJIsi oO0ecniedeHus: cyTounbix n03 0,5; 1,25 u 2,5 mr/kr/cyT, He

ObUT0 0OHApPYKEHO MPHU3HAKOB KaHIeporeHHocTu. CamMas BhICOKas /103a (711 KPBIC B J[Ba pasa
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MPEBBILIAIONIAS MAKCUMATbHYIO PEKOMEHYyEMY KﬂHHﬂIE]églgvlg%@ 16%%'—'05}1_0%6' 1\/1"}/‘1\}12 a

JUIS MBIIIEH aHaJoruyHas eif) Oblia OJM3Ka K MAaKCUMAaJIbHO MEPEHOCHMOM J103€ AJISi MBILIEH, HO
HE JUIA KPBIC.

HccnenoBanuss MyTareHHOCTH HE BBIIBUIM 3(QEKTOB, CBSI3aHHBIX C IMpernapaToM, Ha YpOBHE
TEHOB MJIM XPOMOCOM.

Bancapman

JIOKTMHUYECKHE JaHHbIe, OCHOBAHHBIC HAa MCCIIEAOBAHUH (PAapMAKOIOIMUECKUX XapaKTEPHCTHUK,
FeHOTOKCUYHOCTH, KaHIIEPOTEHHOTO MOTEHIINajla, TOKCHYHOCTH JUIsS PENpPOyKTUBHOMN (pyHKINN
U BHYTPUYTPOOHOTO Pa3BUTHUS, HE CBUAETEILCTBYIOT 00 OACHOCTH Mpenapara JJis 4YeJI0BeKa.

Y KphIC BBEACHHE /103, TOKCHYIHBIX JIJIS MATEPUHCKOTO opranu3ma (600 Mr/Kr/cyT), B IOCICIHIE
JTHA O€pEeMEHHOCTH U B MIEPHUO/I JIAKTAIIMH TPUBOIIIN K CHUKCHHUIO BBKMBAEMOCTH, CHIKECHHIO
Macchl Tela M 3aJlepKKe Pa3BUTHUS (OTIUMAHHS YIIHOM PAaKOBHHBI U OTKPBITUS CIYXOBOTO
poXoJa) y MOTOMCTBA. DTU J03bl y Kpbic (600 mr/kr/cyT) mpumepHo B 18 pa3 mpeBbIIAIOT
MaKCHMAaJIbHYI0 PEKOMEHIyeMYI0 103y Ul delloBeka B IepecyeTe Ha MI/M> (B pacyeTax
NPUHUMAETCS, YTO JI03a MPH MpHeMe BHYTPh cocTamiseT 320 Mr/cyT, a Macca Tena malnueHTa
coctasiseT 60 kr).

B nmoxnuHHYecKUX HccienoBaHUSX 0€30MacHOCTH Ha KpbIcaX MPU MPUMEHEHUH BBICOKUX 103
Banicaptada (200—600 Mr/kr maccel Tena) HaONIOJANIOCh CHUKEHUE MOoKa3aTesel SpUTPOIIMTOB
(4MCITO DPUTPOIIMTOB, YPOBEHb T€MOTIIO0MHA, TEMAaTOKPHT) M N3MEHEHHS B TEMOTUHAMUKE TTOYEK
(He3HaYMTeNbHOE TOBBIIIEHHE YPOBHS a30Ta Mo4eBHHbI KpoBU [AMK], runepruiazus noyeyHbIx
KaHaJbLeB U 6a30¢mins y camiio). ITH 1036l y KpbIc (200 u 600 Mr/kr/cyT) npuOIU3UTENBHO B
6 1 18 pa3 mpeBHIIAIOT MAKCUMAIBFHYI0 PEKOMEHYEMYIO /103y JJIs YeJOBeKa B Iepecyere Ha
Mr/mM? (pacueT OCHOBaH Ha J03€ I IpueMa BHyTph 320 MI/CyT y HallMeHTOB C MAaccoil Tena
60 xr.)

VY MapThllIeK MPH COMOCTAaBUMBIX /033X HM3MEHEHHs OBbLIM aHAJOTMYHBIMHU, XOTS U Oojee
Cephe3HBIMU, OCOOEHHO CO CTOPOHBI TOYEK, I/Ie W3MEHEHHs TOCTHUTJIHM CTETIeHH He(poraTuw,
BKJTIOYAsl TOBBIIIEHUE YPOBHS a30Ta MOYEBHUHBI KPOBH U KPEATHHHHA.

Y o0oux BHIOB Takxke HaOIIOAanach TUOEPTPOPHS OKOJIOKIYOOUKOBBIX KIIETOK TOYEK.
Cunranoce, 4To Bce M3MEHEHHUs BbI3BaHbI (PApMaKOJIOTHUECKUM JACUCTBUEM BaJIcCapTaHa, KOTOPBIN
BBI3BIBACT JUTUTEIBHYIO THIIOTCH3HIO, OCOOCHHO Yy MapThimeKk. s TepaneBTHUYECKHX 03
BaJicapTaHa y 4YeJOBeKa TUIEPTPO(HUs OKOJOKITyOOUKOBBIX KIETOK TOYEK, TMO-BHANMOMY, He

XapaKkTepHa.
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Bancapman u aAMIOOUNUH

HexenarenbHble peakiuu, HaOMIOJaeMble B HCCIEAOBAHHUAX HA JKUBOTHBIX M HUMEIOLIUE
BO3MOXHYIO KIMHUYECKYIO 3HAYMMOCTb, OBUIM CIEAYIOMIMMU: THCTONATOJIOTUYECKHE MTPU3HAKH
BOCMAJICHUSI KEJIE3UCTOTO JKENyJKa Yy CaMIOB KpbIC TMPU SKCIO3UIUHU, MPEBbIIIAIOIIEH
KJIIMHUYeCKue N103bl Basicaprana (160 mr) m ammoaununaa (10 mr) mpumepno B 1,9 u 2,6 pasa
COOTBETCTBEHHO. [Ipu Oosiee BHICOKOM KCIO3UIIMHN Y CAMOK M CaMIIOB HAOJIOJAIOCh S3BEHHOE
MOpa)KEHUE U DPO3HsSI CIIM3UCTON 000IOUKH JKETyAKa. AHAIOTUYHBIE N3MEHEHUS OBbUIA 3aMEUEHbBI
U B TpyIIe, MOJy4yaBIIeH TOJBKO BajlcapTaH (SKCIO3ULMS MPEBBIIANA KIMHUYECKYIO 03y
Bayicaptana 160 mr B 8,5—11,0 paza).

[Tpu skcro3uuuu, MpeBbILIAIOLIEH KIMHUYECKUE 103bl BajicapraHa (160 Mr) m amiioaunuHa
(10 mr) B 8-13 u 7-8 pa3 coOTBETCTBEHHO, ObUIN OOHAPYKEHbI YBEIMYEHHAsl YaCTOTA U CTEIIEHb
TsOKECTH 0a30(pUIMU/THATUHU3AIWN TMOYE€YHBIX KaHAJBIEB, UX PACHIMPEHUS U OOpa30BaHUS
HWIMHIPOB, a TaK)K€ HMHTEPCTULHATBHOIO JTUM(OIMTAPHOTO BOCMAJICHHUS U apTEPUOISPHON
MeIUaNbHOM runepTpodun. AHAIIOTUYHBIC N3MEHEHUS ObUTM 3aMEUYCHBI U B TPYIIIIE, TOTyYaBIICH
TOJIBKO BaJicapTaH (PKCIO3MIMS IpeBbILIAIa KIMHUYECKYIO 703y BajicapraHa 160 mr B 8,5 —
11,0 paza).

B uccrnenoBanuu 3mMOpuodeTranbHOro pa3BUTHS Y KPbIC HAONIOAANach MOBBIINIEHHAS 4YacTOTa
Pa3BUTHS PACHIMPEHHBIX MOUYETOYHUKOB, JE(PEKTOB I'PYAUHBI U HEOCCU(DULIMPOBAHHBIX (ajlaHT
MepeHUX Jlall TMPU DSKCIO3UIMHU, TNpuMepHo B 12 (Basicapran) u 10 (amyogunuu) pas
MpEeBBIIIAIONICH KIMHUYECKUE 1036l BajicapTaHa (160 mr) u amnonunuua (10 mr). Pacimpennsie
MOYETOYHUKHU TaKKe ObUIN OOHAPYKEHBI B IPYIIIE, MOIy4aBLIeH TOIBKO BajcapTaH (SKCIO3UIIHS
MpeBbINIANa KIMHUYECKYIO 103y BasicaptaHa [160 mr] B 12 pa3). B atom uccrnenoBanuu Obutn
3aMeuyeHbl JIMIIb HE3HAUWUTENbHBbIE IMPU3HAKM TOKCHYHOCTH JUIsI MATEPUHCKOIO OpraHu3Ma
(yMepeHHOe CHM)KEHHE Macchl Tesa). YpoBeHb OTCYTCTBUS HabmogaeMblx 3¢ dexkroB (NOEL) B
OTHOILIEHUM Pa3BUTHUSl OpraHu3Ma ObUT 3aperMCTPUPOBAH NpU 3-KpaTHOU (I BasicapTaHa) U 4-
KpaTHOM (711 aMJIOAMIIMHA) KIMHUYecKol skcrio3unuu (Ha ocHoBe AUC).

JI1st OTIeNbHBIX COEMHEHHUH He OBLIIO HalIeHO J0Ka3aTeIbCTB MyTareHHOCTH, KIAaCTOT€HHOCTH

HJIM KaHICPOTCHHOCTHU.

6. PAPMAIIEBTUYECKHWE CBOMCTBA
6.1 IlepeyeHb BcnoMorareJibHbIX BellleCTB

Dkchopx, 5 mr + 80 Mr, TaOJIETKH, TOKPBITHIE TNIEHOYHOM 000JI0YKOMN

HCJ’IJ’IIOJ'IO3E[ MUKPOKPUCTATIIINICCKAs

Kpocnosugon (tum A)

32



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 04.04 2025 N= 5083

(NOCNEQCBATENEHOCTE 0006)

Maruus creapat

Kpemuus 1MOKCUI KOJITIOUAHBII

Obonouxa nienounas

Premix 6enas (runpomeruiosa, tutana quokcun (E 171), makporon 4000, Taibk)

Premix skenras (rumpomeinio3a, KpacuTenab xkene3a okcun kentwiid (E 172), makporon 4000,

TaJbK)

Dkchopxk, 5 mr + 160 Mr, TableTKU, HOKPHITHIE ILICHOYHON 000J10YKON

[ennromn03a MUKPOKpUCTAIIITNYECKAST

KpocnoBuon (Tum A)

Maruus creapar

Kpemuus 1MOKCUI KOJIIIOWAHBIN

Obonouka nienoynasn

Premix Oenas (runpomeruiosa, tutana quokcun (E 171), makporon 4000, Taibk)

Premix sxenras (rumpomesuio3a, Kpacutenb skene3a okcua xentwii (E 172), makporon 4000,

TaJbK)

Drcdopx, 10 mr + 160 Mr, Ta0GIEeTKH, DOKPBITHIE IEHOYHONW 000JI0UYKON

[em1r0103a MUKPOKpUCTAJUTMYECKAS]

KpocnoBunon (tun A)

Marnus creapat

KpemHust AMOKCHT KOJITIOUHBIH

Obonouka nienounas

Premix Genas (runpomeruiosa, Turana quokcun (E 171), makporon 4000, Tanbk)

Premix »xenras (rumpomesniosa, KpacuTenb skene3a okcun xkentbiil (E 172), makporon 4000,
TaJIbK)

Premix kpacHas (rumpomesuiosa, KpacuTelnb xkeneza okcuna kpacHbsiil (E 172), makporon 4000,

TaJbK)

6.2 HecoBMecTUMOCTH

He npumennmo.

6.3 Cpok rogHocTH (CPOK XpaHEHHUs)

3 rona.

6.4 OcoOble MepbI NPEIOCTOPOKHOCTH NIPU XPAHEHHUH

XpaHWUTh B OPUTHHAILHON yITaKoBKe (OHcTep) AJs 3alIUTHI OT BIIATH MIPH TEMIIEPAType HE BHIIIE

30 °C.
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6.5 Xapakrep u conep:kaHue NepBUYHON YIaKOBKH

[To 14 Tabnerok B 6nucrepe u3 [IBX/TIB/IX u anromunueBoit ¢onwru. 1o 1 wimm 2 6nmcrepa mo
14 TabieTok BMECTe C JUCTKOM-BKJIAJBIIIEM B KapTOHHYIO mauky. Jlomyckaercss Haiuuue

KOHTPOJIA IIEPBOI'0 BCKPBITHA HaA KapTOHHOﬁ ITayke.

6.6 OcoOble Mepbl MNPEIOCTOPOKHOCTH TPH  YHUYTOKEHHUH  MCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara WM OTX0A0B, TMOJYYEHHbIX IIOcje NpPHMEHEeHUus
JIEKAPCTBEHHOI'0 NMpenapara u Apyrue MaHUIMYJIAUMHU C PenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPALHUOHHOI'O YAOCTOBEPEHUSA
[Beitapus / Switzerland

Hogaptuc ®@apma AI' / Novartis Pharma AG

Jlmxtmrpacce 35, 4056 bazens / Lichtstrasse 35, 4056 Basel

7.1 [IpencraBuTeIb IePKATESI PErHCTPANIMOHHOTO YI0CTOBepeHus Ha TeppuTopuu Coro3a

IIpereH3uu HOTDC6HT€JI€I>1 HAaImpaBJIATH I10 aApPECy.

Poccutickas @edepauus

00O «Hosaptuc ®@apmar

Anpec: 125315, r. MockBa, JIeHuHrpaackuii npocnekt, 1. 70
Tenedon: +7 495 967 12 70

®axc: +7 495 967 12 68

OnekTtponHas novra: drug.safety russia@novartis.com

Pecnv@mxa ADM@HM}I

000 «ACTEPHUA»

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

DnekTponHas noyra: drugsafety.cis@novartis.com

Pecnybnuxa berapyce

[TpencraButensctBo AO «Novartis Pharma Services AG» (IlIBeitnapckas Kondenepamus) B
Pecniy6onuke benapychb

Anpec: 220069, r. Munck, nip-T J{3epxxkunckoro, 5, mom. 3, oduc 3—1

Tenedon: +375 (17) 360 03 65

OnexTpoHHas noyra: drugsafety.cis@novartis.com
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Pecnyonuxa Kazaxcman

@unuan Komnanun «HoBaptuc ®@apma Cepsucaz AI» B Pecriybnuke Kazaxcran
Anpec: 050022, r. Anmartsl, yi. Kypmanrasel, 95
Tenedon: +7 727 258 24 47

DnektpoHHas royra: drugsafety.cis@novartis.com

8. HOMEP PETUCTPALIMOHHOTI'O YIOCTOBEPEHHUS
JITI-Ne(009652)-(PT-RU)

9. JTATA NEPBHUYHOM PETUCTPAIIMHA (IIOATBEPXJIEHUSA PETMCTPAIINMN,
NEPEPET'UCTPALIUN)

[ara nepBoii peructpanuu: 8 anpens 2025

10. JATA IEPECMOTPA TEKCTA

OO0mast XapakTepUCTHKA JIEKAPCTBEHHOTO Tpernapara DKc(hOop:K JOCTynHAa Ha HHPOPMATMOHHOM
noprane EBpa3uiickoro 3KOHOMHYECKOTO COI03a B MH(POPMAIIMOHHO-KOMMYHHUKAIIUOHHOW CETH

«MuTtepuet»: http://eec.eaeunion.org/
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