OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOTI'O ITPEITAPATA
Ko-Bamiocer, 5 mr + 160 mr + 12,5 mr, Tabs1eTKH, MOKPHITHIE INIEHOYHONH 000710YKOM
Ko-Bamiocert, 10 mr + 160 mr + 12,5 mr, TaGaeTKH, MOKPHITHIC IJICHOYHOH 000710YKOM

Ko-Bamnocer, 10 mr + 160 mr + 25 mr, TaG1€eTKH, MOKPBITHIE MIICHOYHOMW 000JI0UKOMA

2. KAYECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB
JeiicTByromue BemecTBa: aMJIOJUIUH + BaJicapTaH + FUAPOXIOPOTUAU.

Ko-Bamocer, 5 mr + 160 mr + 12,5 mr, TabaeTKH, IOKPBITHIE INIEHOYHON 000JIOYKOH

Kaxnass Tabmerka comepxutr 6,94 Mr ammoaunuua Oe3uiara (amjogunuHa Oecwuiara),
SKBUBAJIECHTHO 5 Mr amsiogunuHa, 160 mr Basicaptana u 12,5 Mr ruipoxJIopoTHa3HIA.
BcnomorarensHble BelecTBa, HATMYUE KOTOPBIX HAaJ0 YYUTHIBATH B COCTABE JICKAPCTBEHHOT'O
npernapara: KpocKkapMesio3a HaTpHsi, HaTpus Jlaypuiicynbdar (cM. paszaen 4.4.).

Ko-Bamnocer, 10 mr + 160 mr + 12,5 mr, Tab1eTKH, ITOKPBITHIE IUNIEHOYHON 000JIOYKOM

Kaxnmas Ttabnerka comepxut 13,88 Mr amuogununaa Oe3wiata (amyioaMnuHa Oecuiiara),
skBHUBaJIeHTHO 10 Mr amnonunuHa, 160 mr Bancaprana u 12,5 Mr ruapoxinoporuasuja.
BcnomoratenbHble BeliecTBa, HATMYUE KOTOPBIX HAJI0 YUUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npernapara: KpocKapMeJljio3a HaTpusl, HaTpus Jlaypuicyasdart (cm. pazaen 4.4.).

Ko-Bamnocer, 10 mr + 160 mr + 25 mr, Ta0aeTKU, DOKPBITHIE IUIEHOYHOU 000JI0UKOMN

Kaxnas Tabnetka comepxkut 13,88 Mr ammomunuua Oe3mnara (amnoAunuHa Oecuiara),
skBUBaJIeHTHO 10 mr amnoaununa, 160 Mr BancapTana v 25 MT rUAPOXJIOPOTHA3UA.
BcnomorarenpHbIe BElIECTBA, HATMYNUE KOTOPBIX HAJI0 YYUTHIBATH B COCTABE JICKAPCTBEHHOTO
npernapara: KpocKapMeIljio3a HaTpusl, HaTpus Jlaypuiicyasdart (cm. pazaen 4.4.).

ITonupIit MNEPCUCHb BCIIOMOT'aTCIIBbHLIX BEIICCTB MMPUBCACH B pa3aCiic 6.1.

3. JIEKAPCTBEHHAS ®OPMA

Ko-Bamocer, 5 mr + 160 mr + 12.5 Mr, Ta0JI€TKN, TOKPBITHIE INIEHOYHON 000JIOYKOH

OBasbHbIC, TBOSKOBBIMYKIIbIE TAOIETKH, TOKPHITHIC TNIEHOYHON 000I09K0M OETT0T0 UIH TOUTH
Oenoro 1Beta ¢ rpaBupoBkoii K1 Ha oHOI cTOpOHE.

Bun Ha uznome: 6enast uiau mouTy Oesast mepoxoBaTasi HOBEPXHOCTH C TNIEHOYHOW 000JI0UKOM
0eJIoro Wiy mo4uty OeJIoro nBera.

Ko-Bamnocer, 10 mr + 160 mr + 12.5 mr, Ta0JI€TKH, ITOKPHITHIE INIEHOYHON 000JIOYKOM

OBaJibHBIC, ABOSKOBBITYKIIbIE TAOJIETKH, MTOKPHITHIC TNICHOYHOH 000JI0YKON PO30BOTO I[BETA C

rpaBupoBkoi K2 Ha olHOM CTOpOHE.



Bun Ha uznome: Oenast vy mouTy Oesast mepoxoBaTast MOBEPXHOCTh € TUICHOYHOH 000JI0UKOM
PO30BOTO IIBETA.

Ko-Bamnocer, 10 mr + 160 mr + 25 mr, Ta0iaeTKy, DOKPBITHIE IUIEHOYHOU 000JI0YKON

OBaJIbHBIC, JBOSKOBBITYKJIBIE TAOJIETKU, TOKPBITHIC IUICHOYHOW OOOJIOUYKOH KOPHYHEBO-
JKEJITOro 1BETa ¢ rpaBUpoBKOil K4 Ha 0iHOM CcTOpOHE.
Bun Ha u3nome: O6enas Wiy mo4YTH Oenast epoxoBaTas IOBEPXHOCTh C TUICHOYHON 000JI0UKOMH

KOPHUYHCBO-KCJITOT'O LIBCTA.

4. KIIMHUYECKUE JAHHBIE
4.1. Iloka3aHusl K IPUMEHEHHUIO
IIpenapar noka3aH K NPUMEHEHHIO Y B3POCIIbIX.
AprepuanbHas runieprensus 11 u 11l crenenu.
4.2. Pe:kuMm 103MPOBAHUSA U CIOCO0 MPUMEHEHUSI

PexxuM 103upoBaHus

Pexomenyemas CYTOYHas J03a — 1 TaGnerka, coJieprkarias
aMJIOJIMITMH + BajicapTaH + TUAPOXJIOPOTHA3U] B 1o3e Swmr+ 160 mr + 12,5 mr,
10 mr + 160 mr + 12,5 mr (B Buze npemnapara Ko-Bamnocer, Tabi1eTku, HOKpBIThIE TUIEHOYHON
obostoukoit, 5 mr + 160 mr + 12,5 mr, 10 mr + 160 mr + 12,5 mr) uimu 1 TabneTka, comeprxarias
aMJIOIWIIVH + BaJicapTaH + ruapoxyopotuasuy B goze 10wmr + 160 mr+ 25 mr (B BHIe
npemnapara Ko-Bamiocer, TabJIeTKH, HOKPBIThIE TJIEHOYHOU 000JI0YKOH,
10 mr + 160 mr + 25 mr), 0MH pa3 B CYTKH.

Jns ymoOcTBa MAIMEHTHI, IMOJNyYalOIMe MOHOTEpPAIMI0 aMIIOJUIIMHOM, BAJICApPTAaHOM U
THJIPOXJIOPOTHA3UIOM B OTIENBHBIX TaOJIETKaX, MOTYT OBITh TEPEBEACHHI HAa TEPAIHUIO
npenapatoM Ko-Baminocer, conepxamum Te ke J103bl JeHCTByrommx BemiecTB. [lpu
HE/IOCTaTOYHOM  KOHTpoJie —apTepuaibHoro jamienuss (AJl) Ha ¢Qone aBoiiHOMH
KOMOWHUPOBAHHOHN Tepanmuu (BajicapTaH + THAPOXJIOPOTHA3WJ, aMJIOJUITMH + BaJicapTaH U
aMIIOIMNIUH  + THUAPOXJIOPOTHA3H]) WAIMEHTHl MOTYT OBITh II€pPEeBENCHBl Ha TPOWHOE
KOMOMHUpOBaHHOE JiedeHue mnpenaparoM Ko-Bamiocer B coorBercTByrommux no3ax. [loza
npenapata Ko-Bamnocer mnondupaercs mnociae paHee NpPOBEIEHHOIO THTPOBAHUS 03
MOHOKOMITOHEHTHBIX JIEKAPCTBEHHBIX MPENapaToB, COACPIKANINX JEHCTBYIONINE BEIIECTBA,
BXoJsuIMe B cocTaB npenapara Ko-Bamiocer. Ecinu notpeOyercst usMeHeHHe 1036l OJTHOTO U3
JeHCTBYIOIINX BELIeCTB B cocTaBe npemnapata Ko-Bamiocer (Hampumep, B CBSI3U C BHOBb
JMarHOCTUPOBAHHBIM 3a00JIeBAHUEM, U3MEHEHUEM COCTOSIHHS MAI[MEHTA WU JIEKAPCTBEHHBIM

B3aUMOJICCTBHEM), TO HEOOXOMM HMHANBUIYAJTBHBIN T10100p 103 OT/IETBHBIX KOMIIOHEHTOB.



VYV mnamueHTtoB ¢ aedunmuToM HaTpus U (WIM) TUIIOBOJEMHUEH (HAmpuUMmep, y TaIlUeHTOB,
[OJIyYaOLMX BBICOKME JI03bl JINYPETUKOB) BO3MOJKHO Ppa3BUTHE CHMIITOMAaTHYECKOM
apTepUabHOM TUIIOTEH3UM B Hadyaue Tepanuu npenaparoM Ko-Bamocer. Jlannyro
KOMOUHAIMIO CJIEAYeT MPUMEHSTh TOJIBKO I10CI€ KOPPEKIMHM THUIOHATpUEeMUM U (WJIN)
THIIOBOJIEMUH.

B cimyuae ecnmm y mamMeHTa OTMEYAIOTCS J10303aBHCHMBIE MOOOYHBIE 3(PQeKTs mpu
NPUMEHEHHUHU JIBOMHON KOMOMHUPOBAHHOM Tepanuy JIIOOBIMA KOMIIOHEHTaMu mnpemnapara Ko-
Bamnocer, nns JIOCTMXKEHHS CONOCTaBUMOIO CHHKEHMsT AJl BO3MOMKHO NpHUMEHEHHE
npenapata Ko-Bamnocer, conepxaiero 0osiee HHU3KYHO 03y JEHCTBYIOIIEIO BELIECTBA,
BBI3BABIIIETO JIAHHBIN MTOOOYHBIN Y (DEKT.

YBenuuuBath 103y MOXKHO Uepe3 2 HeeNu N0Cie Hayana Teparuu.

MakcumanbHblil aHTUTHIIepTeH3UBHBIN 3¢ dekT npenapara Ko-Bamiocer otmeuaercs uyepes
2 HeJsleNny Nocye yBeIUYEHUs 103bl.

Oco0Bble IPVIIIBI TAIUEHTOB

Tayuenmuvr cmapwe 65 nem

Koppekuuu no3el mpemapata He TpeOyercs. Y MalMEHTOB MJAHHON KaTeropuu Mpu
HEOOXOJUMOCTH BO3MOXXHO YMEHBIIICHHE HAyalbHOW O3Bl JI0 COJEpiKalleil HaMMEHbIIYIO
703y aMJIOTUTINHA, TO ecTh 1 Tabnerka, cozep Kanias
aMIIOJIMTINH + BaJicapTaH + TUAPOXJIOpoTHa3ua B jgo3e Swmr+ 160 mr+125mr (B Buzme
npernapara Ko-Bamiocer, TabJeTKH, MOKPBITHIE TJICHOYHOU 000JIOUKOH,
Swmr+ 160 Mr + 12,5 mr) wmu 5 mr+ 160 mr + 25 Mr (B Buzme mnpenapata Ko-Bammocer,
TaOJIETKH, MOKPHITHIE TUIEHOYHOU 00071049K0i, 5 MT + 160 M + 25 Mmr).

Tlayuenmol ¢ napywenuem QyHKYUuu nouex

Jlis manueHToB ¢ HapylieHneM (QYHKIMHM TIOYEeK JIETKOW M yMEPEHHOW CTENEHU TSHKECTH
(ckopocTb Kiy6oukoBoii pumbrpamuy (CK®) ot > 30 mu/mun/1,73 M? 1o < 90 mMn/mun/1,73 M2
TUTONIA/IA TTOBEPXHOCTH TeJa) KOPPEKIMH HAYaJbHOW JI03bI He TpeOyercs. Ilpemapar He
ClIelyeT TPHUMEHSATHh Yy TAIlMCHTOB C HapylieHHeM (QYHKIUU ITOYEK TSDKEIONH CTeleHU
(CK® < 30 mu/mur/1,73 M? miiomamy MOBEPXHOCTH Tena) BCIEACTBHE HAMUMS B COCTAaBE
npernapara ruApOXIOPOTHAZHIA.

[TpuMeHeHrne THA3HTHBIX JHYPETHKOB B MOHOTEPAITUH Y IMAIMEHTOB C HAPYIIEHUEM (YHKITUH
nmouek Tspkenod  crenern  (CK® < 30 mu/mun/1,73 M?  TIOIIA M MMOBEPXHOCTH  TEJa)
Hed(P(PEKTUBHO, OJHAKO OJHOBPEMEHHOE IPHUMEHEHHE C «IETICBBIMU» ITUYPETHKAMHU Y
MAIMEHTOB JAaHHOW KaTErOPHH BO3MOXKHO.

Iayuenmul ¢ Hapywenuem ynKyuu neveHu



BcenenctBue HanmuuMsi B cOcTaBe amJIONMIIMHA, BajcapTaHa M T'HIPOXJIOPOTHA3U]A MpernapaT
Ko-Bamiocer mpoTuMBOMOKa3aH y MAlMEHTOB C HapylIeHWEM (DYHKLIUU TEYCHH TSHKEION
creneHu (> 9 6aios mo mkane Yaina-I1s10). ¥ manueHToB ¢ HapymeHHeM (QyHKIMH TE€YSHN
JIETKOW WJIM YMEPEHHOH cTemeHu Oe3 XojecTa3a MaKCHUMajbHas PEKOMEHJOBaHHas [103a
cocrapisier 80 mr BajcapranHa, W mo3toMy mnpenapar Ko-Bamiocer (comepxkur 160 mr
BajicapTaHa) He MOKET OBITh IPUMEHEH y JIAaHHOW IPYIIIBI MAlMeHToB (M. pasznensl 4.3., 4.4,
5.2.). PekomeHmamuu mo J03MPOBAHUIO aMJIOJIMITMHA Y TMAMEHTOB C HAPYIICHUEM (PYHKIIUU
MEYEHHU JIETKON WJIM YMEPEHHOH CTeleHU He pa3padoTaHbl. Y MalMEeHTOB JTaHHOW KaTeropuu
pv HEOOXOIMMOCTH CJelyeT Ha3HauaTh Mpernapar ¢ HauMeHbIIeH 0301 aMIIOIUIIHHA.
eTH

[TockonbKy Oe30macHOCTh M 3P PeKTUBHOCTH npenapara Ko-BamioceT y nereit 1 moapocTkoB
(mmaame 18 5eT) He yCTaHOBIEHBI, Mpenapar He PEeKOMEHAYETCS MPUMEHSATh y MalueHTOB
JTAHHOW KaTeropuHu.

Cnoco0 nnpuMeHeHus

[Ipenapatr Ko-Bamiiocer cieayer nmpuHUMarh BHYTPb, | pa3 B CyTKH, IPEIIOUYTUTENILHO B
YTPEHHHUE 4Yachl, TaOJIETKU CIEAyeT NpOIiaThlBaTh LEIUKOM, 3aluBas CTaKaHOM BOJIBI;
HE3aBHCHMO OT BPEMEHH ITpHUEMa MTHIIH.
4.3. IIlpoTuBONOKA3aAHUS

e ['MnepyyBCTBUTENBHOCTh K aMJIOJUIUHY, BaJCapTaHy, T'MIPOXJIOPOTHA3UIy WIH K

1r000My U3 BCIIOMOTaTEIbHBIX BEIIECTB, IEPEUUCIICHHBIX B pa3jene 6.1.

['MnepuyBCTBUTENBHOCTD K IPYTHM ITPOU3BOIHBIM CYJIb(OHAMHIA U JUTUIPOIUPHUINHA.

HacnencTBeHHbIN aHTHOHEBPOTUYECKMM OTEK JIMOO OTEK y TAaIlMeHTOB Ha (oHe
HpeIIIeCTBYIONICH Tepaii aHTarOHUCTOM perienTopoB aHruorensuna 11 (APA I1).
e Tspxenble HapyleHUs QyHKIMY nedeHu (> 9 6anos no mkane Yaina-I1s10), OunuapHsiit
UPPO3 U XOJIECTAa3.
e Tsoxensie Hapymenus ¢ysknun  modek  (CK® < 30 mn/mun/1,73 M?  mnomanu

MOBEPXHOCTH Tella), aHypHUsl, MAIUEHThl Ha TeMOIUaIH3E.

Pedpakrepuble K  aJeKBaTHOW  Tepanmuud  THUIOKAJUEMHS,  TUIOHATPUEMMS,
TUIEpKaAIbIUEMUs, a TAK)KE TUIIEPYPUKEMUS C KIMHUYECKUMHU MPOSBICHUSIMHU.
e Tspkenas aprepuanbHas runoreHsus (cucronumueckoe AJ[ < 90 mm prt. cT.), KoJuarc,

KapIMOTE€HHBIN IIOK.

OO6cTpyKLUs BBIHOCAIIETO TPaKTa JEBOTO XKEITy10UKa (BKJIIOYAs TSKEIBbIH aopTalbHbIN

CTEHO3).



e ['eMOoMHAMHYECKH HECTaOMIIbHAS CepJeYHas HEAOCTaTOYHOCTh IIOCIE OCTPOTO
UH(papKTa MHOKap/a.

o OIHOBpPEMEHHOEC TMPUMEHEHHE C QJIUCKHUPEHOM W TMpermapaTamu, COACpKAIUMU
QIMCKUPEH, Y MAIUCHTOB C CaxapHbIM JHA0CTOM U (WJIH) C YMEPEHHBIMHU U TSDKEJIBIMH
Hapymenusmu ¢ynxiuu nodek (CK® < 60 mn/mun/1,73 M? miomany HOBEpXHOCTH
Tena).

e OHOBpPEMEHHOE TIPUMEHEHHE C HWHTHOMTOpAaMH  aHTHOTCH3HHIIPEBPAIIAIOIICTO
depmenra (ATID) y nanmeHToB ¢ quadeTndeckoil HedpornaTuei.

e bepeMeHHOCTh, TUIAHUPOBaHHWE OCEPEMEHHOCTH, NEPUOJl TPYTHOTO BCKAPMIIMBAHUS
(cm. pasnen 4.6.).

4.4. OcoOble yka3aHus U Mepbl PeI0CTOPOKHOCTH IIPH NPUMEHECHUH

C 0CTOPOKHOCTEIO

OOHOCTOPOHHMM WJIM JBYCTOPOHHMHM CTEHO3 IOYEYHBIX apTEpPUMl WM CTEHO3 apTepuu
€MHCTBEHHONM  TOYKH;,  COCTOSIHHUS,  CONPOBOXKIAIONIMECS  CHIDKEHHEM  oObema
nupkynupytomeit kposu (OLIK) u BOAHO-3IEKTPONUTHBIMH HapylIeHUsSMU: Hedpomaruu,
COTMPOBOXKAAIOIINECS TIOTEepel coliel, mpepeHanbHOoe (KapAHOTeHHOE) HapylleHne (QyHKIUU
MOYEK; MUTpPaJIbHBII WM AOpPTaJbHBIM CTEHO3, THNepTpoduyeckas O0OCTPYKTHUBHAS
KapIMOMHUOTIaTH; XpOHUYECKAs cepaeyHas HEJIOCTaTOYHOCTh (XCH) -
IV ¢ynkimonansHoro kmacca no kinaccuduxanuu NYHA; octpbiit uHpapkt Muokapaa (B
OCTpbIIl mepuoA W B TedeHue 1 Mecsdla MOcCie Hero), OCTPhl KOPOHAPHBIA CHHJIPOM,
HecTaOMIIbHAS CTCHOKApIWsS, HapylleHue (yHKIUM TIeYeHU JIeTKOH (5—6 OayioB 1Mo mikase
Yaitna-ITero) w  cpemgneit  (7-9 6amoB mo mkanme Yaiinn-I1p0) creneHu  THKECTH,
OOCTpYKTHBHBIE 3a00JI€BaHUS KETUYEBBIBOAIMX IyTe Oe3 sBIEHHH XojecTasza; CHHAPOM
cJ1a00CTH CHHYCOBOTO y351a (BbIp@)KEHHasl TaXuKaplus, OpaJuKapaus); caXxapHbli aualder;
CUCTEMHasl KpacHasi BOJIYaHKa; TUIIEPYPUKEMUS; OBBIIICHHbIE KOHIIEHTPAIMH XOJIeCTepUHA U
TPUTJHUIEPUIOB B IJIa3M€ KpPOBHU; TUIOKAIWEMHS, THUIOHATPUEMHUs], TUIEPKaIbLIUEMUs,
TUIIOMarHueMus, TUIIOXJIOpeMusl; HeMenaHoMHbIH pak koxxu (HMPK) B anamuese (cM. paznen
4.4.); cocTosHWE TIOCIE TPAHCIUIAHTALMH TOYKH, MAIMEHTHl IOXHJIOTO BO3pacTa;
OJIHOBPEMEHHOE  MpPHMEHEHHE C  KaluiicoAepKalluMU  THIIEBBIMU  J100aBKaMu,
KanuiicoeperammuMy THypeTHKaMu U IpYTUMH MpenapaTaMu, 3aMEHUTEISIMU COJIH, a TaK»Ke
C JIEKAPCTBEHHBIMU CPEJCTBAMH, KOTOPbIE MOTYT YBEIMUYMUBATh COJAEP/KAHUE KAl B IUIa3Me
KpOBU (Hampumep, TemapuH); OJHOBPEMEHHOE NpPHUMEHEHHE C WHTUOMTOpaMH WU
uaaykropamu u3opepmenta CYP3A4; mnepBUYHBIA THUNEPATbIOCTEPOHU3M; YBEITHMYCHHE
nuTenbHOCcTH nHTepBaia QT Ha anekTpokapauorpamme (OKI'); omHOBpeMEeHHOE TPUMEHEHNE

JICKAPCTBCHHLIX IIPCIapaToB, KOTOPLIC MOTYT BbI3bIBATH HOJII/IMOp(bHYIO JKCITYJOYKOBYTO
5



TaXUKaApAUIO TUIA «ITUPYIT» WIM YBEIUUYMUBATh MPOJOJLKUTENHLHOCTh HHTEpBana QT Ha OKT';
OJIHOBPEMEHHOE IPUMEHEHUE JIEKAPCTBEHHBIX IIPENapaTroB, CIIOCOOHBIX  BbI3BIBATh
TUIIOKAJIMEMUIO,  CEpACYHBIX  TIJIMKO3UJOB, IpPENapaToB JUTHS; TUIEPIApaTHPEO3;
ajulepruyeckasi peakliis Ha NEHULWIIMH B aHaMHE3E.

AmsiogunuH

Ocmpuiii unghapkm muoxapoa

VY DanMeHToB C TSHKENOW HIIeMUYECKOM OOJIe3HBIO cepila Mocie Havajga mnpuema (Wid
YBEJIMYEHUS J03bl) aMJIOAMIIMHA MOXET Pa3BUThCA IMPHUCTYN CTEHOKAPAMU WIM HHQApKT
MHUOKap/a.

Cmenos aopmanvHoeo u (uiu) MUmMpaibHo20 KIanaHos

Kak u B ciydae co BceMu JpyruMH Ba3oJMIIATHPYIOIIUMU penapaTaMu, CIIeAyeT cOOIoaaTh
OCTOPOKHOCTh NPH NMPUMEHEHHUH Iperapara y MalueHTOB C MUTPAIbHBIM M (WIN) TSXKEIbIM
AOpTaJIbHBIM CTEHO30M.

Ilepugepuueckue omexu

[Ipy mpuMeHEHHH NpenapaTroB, COAEpPXKAIIUX AMJIOJIUIINH, CYIIECTBYET PHUCK PpPa3BUTHS
nepupepuyecKix OTEKOB.

Bancapran

[Tpu 0THOBPEMEHHOM NMPUMEHEHHH C OMOJIOTUYECKU aKTUBHBIMU J100aBKaMH, COJIEPKaLIIMU
KaJui, KanuiicOeperaromyuMy TnypeTUKaMu, KaauiicoaepKalyiMy 3aMEHUTEISIMU COJIU WITU C
JpYTMMH TIpenapaTaMy, KOTOPbIE MOTYT BbI3bIBATh YBEIMUEHUE COJEP/KAHUS KNS B IJIa3Me
KpOBU (HampuMep, C TeNapuHOM), cJelyeT o00s3aTelbHO COOJII0JaTh OCTOPOXKHOCTh M
IPOBOAMTD PETYJISAPHBIA KOHTPOJIb COAECPKAHUSI Kallus B IJIa3Me KPOBH.
Aneuonegpomuyeckull 0mex KUle4HuKa

bouin monydeHsl cOOOLIEHHS O PAa3BUTUM AHTHOHEBPOTHMYECKOTO OTEKa KHUIIEYHHUKA Y
narueHToB, npuHuMaronnx APA |1, Bkirouas BancapTas (cM. pa3zaen 4.8.). Y 3Tux nanueHToB
Habmoanuch 00Jb B )KUBOTE, TOIIHOTA, pBOTa M Auapes. CUMOTOMBI pa3pelialnuch mocie
orMeHbl APA Il. Eciu nuarHocTHpoBaH aHTMOHEBPOTHUYECKHUN OTEK KHILEYHHKA, CIEAyeT
IpeKpaTUTh MPUMEHEHUE BajicapTaHa M HayaTh COOTBETCTBYIOIIEE HAOIIOJCHUE /10 MOJIHOTO
VCYE3HOBEHHSI CUMIITOMOB.

Tpancnaanmayus nouxku

Janublx 1o 06€30MacHOCTH TNPUMEHEHHs] BaJicapTaHa Yy MAalMeHTOB, MEePEHECIINX
TpaHCIIAHTALUIO MIOYKH, HET.

I'uapoxjiopoTHasug

Hapywenue ¢pynkyuu novex



VY nanueHToB ¢ HapylIeHueM (GYHKINUU IOYEK THAPOXIOPOTHA3U MOKET BbI3bIBATh A30TEMHUIO.
ITpu no4eyHOI HEJOCTATOYHOCTH BO3MOXKHA KyMYJISLIUS THIPOXJIOPOTHA3UA.

VY DanMeHToB €O CHIKEHHOH (YHKUIMEH MOo4YeK HEOOXOIUM IEePHOAMYECKHI KOHTPOJIb
knupenca kpearnauHa (KK). Ilpu mporpeccupoBannu HapymieHus GyHKIUHA TMOYEK U (HIIN)
HACTYIUICHUH OJIUTYpUH (aHYPHH) THAPOXIOPOTHA3U] CIIEAYET OTMEHUTb.

Hapywenue ¢pynkyuu nevenu

[Ipy mpuMEHEHNN THUA3UIHBIX AMYPETUKOB y MAIMEHTOB C HApyIICHHEM (YHKIUU TEYCHU
BO3MOXHO  pa3BUTHE [E€YEHOYHOM dHuedamonatuu. [lanmeHraMm ¢ ne4eHOYHOH
HEIOCTaTOYHOCTBIO TSDKEJIOM CTENEeHM WIM NEeYEHOYHOH »sHuedanonaTtuel HnpUMEHEHHe
THA3UJ0B IIPOTHBOIIOKA3aHO. Y IAIMEHTOB C II€YEHOYHOM HEAOCTAaTOYHOCTBIO JIETKOM M
YMEPEHHOM CTENeHU TSHKECTH U (WIM) MPOrpEeCCUPYIOIIUMHU 3a00J€BaHUSMU II€UYEHU
THJIPOXJIOPOTHA3U CIIEyeT MPUMEHATh C OCTOPOXKHOCTBIO, MOCKOJIBKY Ja)ke HeOONblIoe
U3MEHEHHE BOJHO-3JIEKTPOJIMTHOrO OanaHca M HAKOIUIEHHWS aMMOHHUS B ChIBOPOTKE KPOBU
MOYKET BBI3BaTh MIEYCHOUYHYIO KOMY. B ciydae mosiBIeHHst CHMOTOMOB SHIIE(aIonaTHH IpreM
JUYPETUKOB CIIEYET HEMEJIEHHO IIPEKPATUTh.

Boono-anekmponumnulii bananc u memaboauuecKue HapyueHusl

TuasunHble IUypeTUKU (BKJIOYas MMJIPOXIJIOPOTHA3UA) MOTYT BbI3bIBaTh yMeHblIeHne OLIK
(TMIIOBOJIEMHIO) Y HApYIIEHUs BOJHO-3JIEKTPOJIMTHOrO OanaHca (B T. Y. TMIOKAJIUEMHUIO,
TUIIOHATPUEMHUIO, TUIIOXJIOPEMUUECKUN ankano3). KiMHuYeckuMu CUMITOMaMy HapylIeHUN
BOJIHO-JIEKTPOJIMTHOTO OajaHca SBISAIOTCS CYXOCThb CIIM3UCTOW OOOJOYKH IOJIOCTH pTa,
KaxKza, claboCTb, BAIOCTb, yTOMIIIEMOCTh, COHJIMBOCTh, OECIIOKOWCTBO, MBIIIEYHAsE OOJIb WIIH
CyJIOpOTH, MbllIeuHass ci1adocTh, BbIpaXX€HHOE CHIDKeHue AJl, omurypus, Taxukapaus,
apUTMHUS M HapyIIEHUS CO CTOPOHBI JKENyI0YHO-KUIIEUHOTO TpaKTa (Takhe Kak TOIIHOTa U
pBoTa). Y TAalMEHTOB, MOJYYAIOUIMX TEPaNuilo TUAPOXIOPOTHA3UIOM (OCOOEHHO MpH
IPOJODKUTEIBHOM KYpPCOBOM JIEUEHUH), CIEAYET BBIABISATH KIMHUUYECKHE CHUMIITOMBI
HapyLIEHUH BOJHO-3JIEKTPOJIMTHOTO OajlaHCa, PEryJsipHO KOHTPOJIMPOBATh COJIEpKaHUE
AIIEKTPOJIUTOB B IJIa3ME KPOBH.

Hampuu

Bce nnyperndeckue mpenaparbl MOTYT BbI3bIBATH TMIIOHATPUEMUIO, MHOT/IA NIPUBOASILYIO K
TSOKENBIM ~ OCJIO)KHEHUsIM. [MIoHaTpueMHss ¥ THUIOBOJIEMHUS MOTYT TNPUBOAMTH K
00€3BOKMBAHUIO U OpTOCTaTUYECKOW TUNOTeH3uu. COMyTCTBYIOIIEE CHUKEHHE MOHOB XJI0pa
MOYET MPUBOJUTH K BTOPUYHOMY KOMIICHCATOPHOMY META0OJMYECKOMY aJKalo3y, OJHAKO
YacTOTa M CTENEeHb BBIPAKEHHOCTH 3TOro 3¢p¢dexra He3HauuTeNIbHBl. PekoMeHmyercs
ONPEACIUTh COACPKAHNE MOHOB HATpHs B IUIa3ME KPOBH 0 Hayasa JICYCHMS U PETYISPHO

KOHTPOJIMPOBATh 3TOT MOKa3aTelb Ha (JOHE MpuemMa ruApoXIOpoTHA3HIA.



Kanui

[Tpy nprMEHEHUHU TUA3UIHBIX U THA3UJIONOJOOHBIX JTUYPETUKOB CYIIECTBYET PUCK PE3KOIO
CHW)KEHHUSI COJEPKAHUS KaJlus B IUIa3ME KPOBU M Pa3BUTHS TMIIOKATTMEMUH (COAEpKAHUE KA
MeHee 3,4 MMmounb/i). ['MmokanueMusi NOBBIIAET PUCK PA3BUTHUSA HAPYIIEHUH CEepAEeYHOro
pur™Ma (B T.dY. TKEIbIX aApUTMHI) W yCHIMBAE€T TOKCHYECKOE [EHCTBHE CEepIEeUHBIX
rmko3ua0B. Kpome Toro, runokanuemMus (Tak ke, Kak U OpaguKapIus) siBISICTCS COCTOSHUEM,
CHOCOOCTBYIOLIMM DPAa3BUTHIO MOJUMOP(HOHN >KEITyTOYKOBOW TaXUKapIUU TUMA ITHPYITH,
KOTOPast MOKET IPUBOAUTH K JIETAIIBHOMY MCXOJY.

['mnokanuemust NMpencTaBiiseT HauOOJBIIYIO ONACHOCTh JJIS CIEAYIOIIMX TPYII MalUeHTOB:
JUIa  MOXWIOrO  BO3pacTa, NAIUEHTbl, OJHOBPEMEHHO  MOJyYarolle  Teparuio
AHTHAPUTMUYECKUMH M HEAHTHMAPUTMHUYECKMMM IIpenaparaMu, KOTOpPblE€ MOTYT BbI3bIBAaTh
HOJUMOP(HYIO  JKEJIyJOYKOBYIO  TaXUKapAUI0 THUNA «IHPYSIT» WIM  yBEJIUYMUBATh
npoaospkuTenbHocTh MHTepBana QT nHa OKI', mauuenTsl ¢ HapylieHneM (QyHKIMM TEYCHH,
umemudeckon Oose3npto cepamna, XCH. Kpome Toro, k rpyrie MOBBIIIEHHOTO pHCKa
OTHOCSITCS NALMEHTHI ¢ yJIMHEHHBIM HHTEepBaioM QT. [Ipu ToM He nMeeT 3HaUeHuUs1, BbI3BAHO
3TO YBEJIMUYEHHE BPOXKJAECHHBIMU MPUUYNHAMU WIH ACHCTBUEM JIEKAPCTBEHHBIX CPE/CTB.

Bo Bcex onucaHHBIX BBIIIE CIIydasx HEOOXOAMMO U30eraTh pUCKa Pa3BUTHUS TMITOKAINEMHUH U
pPEeryJsipHO KOHTPOJHMPOBATh COAEpKaHME Kajusi B I1a3Me KpoBU. llepBoe wusmepeHue
CoJIep’KaHusl NOHOB KaJMs B IUIa3Me KPOBH HEOOXOAMMO MIPOBECTU B TEUEHHE MEPBOIl HEETN
OT Hayana Jje4yeHus. [Ipy TOABIEHMM TUNOKAIMEMUM JOJDKHO OBITh Ha3HAYEHO
COOTBETCTBYIOILIEE JIEUEHUE. [UNOKAINEMHUI0O MOKHO KOPPEKTUPOBAaTh IPUMEHEHUEM
KaJuicoaepKaluX IpenapatoB WM MPUEMOM MHILEBbIX MPOAYKTOB, OOTraThIX KallueM
(cyxo(hpyKThl, GPYKTHI, OBOILH).

Kanvyuti

TuaszuaHble AMYPETUKN MOTYT YMEHBIIATh BBIBEJICHUE MOHOB KaJbLMs IMOYKaMH, IPUBOAS K
HE3HAYUTEIbHOMY U BPEMEHHOMY MOBBIIICHUIO COJEP)KaHUS KaJbLUs B IJIa3Me KpOBU. Y
HEKOTOPBIX MAllMeHTOB NPU JUIUTEILHOM IPUMEHEHUN THA3UHBIX IUYPETUKOB HAOII0AAUCh
NATOJIOTUYECKUE  W3MEHEHHUs MApallUTOBUAHBIX JKEJe3 C TUMEpKaJbLIUeMHEl U
runepdocharemMueii, HO 0e3 THIUYHBIX OCIOKHEHMH THIepnaparupeosa (HegpoauTHas,
CHI)KEHHE MHHEpAJIbHOM IUIOTHOCTH KOCTHOM TKaHHU, SI3BeHHas OoJie3Hb). BrIpakeHHas
TUIEpKATbIUEMUsI  MOXET OBbIThb  NHPOSBIEHHEM paHee HE JAMarHOCTUPOBAHHOIO
runepnaparupeosa. Mz-3a cBoero BIMSIHUSA Ha META00JIN3M KaJIbLIUS THA3UIbI MOTYT BIUSTH Ha
nabopaTopHble oka3aTean (PyHKIMH MapaliuTOBUIHBIX kese3. Cienyer npeKkpaTuTh NpHeM
TUA3UAHBIX JUYPETUKOB (BKJIIOYAs TI'MIPOXJIOPOTHA3UA) Mepell HcciaelOBaHWEM (DYyHKLIUU

napamyTOBUAHBIX KECJIC3.



Macnuii

Y CTaHOBIIEHO, UTO TUA3U/Ibl YBEINYMBAIOT BHIBEJCHUE MAarHUsI IOYKaMH, YTO MOKET IIPUBECTU
K runoMaraiemMuu. Kinmmanueckoe 3Ha4eHre TMIIOMarHUEMUH OCTAETCSl HESICHBIM.

Inroko3a

JleyeHne THA3UIAHBIMM JUYpPETHMKAMH MOXXET HapyllaTh TOJIEPAHTHOCTh K Iitoko3e. [lpu
NPUMEHEHHUHU THIPOXIIOPOTHA3U/IA Y TTALIMEHTOB C MAaHU(ECTHBIM WIJIH JITATEHTHO MPOTEKAIOIIUM
caxapHbIM JHa0ETOM HEOOXOAMMO PETYJSIPHO KOHTPOJIMPOBATH KOHLEHTPAIMIO TJIIOKO3bI B
KpoBU. MoskeT mnoTpedoBaThCs KOPPEKLMS J03bl THIONIMKEMUYECKHX JIEKapCTBEHHBIX
Ipernaparos.

Mouesas kucioma

VY nauMeHToB ¢ Mojaarpoil MOXKET YBEJIWYMBATHCS YAaCTOTAa BO3SHUKHOBEHMS MPUCTYIIOB WIIU
o0ocTpsThes TeueHue mnoaarpbl. HeoOXoauM TIIATeNbHBIM KOHTPOJb 3a HAallMEHTaMH C
HoJarpoi 1 HapyleHueM MeTaboaru3Ma MO4Y€EBOM KMCIOThI (THIIEpypUKEMHEH ).

Jlunuowi

[Tpu mpuMeHEHHH TUIPOXJIOPOTHA3UAA MOKET MOBBIMIATHCA KOHLEHTpPALUs XOJIECTEPUHA U
TPUIIIMLEPUIOB B IUIa3Me KPOBU.

XopuouoanvbHblii 8b1N0OM/0CMPAs MUONUS/EMOPULHASL 3AKPLIMOY20NbHAS 2NAYKOMA
[Ipenapatsl, coaepxamue cyib(poHAMUA WM TPOU3BOJAHBIE CylbpOHAMUIa, B T. Y.
TUAPOXJIOPOTHA3U]l, MOTYT BBI3bIBaThb WJIMOCHHKPA3MUECKYIO PEAKIHI0, MPUBOASIIYI0 K
Pa3sBUTHIO XOPHOUAAIBHOTO BBINOTA C Ae(PEKTOM MoJiel 3peHusi, TPaH3UTOPHOM MHUONUU U
OCTPOM 3aKpBITOYTOJIBHOM IilaykoMme. CHMIITOMBI BKIKOYAIOT: BHE3AIIHOE CHUKEHUE OCTPOTHI
3peHus UK 00JIb B TJ1a3aX, KOTOPBIE MPOSIBIAIOTCS, KaK PABUJIO, B TEUEHUE HECKOIBKUX YaCOB
WIM Heledb OT Hayala Tepamnuu THIpOoxXJIOpoTHasuAoM. [Ipu oTcyTcTBUM JieueHHs] ocTpas
3aKpBITOYTOJIbHAS [NIayKOMa MOXET MPUBECTU K HeoOpaTuMoii notepe 3penus. [lpu nossnennn
CHUMIITOMOB HEO00XO0/AMMO KaK MOYHO OBICTpee MpeKpaTuTh MpueM TuapoxiopoTuasuia. Eciu
BHYTPUIJIa3HOE JABJIEHUE OCTAETCS HEKOHTPOJIUPYEMBIM, MOXKET MOTPEOOBATHCS HEOTIIOKHOE
MeAMKaMEHTO3HOE JIeUeHUE WIH XUPYyPruieckoe BMemarenbcTBo. MakTopoM prcKa pa3BUTHS
OCTPOI 3aKpPBITOYTOJIBHOM TJayKOMBI SBISIETCS aJljlepruyeckas peakuus Ha cysib(hoHaMuIbI
WM IEHUIWJJIMH B aHAMHE3E.

Hapywenus co cmoponsl uMMyHHOU cucmembl

Hmerorcst cooO1IeHust 0 TOM, YTO THA3UAHbBIE TUYPETUKU (B T. Y. TUAPOXIOPOTHUA3H]) MOTYT
BBI3BIBaTh OOOCTPEHHE WM IMPOrPECCHPOBAHUE CHUCTEMHON KpAacHOW BOJYAHKH, a TaKKe

BOH‘-I&HO‘-IHOHO,Z[O6HBIG pCaKknuu.



Y  nanueHToB,  MOJYYAarOUIMX  THA3UJIHBIE  JUYPETHKH, PEAaKIUM  MOBBILICHHON
qyBCTBUTEIHHOCTH MOTYT HAOJIONAThCS JaXe MPHU OTCYTCTBUM yKa3aHWH Ha HaJlM4ue B
aHaMHe3e AJJICPTrUYeCKUX PEaKINil Wiu OPOHXUAITBHON acTMEI.

DomouyecmeumenbHoOCmb

CooOmranocs 0 ciay4asx pa3BUTHs peakiuil GOTOUYBCTBUTEIHLHOCTHU MPHU MPUEME THA3HUTHBIX
IUypeTukoB. B ciaydae mosiBieHuss  (OTOUYBCTBUTENBHOCTH Ha  (OHE Tpuema
TUAPOXJIOPOTHA3UA CIIELYET IPEKPATUTD JICYCHUE.

Hemenanomnwiii pax xoorcu (HMPK)

B 1ByX SNHMIEMHONOTMYECKHUX MCCIEIOBAHUAX C MCHOJIb30BaHUEM JaHHBIX JlaTckoro
HallMOHAJIbHOTO OHKOJIOTMYECKOI0 PErucTpa OTMEUEHO yBENIMYeHHE pucka passutus HMPK
(0a3anpHOKJIETOYHON KapLMHOMBI U IUIOCKOKJIETOYHOM KapLUMHOMBI) NpU YBEJIWYEHHUU
KYMYJISITUBHOM J103bl THpoxjopoTuazuna. Puck paszsutus HMPK yBenmumBaercs npu
JIOJITOCPOYHOM NPUMEHEHUHU THAPOXJIOPOTHA3H/IA, MOTEHUUAIbHBIM MEXaHU3MOM pa3BUTHUS
KOTOPOTO MOXKET SBJIATHCS (POTOCEHCHOMITM3UPYIOIIEe NeHCTBUE THAPOXIOPOTHAZHIA.
[TaneHTHI, IPUHUMAOIINE THAPOXIOPOTHAZH]] B KAUECTBE MOHOTEPAITUH MJIM B KOMOWHAIIMN
C JIpYTUMH JIEKapCTBEHHBIMHU MpernapaTtaMu, JOJDKHBI ObITh MPOHMH(POPMHUPOBAHBI O PHCKE
pasButust HMPK 1 He0OX0AMMOCTH PEryJIsIpHOTO OCMOTPA KOKH C LEJIbIO BBISIBICHUS JTFOOBIX
HOBBIX ITOJIO3PUTENIBHBIX N3MEHEHHH, a TAK)KE N3MEHEHUH YK€ CYLIECTBYIOLIUX.

0060 Bcex MOI03pUTENBHBIX U3MEHEHUSAX KOXKH CleAyeT He3aMeIJIUTENbHO COO0IIaTh Bpayy.
[Tono3puTenbHbIe YUaCTKU KOXKH JO0JKHBI ObITH 00CII€J0BaHbI CIIEHUAINCTOM. [ yTOUHEHUS
JIMarHo3a MOKET MOTPeO0BaThCs TUCTOJIOTMUECKOE UCCIeI0BaHUE OMONTATOB KOXKH.

C penpto MuHuMH3anuu pucka pa3sutuss HMPK nanmentam ciemyer pexomeHI0OBaTh
coOnronarh MpoUIAKTUYECKHE MEphl, TAKME KaK OTPaHMYEHUE BO3JIEHCTBUS COJHEUYHOTO
CBETa U YJIbpaHUOJIETOBBIX JIyUei, a TakKe HMCIIOJIb30BAaHHE COOTBETCTBYIOIIMX 3alUTHBIX
CPEICTB.

VY mnamumentoB ¢ HMPK B anamHe3e pexkoMEHIyeTCsl MEepecMOTpPETh I11eJ1eco00pa3HOCTh
MIPUMEHEHHUS TUAPOXJIOPOTHA3UIA.

Ocmpas pechupamophas mOKCUYHOCHb

Coobmanoch 00 OYeHb PEAKUX CIIydasX pa3BUTHS OCTPOH PECHUPATOPHONH TOKCUUHOCTH
TSDKETION CTETEeHH, BKJIIOYasi OCTPhIN pecrnupatopHbid auctpecc-cuaapom (OPIC), mocrme
NPUMEHEHUs THAPOXJOopoTHazuaa. B OONbIIMHCTBE CiIy4yaeB OTEK JIETKUX pa3BUBAETCs B
TEYEHHE HECKOJIBKMX MMHYT WJIM 4acoB IOcie IpHeMa Tuiapoxioporuasuna. HauanbHble
CHUMITOMBI BKJIIOUYAIOT OJIBILIKY, JIUXOPAAKY, YXYALIEHUE COCTOSIHUS JIETKUX U apTEPUATIbHYIO
runoten3uto. [Ipu mogo3pennn Ha OPJIC HeoOxomumo otMeHuTh npenapat Ko-Bammocer u

IMPOBECTU COOTBETCTBYIOLICC JICUHCHHC. He CJICAYCT Ha3HAYaTh TrHAPOXJIOPOTHA3U I TAITUCHTaM,
10



y kotopeix paHee HaOmomancs OPJIC mocme mpuema ruapoxjiaopoTHasuja WU JIPYroro
THUA3UJIHOTO TNypETHKA.

Anxozons

B nepuon neyeHus TUAPOXIOPOTHA3HIOM HE PEKOMEHAYETCS YMOTPeONSTh aJKOTOJIbHbBIE
HAIIUTKH, T. K. 3TAHOJI YCUJIMBAET aHTUTUIIEPTEH3UBHOE ACMCTBUE TUA3UIHBIX TUYPETUKOB.
Cnopmcmenvl

['uapoxsiopoTHasu MOXKET /1aBaTh IIOJOKUTEJBHBIN PE3yJIbTAaT MPU MPOBEIECHUMU JIOMMHI-
KOHTPOJI Y CHOPTCMEHOB.

Ilpumenenue y nayuenmos nodxicuno2o 6o3pacma

IIpn npumenenun npenaparta Ko-Bamiocer y maiiueHTOB MOKUIOT0 BO3PACTa PEKOMEHYETCS
paccMOTpeTb BO3MOKHOCTb IPUMEHEHHUs HadalbHOM J03bl IIpemnapara, cojepiKalien
HAaUMEHBIIIYIO 03y amyioAunuHa (cM. paszaen 4.2.).

Ilpouee

VYV nauMeHToB C BBIPaXXEHHBIM aTEPOCKIEPO30M LEepeOpalibHbIX M KOPOHAPHBIX apTepuit
cienyeT ¢ 0co00i OCTOPOKHOCTHIO TPUMEHSTH THIPOXIOPOTHAZHUI.

TuasuaHble TUYpPEeTUKU MOTYT CHMXKAaTh KOJMYECTBO HOJa, CBSI3AHHOTO ¢ O€lKaMU IL1a3MbI
KpOBH, 0€3 MPOSBJICHUS MPU3HAKOB HApYIIEHUs (PYHKLIUHU IIUTOBUIHOM Kele3bl.

Amitogunug + BajcapTrad

Heoocmamounocmv kposoobpawenus II-1V gyuxkyuonanrpbrnoeo kiacca no kiaccuguxayuu
NYHA, 6 mom yucne nocie nepeHeceHHo20 UHpapKkma mMuokapoa

V¥ nauuentoB ¢ XCH -1V ¢ynkunonansHoro knacca no kinaccupukanun NYHA cnenyer ¢
OCTOPOKHOCTBIO MPUMEHSITH OJI0KATOPHI «MEUIEHHBIX» KanblineBbiXx kaHaoB (BMKK) (B Tom
yyclie, aMJIOAUNMH). Y TallMeHTOB, (GYHKIUS TOYEK KOTOPHIX 3aBUCUT OT aKTUBHOCTH PEHUH-
AHTMOTEH3UH-AJIbIOCTEPOHOBOM CUCTEMBI (PAAC) (Hampumep, MalMEHThI c
HEI0OCTaTOYHOCThIO  KpoBooOpamenust III-IV  ¢yHkimonaneHoro kmacca), Tepanus
uaruoutopamun  AIl® wu APA Il Moxer compoBOXAAaTbCS OJUTypHer u  (WIN)
MPOTPECCUPYIONIEN a30TEMUEN U B PEAKUX CIydasX MOMXKET MPUBOAUTH K OCTPOM MOYEHHOU
HE/OCTaTOYHOCTH W cMepTtu. OOcinenoBaHMe  MAMEHTOB € HEJAOCTATOYHOCTBIO
KpPOBOOOpAIIIEHNs M TAallMeHTOB, NepeHecHInX HWH(PapKT MHOKapAa, JO0JDKHO BKIOYATh
uccieoBaHue (PyHKIIUU MOYEK.

AMIOIMIINH + BajicapTad + IrMAPOXJIOPOTHASHL

T'unonampuemus u (unu) cnuscenue OLIK
B KOHTPOJIHPYEMBIX UCCIICTOBAaHUSIX npu MIPUMEHEHUH KOMOHMHAIINH
aMIIOJIMTIVH + BaJICapTaH + THAPOXJIOPOTHA3H B  MaKCHMAJIBHOW  CYTOYHOW  J03€

(10 mr + 320 mr + 25 Mr) y mameHToB ¢ aprepuanbhoi runeprensuein 11 u III cremenu
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Tsokecth B 1,7 % cinydaeB HaOmofanoch BbIpaXeHHOe CcHUkeHue AJl, Bkiouas
OpTOCTATUYECKYIO TunoTeH3uto (mo cpaBaennto ¢ 1,8 %, 04% u 0,2% nHa done
KOMOMHHPOBAHHOW Tepanmuu BaJcapTaH + ruApoxjoporuasua B jgoze 320 mr + 25 mr,
amyounuH + Bancaptad B no3e 10 mr + 320 Mr u amIoguNuH + rUAPOXIOPOTUA3U B J103€
10 mr + 25 Mr COOTBETCTBEHHO).

VY mamuentoB ¢ BelpakeHHBbIM Aeduuurom OLK u (unm) runonaTpuemuield, Hanmpumep, y
NALUEHTOB, IOJIYYaloUIMX BEICOKHUE 103bl INYPETUKOB, ipy ipueme APA I B penkux cirydasx
BO3MOKHO pa3BUTHE CUMIITOMAaTUYECKON aprepuanbHOM runoreHsuu. llepen Hawyanom
npuMmeHeHus npenapara Ko-BamiioceT cnegyer npoBecTH KOPPEKLHIO COAEPKaHUSI HATPUsS B
wiasme kpoBu W (wiam) OLIK wnm HauMHATH Tepamuio IMOJ TIIATEIbHBIM MEAUIIMHCKUM
HaOJII0ICHUEM.

B ciyuae pa3BuTHs apTepHalIbHON TMIIOTEH3UH MALMEHTA CIIEAYET YJIOKUTh B TOPU30HTAIBHOE
MOJIOKEHHUE C MPUIOAHSATHIMU HOTaMH, NpU HEOOXOAMMOCTH IPOBECTH BHYTPUBEHHYIO
uHoysuto 0,9 % pactBopa Hatpus xjopuaa. Ilocne crabmimzanuu AJl nedeHue npenaparom
Ko-BamiioceT MoxeT ObITh MPOIOIIKEHO.

Cmenos noueynoti apmepuu

VY NanumeHToB C OJHOCTOPOHHUM WIH JIBYCTOPOHHHUM CTE€HO30M IOYEYHOH apTepuy WIIH
CTEHO30M apTepUM €IMHCTBEHHOM mouku mnpueMm mnpemnapara Ko-Bamiocer woxer
COIPOBOKAATHCS MOBBIILIEHUEM KOHIIEHTPAIMii MOUEBUHBI U KpEaTHHHHA B CHIBOPOTKE KPOBH,
no3romy npenapat Ko-Bamiiocer nomkeH MPUMEHATHCS C OCTOPOKHOCTBIO.
AHeuonespomuueckuti omex

VY nanueHTos, Noay4yaBIIMX BaJICapTaH, OTMEYAJICS aHTMOHEBPOTUYECKUH OTEK, BKIIIOUYas OTEK
TOpPTaHH U IVIOTKHU, MPUBOASIIUN K OOCTPYKIMHU JbIXaTeIbHBIX MyTeH, U (WIM) OTEK JIULa, Iy0,
ropraid W (Wiau) s3blka. Y HEKOTOPHIX U3 JaHHBIX MAIMEHTOB paHee OTMevalcs
AQHTMOHEBPOTUYECKUN OTeK Ha (OHE NPUMEHEHUs APYTUX JEKApCTBEHHBIX IpenapaTos,
BKitouass uHruouropel AIlD. B ciayuyae pa3BUTHS aHTMOHEBPOTHYECKOTO OTEKa IPUEM
npenapata Ko-Bamiocer cnenyer HezaMeIUTENbHO MPEKPATUTh U HE MIPUMEHATDH IpernapaT
MIOBTOPHO.

Hzmenenue cooeporcanust 21eKmpoaumos 8 niasme Kpou

OnHoBpemMeHHOe  mnpuMeHeHue  mnpemapara  Ko-Bammocer ¢ comsimu  kanms,
KaJInicOeperaronmmMu JUypeTUKaMH, KaTMACOACPKAITUMU 3aMEHUTEIISIMU TIHIIEBON COJIH, a
TaK)KE C JIEKaPCTBEHHBIMHU CPEACTBAMM, KOTOPBIE MOTYT BBI3bIBaTh IOBBIIIEHUE COACPHKAHUS
KaJus B IUIa3Me KpPOBU (HAIIpUMED, TEIapUHOM), MOXKET IPUBOAUTD K TMIIEPKATUEMUH.
Tepanuss THA3UIHBIMU JUYPETUKAMU MOXKET IPUBOJUTH K PAa3BUTUIO TUIIOHATPHUEMUH,

TUIOXJIOPEMUH WM YCYTyOJsTh HMMEIOILIYIOCS THMOHaTpueMuo. OTMmeyanuch OTIeNbHbIE
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Clly4al pa3BUTHS HEBPOJOTMYECKOW CHMITOMATHKH Yy TAIUEHTOB C THIIOHATpUeMHuen
(TomHOTa, acTeHMs, NE30pUEHTAlUs, anatus). Y NAlUEHTOB C BBIPAXKEHHBIM CHUKEHUEM
CoJIepKaHus HaTpus B IU1a3Me KpoBU UK cHukeHHbIM OLIK Havano tepanuun npenaparom Ko-
Bamiocer MOXXeT CONpOBOXIAThCS BbIpaxeHHbIM cHuxkeHueM AJl. [lpu npumenenun
npenapata Ko-Bammocer HeoO6XoauMo NpOBOAUTH PETyNSAPHBIA KOHTPOJb COACPMKAHHS
AJIEKTPOJINTOB B IJIa3M€E KPOBH.

Ilepsuunwiii cunepanboocmeponusm

[Ipenapatr He »ddekTuBeH UIs JCUYeHUS apTePUAIBbHON TUIEPTEH3UH Yy TMAlMeHTOB C
MEPBUYHBIM THIEPATbJIOCTEPOHU3MOM, TMOCKOJIbKY y JAHHOM KaTeropuu MalMeHTOB He
otmeuaercs aktuBanuu PAAC.

Tpancnnanmayus nouxku

Her onbiTa mpuMeHeHus npemnapara y naiueHTOB ¢ HeJIaBHO MePEHECEHHON TpaHCIUTaHTalluen
MOYKH.

Ommena npenapama

Crnenyer m30erath pe3koil OTMEHBI mpemaparta. l[Ipm ee HEOOXOIUMOCTH IEeco00pa3HO
OCYIIECTBIISITH 3TO IyT€M CHUXKEHHUSI TO3bI aMJIOUITHHA.

B nepuon neueHuss HeOOXOIMMO KOHTPOJIMPOBATH Maccy Tena, MOTpedsieHHe HaTpus U
cOOJII0/1aTh COOTBETCTBYIOIIYIO JAUETY, a TakKe HEOOXOJAMMO HaOII0JaThCA y CTOMATOJIora
(151 mpeoTBpalieHus 00Je3HEHHOCTH, KPOBOTOUYMBOCTH U TMIIEPILIA3UH JIECEH).

BcnoMorarenbpHEIE BEIIECTBA

Hampuu

Jlannblit npenapat coaepkuT Menee 1 MMouib HaTpus (23 mr) Ha 1 TabneTky, TO €CTh, 110 CYTH,
HE COJICPKUT HATPHUS.

4.5. B3aumojgeiicTBHe ¢ JPYTHMH JICKADCTBEHHBIMH MpenapaTtaMH M [pyrue BHIbI
B3aMMO/EHCTBHA

AmnognnuH

IIpn MOHOTEpany aMJIOAUIIMHOM HE OTMEUYAETCsl KIMHUYECKH 3HAYNMOIO B3aUMOJECHCTBHUSA C
TUHA3UJAHBIMU JTUypeTHKaMu, Oera-ajgpeHoOnokaropamu, uHruOutopamu AlID, HuTpartamu
JUIMTEJIBHOTO JE€UCTBUSI, HUTPOIIUUEPUHOM JUIS MOIBA3BIYHOIO IPUMEHEHMS, TUTOKCUHOM,
BappapuHOM, aTOPBACTATUHOM, CHJIJCHA(QUIOM, AQIIOMHHHSI- W MarHus TUIPOKCUIOM,
CUMETUKOHOM, LHMMETHINHOM, HECTEPOHUJHBIMH IPOTHBOBOCIAINUTEIBHBIMU MpenapaTaMy
(HIIBII), anHTHOMOTHKAMH U TUTIOTTTUKEMHUYECKUMH JIEKAPCTBEHHBIMU CPEACTBAMU IS [TpHEeMa
BHYTPb.

OnHOBpEeMEHHBIII NpUeM aMmJIOJUIIMHA M OSTaHOJAa HE BIUSAET Ha (PapMAKOKMHETHKY

[IOCJIEJHETO.
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Uneubumopuot uzogpepmenma CYP3A4

[Ipy ogHOBpEMEHHOM MPHUMEHEHMH aMJIOAMIIMHA B JI03€ 5 MI/CYT C NWITHA3eMOM B J103€
180 mMr/cyT y manueHTOB MOXKWJIOTO BO3pAcTa C apTepPHaIbHON THMIIEPTEH3UEH OTMEyYanoch
YBEJIMUYEHUE CUCTEMHOM SKCIO3UIIUYU amiiofumuHa B 1,6 pa3. [Ipu npuMeHeHNN aMI0JuITHA C
MOIIHBIMA WHTHOUTOpamMu u3zopepmenta CYP3A4 (Hanpumep, KeTOKOHA30J, UTPAKOHA30JI H
PUTOHABHP) BO3MOXKHO e€lle 0o0Jee BBIPAKEHHOE YBEJIWYEHUE CHCTEMHON HKCIO3ULUU
amsonunuHa. HeoOXoaMMO € OCTOPOKHOCTBIO NMPUMEHSTH aMJIOJUIHMH C HHTHOMTOpaMu
nzodepmenta CYP3A4.

B cBsa3u ¢ unrubupoBanueM wuzodpepmenta CYP3A4 mpu ogHOBpEeMEHHOM mpHEME C
rpeinpyTOBBIM COKOM OHOJOCTYIHOCTh aMJIOJUIMHA MOXET yBeanuuBaTbcs. OJHAKO B
KJIMHUYECKOM HCCIIEJOBAaHUM Y 370POBBIX JOOPOBOJIBLIEB HE OBLIO BBISBICHO 3HAYMTEIbHBIX
W3MEHEHUH (apMaKOKMHETHUKA TIpH TpueMme amuoaunuHa B go3e 10 mMr ¢ 240 mn
rperndpyToBOro coka.

Hnoyxkmopwt uzoghepmenma CYP3A4

[Tockonpky mpuMeHeHue amjoaunuHa ¢ uHAykropamu uzopepmenta CYP3A4 (manpumep,
kapOamaszenuH, ¢eHobapouTan, ¢eHuTouH, GOCHEHUTONH, TNPUMHUIOH, pUDAMITHINH,
pacTuTeNnbHbIE IpenapaThl, cojepkaiie 3Bepo0oil MpoIbIPABIEHHBIN) MOXKET MPUBOAUTH K
BBIPQXCHHOMY YMEHBUICHHIO €ro KOHIIEHTpalluM B IIa3Me€ KpOBH, CIEAyeT coOIoAaTh
OCTOPOYKHOCTH TIPH MMPUMEHEHNH aMJIOIMITNHA ¢ MHIyKTopamu uzodepmenta CYP3A4.
Cumeacmamumn

MHorokpaTtHoe 0JHOBPEMEHHOE PUMEHEHNE CUMBAcTaTHHA B 03¢ 80 MI/CyT U aMJIOAUIINHA
B 03¢ 10 Mr/cyT BelleT K YBEITMUYEHUIO IKCIIO3UIIMA CUMBACTaTUHA B TIa3Me KpoBu Ha 77 %.
Pexomenyercs yMEHbIINTD 103y CUMBAcTaThHa 10 20 MI/CyT y NallMeHTOB, IPUHUMAIOLIUX
AMITOJIUITIHH.

Taxpoaumyc

CymiecTByeT pHCK YBEIMYEHHUS CHIBOPOTOYHOW KOHIIEHTpAIMM TakKpojuMmyca IpHU
OJIHOBPEMEHHOM NPHUMEHEHUHU C aMJIOJUNUHOM. Jljis TOro, 4toObl M30€XaTh TOKCUYHOCTH
TaKpoJIMMyca, TPHU MPUMEHEHWU aMIIOJAMIIMHA Yy TAIMEHTOB, MOIYYaIOUINX TaKpPOJIUMYC,
HEOOXO/IMMBbl MOHUTOPUHI CBHIBOPOTOYHOM KOHILIEHTPAIMH TaKpOJIUMYCa U KOPPEKLHUs €ro
JI03bI B CITy4ae HEOOXOIMMOCTH.

Knapumpomuyun

Knaputpomunun ssnsiercs uaruouropom uzopepmenta CYP3A4. CyiecTByeT MOBBIIICHHBIN
PUCK pa3BUTUSl apTEPUAIBHOM TMIIOTEH3UU y NAIMEHTOB, OJHOBPEMEHHO IPHUMEHSIOIINX
KJIQPUTPOMULIMH C amJIoAUNUHOM. [Ipu OJHOBpeMEHHOM NPUMEHEHUH aMJIOJUIUHA C

KJIApUTPOMMLIMHOM PEKOMEH]Iy€ETCs TIATeIbHOE HAOII0IEHUE MTAI[IEHTOB.
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Hneubumopor mTOR (muwenu panamuyuna MaeKonumarouux)

Nurubutopsr mTOR, Takue Kak CHpPOIMMYC, JBEPOIUMYC U TEMCHUPOIHMYC, SBISIFOTCS
cyoctparamu wu3odepmenta CYP3A4. AwmmomunuH sBisieTcss clabbIM  UHTHOUTOPOM
nzopepmenra CYP3A4. Ilpu COBMECTHOM NPUMEHEHHUHM AaMIIOJUIIUH MOXET YBEIUYHUTH
AKCcTo3uIuto HHruouTopoB mTOR.

Luxnocnopun

HccnenoBanus B3aMMOAEUCTBHSI aMJIOIUIIMHA U LUKIIOCIIOPUHA HE NMPOBOIWINCH Y 3I0POBBIX
TOOpOBOJBIIEB WJIM B JPYTUX TMOMYJALUAX, 32 HCKIIOYCHHEM IMalMeHTOB, NEPEeHEeCHINX
TPaHCIUIAHTAIMIO MTOYKH, Y KOTOPBIX OTMeuaniach BapraOeIbHOCTh MOBBIIIEHUS HAUMEHBIIINX
KOHIIEHTpAlli IUKJIOCopuHa B TuiazmMe kKpou (B cpemneM oT 0 mo 40 %). Cmemyer
pPaccMOTpPETb BO3MOXKHOCTb KOHTpPOJS KOHLEHTpPAllMW LMKIOCIOpPHUHA B IIa3ME€ KPOBU Y
NAlMEHTOB IIOCJIe€ TPAHCIJIAHTAlMM T[OYKH TPU OJHOBPEMEHHOM NPUMEHEHUU C
amnogunuHoM. [Ipu HeoOX0AMMOCTH 1032 UKIOCTIOPUHA JOJHKHA OBITH CHI)KEHA.
Jlaumponen (npu enympueenHom 66edeHut)

VY KHUBOTHBIX HaOMoamach GUOPHILIAINS JKETYI0OUYKOB U CEPJICYHO-COCYANCTHIN KOJIIAIC ¢
JeTalbHBIM HMCXOJIOM HAapsAy C TUIEpKalHMeMHel IMOociie BBEACHHS JaHTpojeHa. B cBs3u ¢
PUCKOM pa3BUTHs THUIEPKAINEMUU PEKOMEHIyeTcs wu30eraTb OJHOBPEMEHHOTO IpuemMa
BMKK, Takux kak aMJOJWNUH, Y TAUEHTOB C MPEAPACIOIOKEHHOCTBIO K 3JI0KAYECTBEHHON
TUIEPTEPMHH, a TAKXKE MPH JICYCHUH 3JI0Ka4ECTBEHHOMN TUIIEPTEPMUH.

Bascapran

VYcraHOBIEHO, YTO NPU MOHOTEPANHMHU BaJICAPTAHOM OTCYTCTBYET KIMHUYECKH 3HAYMMOE
B3aMMOJICICTBHE CO CIIEAYIOIIMMHU JIEKAPCTBEHHBIMHM CPEICTBAMU: LIMMETUIUH, BappapuH,
dypocemMu]i, JOUTOKCHH, AaTEHOJIOJ, WHJIOMETAllUH, TUAPOXJIOPOTHA3U], aMJIOJUIIUH,
TIHOSHKIAMUI.

Heouinas 6noxada PAAC npu npumenenuu APA 11, uneubumopoe AII® unu anuckupena
OnnoBpemenHoe mnpumeHenne APA Il ¢ mnpenmapatamu, coAep/KallUMHM — ATUMCKHPEH,
MIPOTUBONOKA3aHO y MAIlMEHTOB C caXxapHbIM JuabeToM U (WJIK) C YMEPEHHOW WM TSKEeIon
noueyHoit HepocTaroyHocThio (CK® < 60 Mn/Mun/1,73 M? miommaau MOBEPXHOCTH Tejla) U He
peKOMeHIyeTcsl y Ipyrux nanueHToB. OgnoBpemernHoe npuMmenenue APA 11 ¢ uaruburopamu
ATI® nmpoTUBOMOKA3aHO y MAIMEHTOB C JUA0CTHUECKON HedpormaThel u He peKOMEHIYETCS Y
JPYTUX TAIMEHTOB.

OpnnoBpemenHoe npumenenne APA Il ¢ npyrumu npenaparamu, BiausmoomuMu Ha PAAC,
MNPUBOAUT K YBEIMYECHHIO YAaCTOThl BO3HUKHOBEHHUS CIIy4aeB apTEepUAIbHOM THIOTECH3UH,

TUIEepKaIueMuu, HapylmeHuo (GyHKIuU nodek. HeoOXoauMo KOHTpOIMPOBATh MOKa3aTeln
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AJl, yHKIMH TTOYEK, a TaKkKe COAEpKaHHE AIEKTPOIUTOB IUIa3Mbl KPOBHU MPU MPUMEHEHUU
npenapata Ko-Bamiocer ¢ npyrumu npenaparamu, Biausitonumu Ha PAAC.

Ilpenapamul u eewecmea, enusioujue Ha cooepicanue Kaaus 8 CleOPoOmKe Kposu

[Tpu 0THOBPEMEHHOM MPUMEHEHHH C OMOJIOTUYECKU aKTUBHBIMU J100aBKaMU, COJIEPKalIMU
Kanui,  KauuicOeperaromuMu — JUYPETHKaMH,  SIUIEPEHOHOM,  KaJMHCOAep KalluMu
3aMEHUTEISIMU COJIM WM C JIPYTMMH IIpernapaTamMH, KOTOPbIE MOTYT BbI3bIBaTh yBEIUUYEHHUE
COJIep)KaHUsl Kajdus B IUIa3ME€ KpOBU (HalpuMep, C TIENapuHOM), CJIEAyeT COOJII01aTh
OCTOPOKHOCTb U ITPOBOJIUTDH PETYJISIPHBIA KOHTPOJIb COAEPIKAHUSI KaIHs TU1a3Mbl KPOBH.
HIIBII, eéxntouas cenexkmugnvie uneubumopvl yukiookcuzenasol-2 (L{OI-2)

Bo3MOxHO yMeHbIIIEHHE AUYPETUUECKOTO U aHTUTUIIEPTEH3UBHOTO IEUCTBUN BajicapTaHa IIpu
onHoBpeMeHHOM mnpumMeHnenuu ¢ HIIBII, Bkmouas cenektuBHble WHTHOUTOpHI [[OI'-2,
HalpuMep, € MPOU3BOJHBIMU CATMUMIOBOM KHCIOTBHI, MHAOMETAlMHOM. boiee Toro, y
MAIMEHTOB MOXKUJIOTO BO3pacTa ¢ COMYTCTBYIOLIEH TMMOBOJIEMHEH (B TOM YHCIE BCIEACTBUE
npruemMa JUYPeTHKOB) WIM C HapyHIEHHOW (PYHKIMEH MOYeK OAHOBPEMEHHOE MPUMEHEHHE
APA Il u HIIBII, Bxmouas cenektuBHble uHruouropsr [OI'-2, moxer npuBecTH K
YXyAUIEHUI0 (QYHKIMU TOYeK. Y MAalMEeHTOB JaHHOW IPYIIbl PEKOMEHJIOBAHO NPOBEJICHUE
KOHTPOJIS YHKIIUH TTOYEK.

benku-nepenocuuxu

OnHoBpeMEHHOE TTPUMEHEHNE BajicapTaHa ¢ MHruOuTopamu Oenka-nepenocurika OATPIBI1
(pudamMnuuuH, MUKIOCIIOPUH) U ¢ MHruOouTOopoM Oenka-nepeHocunka MRP2 (putonaBup)
MOYET MPUBOAMTH K YBEIMUEHHIO CUCTEMHOM OMOOCTYITHOCTH BaJjicapTaHa.

I'uapoxsopoTrasug

Hepekomeﬁéyefv:ble couemanusl 1eKapCmeerHblx npenapanioe

Ipenapamol 1umus

[Ipy OAHOBPEMEHHOM NPUMEHEHUU TUAPOXIOPOTHA3HMAA M TPENapaToB JUTHUS CHIKACTCS
IOYEYHBIN KIIMPCHC JIUTHA, YTO MOXCET IMPHUBCCTH K IOBBIMNICHWIO KOHICHTpPAUWU JINTHA B
mi1asMe KpOBHM H YBCIMYCHUIO €0 TOKCHYHOCTH. HpI/I HeO6XO}II/IMOCTI/I OAHOBPEMCHHOI'O
MPUMEHEHUS TUIPOXIOPOTHA3UAA CIEAYyeT THIATeTbHO MOJOMpaTh M03y MpernapaTtoB JTUTHS,
PEryJISIpHO KOHTPOJIMPOBATh KOHIIEHTPAIMIO JINTHS B IUIa3Me€ KPOBH M COOTBETCTBYIOLIUM
00pa3zoM rmoadupath q03y Mperapara.

Couemanust 1ekapcmeeHHblX npenapamos, mpeoyrujue 0co6020 GHUMAHUS

Ipenapameot, CnOCOOHbIE Bbl3blEANMb nOJZUMODQbHVIO OfC€]ZV001[K06VIO maXI/lKClDOI/HO muna

«nupysmy
Crnenyet ¢ 0c000H OCTOPOKHOCTHIO MPUMEHSATH THIPOXJIOPOTHA3U]] OTHOBPEMEHHO C TAKUMU

npernapaTamu, Kak:
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® aHTHApPUTMHMYECKHE JIEKapCTBEHHbIe Mpemaparbl |A kimacca (XMHUAMH, TUIPOXUHHIIUH,
nusonupamu, npokanHamua) u 1C kmacca (pnekannuy);

e aHTHApUTMUYECKHE JieKapcTBeHHbIe mpemaparbl |l kmacca (modermmua, wuOyTmmmz,
OpeTuius TO3UJar), COTaNOoN, APOHEIaPOH, aMHUOJaPOH;

e Jipyrue (HEaHTHApPUTMUYECKHE) JIEKAPCTBEHHBIE CPEACTBA, TAKUE KaK:

- HehpoJenTuku: (QEeHOTHa3WHbl (XJIOPIPOMA3UH, IMAMEMa3HH, JIeBOMEIPOMAa3HH,

THOpUIa3uH, Tpudayonepasus, ¢uydeHasuH), OeH3aMUIbl (AMUCYIBIPHUI, CYIBTOIPHI,

CYJBITUPHI, THAMIPU), OYTUPO(DEHOHBI (IPOTIEPHIOI, TATOMEPUI0N ); MUMO3U, CEPTHHIOT;

- QHTHJCIIPECCAHTHI: TPHUIMKIMYECKUE AaHTUICHPECCAHThl, CEJICKTUBHbIE WHTHOUTOPHI

00paTHOro 3axBaTa CEpPOTOHUHA (LIUTATIONPAM, ICIIUTATIONPaAM);

- aHTHOaKTEepHAILHBIC CpeACTBAa: (TOPXUHOJOHBI (JIeBO(IOKCAMH, MOKCH(IOKCAINH,

cnapdyokcanut, UUOPOQIOKCAllMH); MaKpOIuAbl (3pUTPOMULMH IPU BHYTPUBEHHOM

BBEJICHUH, a3UTPOMHUIIUH, KITAPUTPOMUIIUH, POKCUTPOMUILIMH, CIIUPAMUIINH ), KO-TPUMOKCA301I1;

- NPOTUBOTPUOKOBBIE CpEACTBA: a30Jibl (BOPUKOHA30J, WTPAKOHA30J, KETOKOHA30II,

baykoHazon);

- NPOTUBOMAJSIpUHHBIE CpeAcTBa (XWHUH, XJIOPOXWH, MEQIOXUH, TalopaHTpHH,

JTyMehaHTPHH);

- IPOTUBOIIPOTO30MHBIE Cpe/ICTBA (IEHTaAMUANH IIPU MAPEHTEPATLHOM BBEICHUN);

- aHTHAHTUHAJILHBIE CPEJICTBA (PaHOIA3UH, OCTIPUIIII);

- TMPOTHUBOONYXOJEBBIE CpEACTBA (BaHAETAHWO, MBIMIBIKA TPHUOKCUM, OKCAJIUIUIATHH,

TaKpPOJIUMYC);

- IPOTUBOPBOTHBIE CPEICTBA (JOMIIEPU/IOH, OHAAHCETPOH);

- CPEJICTBA, BIHAIONINE HA MOTOPHKY YKETYJOYHO-KUIIEYHOTO TpaKTa (IH3arpum);

- aHTUTUCTAMUHHBIE CPeJICTBA (ACTEeMHU30JI, TepheHaTNH, MU30JIACTHH);

- MIpOYHe JEKapCTBEHHbIE CPEJICTBA (aHArpenau, Ba3oNpeccHH, AudeMaHmia MeTHICYIbdar,

KeTaHCepHH, poOyKoJ, mponodoi, ceBodrypaH, TEPIUNPECCUH, TEPOIMINH, IUIOCTA30).

B cBs3u Cc yBenuMueHHEM pHCKa JKEITYJOUYKOBBIX apUTMHUH, OCOOEHHO MNOJUMOpP(hHOI

KETYJJOYKOBOM TaXWKapAWW TUMA «IHPYIT» ((HakTop pUCKAa — THIIOKAIHEMUS), CIeIyeT

OTIPENIeNIUTh COJIEPKAHHUE KaJisl B TUIa3Me KPOBH U MPH HEOOXOJMMOCTH KOPPEKTUPOBATH €T0

70 Hayaja KOMOMHMPOBAaHHOW TEpamuHM TUAPOXJIOPOTHA3UIOM C YKa3aHHBIMHM BBIIIE

npernapaTamu.

HeoOxoauM KOHTPOJb KIMHHUYECKOTO COCTOSIHUS TalMEHTa, COJEP>KAaHUS 3JIEKTPOJIUTOB

T1a3MBbl KpoBH 1 nokasareneid DKI'. V manueHToB ¢ TUIIOKaTueMue He00X0IMMO MMPUMEHSITh

npenapaThl, He BBI3BIBAIOIINE TOTUMOP(HYIO JKEITYyA0UKOBYIO TAXUKAPIHIO TUIIA ITHPYITH.

Jlexapcmeenuvie cpedcmea, chocoOHble yeeauuusams npoooadcumensHocms unmepsana QT
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OpnHOBpEMEHHOE MNPUMEHEHUE TI'MIPOXJIOpPOTHAa3UAa C JICKapCTBEHHBIMH IIpenaparami,
CIIOCOOHBIMHU YBEJIMUYMBATH MPOJOJIKUTENBHOCTh HHTEpBasa QT, TOMKHO OCHOBBIBATHCS Ha
THIATEJIbHOM OLIGHKE Ul KaXJ0ro IIallMeHTAa COOTHOLICHHS OXKUIAEMOM IOJIb3bl U
HNOTEHIMAJIBHOIO pUCKAa (BO3MOXHO YBEIMYEHME pPHUCKAa Pa3BUTUSA  MOIUMOP(HHON
KENyTOYKOBOW TaxXUKapIuu Tuna «nupyst»). [Ipy npuMeHeHMM TakuxX KOMOWHAIMH
Heo0xouMo peryiisipHo peructpupoBatb DKI' (nis BeisiBiieHus ymnHenus narepsaina QT), a
TaK)K€ KOHTPOJINPOBATDH COJIEPKAaHUsS KU B IUIa3Me KPOBHU.

Ipenapameut, CNnocobHbLE BbI3LIEANb CUNOKATUCMUIO

AmoportepuninH B (11pyu BHYyTpUBEHHOM BBEJICHUH ), TIFOKO- U MUHEPAJIOKOPTUKOCTEPOUBI (TIpH
CUCTEMHOM NPHUMEHEHHH), TETpPaKo3akTuj (agpeHoKopTUKoTpomnHblii ropmon (AKTI)),
TIIUIAPPU3UHOBAsT KUCIOTa (KapOEHOKCOJIOH, Ipenaparhbl, COAEprKallie KOPEHb COJIOJKH),
cylabuTeNbHbIE CPEJCTBA, CTUMYJIUPYIOIINE MOTOPUKY KHUIIEUHUKA — BO3MOXKHO YBEIUYEHHE
pHCKa pa3BUTHUS TUIOKAJIUEMUU MPU OJHOBPEMEHHOM IPUMEHEHUHU C TUAPOXJIOPOTHA3UIOM
(apmutuBHBIA 3¢ ¢ekT). HeoOxoaum peryispHblii KOHTPOIb COJACPXKAHUSA Kallusl B IUIa3Me
KpPOBH, TPH HEOOXOAMMOCTH — €ro Koppekuus. Ha ¢one Tepamuu TUAPOXIOPOTHAZHIOM
pEeKOMEeH/yeTCs MPUMEHATh CIAaOUTEeNbHBIE CpPEICTBA, HE CTUMYJIHMPYIOIUE MOTOPHKY
KHILIEYHHKA.

Cepoeunbie 2nuko3uobl

['unokanuemMust U TUNOMAarHUeMusi, OOYCIIOBJIEHHbIE JEHCTBUEM THA3UIHBIX JMYPETUKOB,
YCWJINBAIOT TOKCHUYHOCTb CEPJAEYHBIX TIIUKO3UA0B. lIpu OIHOBpEMEHHOM IPUMEHEHHH
TUAPOXJIOPOTHA3HA M CEPIACYHBIX TIVIMKO3MJIOB CIEAYET pPETYJSIPHO KOHTPOJIUPOBATH
colepkaHue Kainusg B IIa3Me KpoBu, nokazatenun OKI' u, mnpu HeoOXxoaumocTw,
KOPPEKTUPOBATh TEPAIIHUIO.

Couemanus nekapcmeennbiX npenapamos, mpebyowjue 6HUMAaHUs

Llpyeue eunomeHn3usHble npenapamaol

[ToTeHpOBaHME AHTUTUIIEPTEH3UBHOTO JEUCTBUS THAPOXJIOpPOTHA3uAa (aJAUTHUBHBIN
a¢dekT). MokeT nosBUTHCS HEOOXOIMMOCTh B KOPPEKIIMH J03bI OJTHOBPEMEHHO Ha3HAYEHHBIX
TUIIOTEH3UBHBIX IIPENApaToB.

Pexkomenyercss mpekpaTuTh MpUEM THUAPOXJIOpOTHA3MJa 3a 2—3 AHA 1O Hayala Teparmuu
uHruOutopamu All® nns mpenoTBpalieHUs] pa3BUTHS CHUMITOMAaTHYECKOW apTepuanbHON
runoreH3ud. EciyM 3T0 HEBO3MOXKHO, TO CJEIyeT CHU3UTh HaudajibHYIO /103y MHTHMOUTOPOB
AllD.

Omanon, bapbumypamoi, aHmuncuxomuyecKue cpeocmea (Heuporenmuxu),

aHmu()enpeccaHmbz, AHKCUOIUMUKU, HaApKomu4decKue ardilbeenuku u CDQ()CWI6CI ons 061/1461/7

anecmesuu
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B0o3MOXHO  ycuieHuWE€  aHTUTMIIEPTEH3MBHOIO  JEHCTBHS — TMAPOXJOPOTHA3HIa U
MOTEHIIMPOBAHNE OPTOCTATHIECKON IMIIOTEH3UH (aJAUTUBHBINA YPQPEKT).

Heoenonsapusupyrowue muopenaxcanmsl (Hanpumep, mybokypapum)

BosmoxHo ycunenue 3ddexra Heaenoaspu3upyoIX MUOPETaKCaHTOB.

Aoperomumemuru (npeccoptvle amunbl)

['MapoxIopoTHa3u MOXKET CHIXKATh 3((EKT agpeHOMUMETHKOB, TAaKUX KaK >MHUHEPPUH
(anpeHanuH) U HOp3MUHEPPUH (HOPAAPCHATIHH).

HIIBII, sxnrouasn cerekmuenvie un2ubumopol 1JOI-2 u evicokue 003bl auemuicaiuyuiosou

Kucaomol (>3 2/cymku)

HIIBII  moryr  cHWXarb  AUYPETUYECKOE W AHTUTUIIEPTEH3MBHOE  JIEUCTBUSA
ruapoxyoporuasuaa. IIpy oTHOBpEMEHHOM NPUMEHEHHUH CYIIECTBYET PUCK PA3BUTHS OCTPOM
IIOYEYHOM HENOCTaTOYHOCTH Beaenctsue cHwkeHuss CKO. I'mapoxnoporunasup MoxeT
YCWJINBATh TOKCUYECKOE JEHCTBUE BBICOKMX 103 CAJMIMIATOB HAa LEHTPAIbHYIO HEPBHYIO
CUCTEMY.

Tunocnuxemuuecxkue CDQOCH’I6CI ons npuema 6Hympbob u UHCYJIUH

TuasuaHple OUYpPETUKHM BIUSAIOT Ha TOJEPAHTHOCTh K TIJIIOKO3€ (BO3MOXHO pa3BUTHE
TUNEPIIMKEMHUH) M CHIDKAIOT 3(QQPEKTUBHOCTh TMIIOTIMKEMHUYECKHX CpPEACTB  (MOXKET
noTpebOBaThCS KOPPEKLNS 03Bl TUIOTJIMKEMUUYECKUX CPECTB).

CrnenyeT ¢ OCTOPOKHOCTBHIO OJTHOBPEMEHHO MPUMEHSATH THJIPOXJIOPOTHA3UI U METHOPMHH B
CBSI3U C PUCKOM Pa3BUTHS JIAKTOALM03a Ha (POHE HAPYLIEHUsT (PYHKLUHU MOYEK, BHI3BAHHOTO
TUAPOXJIOPOTUAZHIOM.

Bbema-aopenobrokamopul, ouazokcuo

OnHOBpeMEHHOE TPUMEHEHNE THA3UAHBIX JUYPETUKOB (BKIJIIOYask THIPOXJIOPOTHA3K]) ¢ OeTa-
aIpeHOOI0KATOpaMH MITH TUA30KCUIOM MOXET YBEJTUYNUTh PUCK PA3BUTHUS TUIIEPTIIUKEMHUH.

Jlexapcmeennvlie npenapamol, NPUMEHAUIUECS 015l JIeyeHust I’lOddZDbl (npo6eneuuc),

CYAbOUHNUDAZOH, QLIONYDUHOI)

MoskeT ToTpeOOoBaThCS KOPPEKIIHS JT03bI YPHKO3YPUIECKHX JICKApPCTBEHHBIX CPEJICTB, TaK KaK
TUAPOXJIOPOTHA3H]T YBETUYMBACT KOHI[EHTPAIMI0O MOYEBON KHCIOTHI B CHIBOPOTKE KpPOBHU.
TuazugHele  JUYPETHKH  MOTYT  YBEIMYMBATh  YaCTOTy  DPa3BUTHUS  PeaKIUil
TUTIEPYYBCTBUTEIHLHOCTH K AJUTOITYPHHOIY.

Amanmaoun

TuasuaHble AUYPETUKH (BKITIOYAS TUAPOXIOPOTHAZH]T) MOTYT CHMXKATh KIMPEHC aMaHTaIMHa,
MPUBOUTH K TIOBBIIIICHUIO KOHIICHTPAIIUM aMaHTaIMHA B TJIa3ME KPOBU M YBEITMYHBATH PUCK
€ro HeXenaTelbHBIX 3P HEKTOB.

Aumuxoaunepeuyeckue npenapamaol (XOﬂuH06ﬂ0Kam0Dbl)
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AHTUXOJMHEpruuecKue mpenaparsl (HampuMmep, AaTpomnuH, OUMNEepUACH) YBEIUYUBAIOT
OMOJOCTYIHOCTh THA3UAHBIX JUYPETHKOB 3a CYET CHUKEHHS MOTOPUKU IKEIyI04HO-
KHILIEYHOI'O TPAKTa U CKOPOCTH OIIOPOKHEHUS JKEIyIKa.

Humomoxcuueckue (I’ll?OWlM@OOI’lVXOJZB@ble) npenapanibl

Tuasuanple  OTUYPETUKM  YMEHBIIAIOT  IOYEUHYIO  HKCKPELHUI0  LIUTOTOKCHYECKHX
JIEKapCTBEHHBIX CPEJCTB (Hampumep, nukiaodochaMuaa 1 METOTpEeKcaTa) U MOTCHIHUPYIOT UX
MUEJIOCYIIPECCUBHOE JCUCTBUE.

Memundona

Onucanbpl cily4aul TEMOJIMTHYECKOM aHEMMH IIpM  OJAHOBPEMEHHOM  IIPUMEHEHUU
TUAPOXJIOPOTHUAZNUIA U METUIIIONBIL.

IIpomusosnunenmuueckue npenapamol (KLZD5LZMCZ3€HZ/{H, 0KCKCZD6CZ3’€I’ZMH, monupamam)

Puck pa3BUTHUA CUMIITOMATUYECKOM TUIIOHATPpUCMHUHU. HpI/I OJJHOBPECMCHHOM IIPHUMCHCHUHU
TUAPOXJIOpOTHA3NIa U Kap6aMa3enHHa HCO6XOI[I/IMO Ha6JHO,Z[eHI/IC 3a COCTOSHHUECM IMallMCHTA "
KOHTPOJIb COACPIKAHHA HATpUsd B CBIBOPOTKC KPOBH. HpI/I OOHOBPECMCHHOM MPHUMCHCHUU
TUAPOXJIOpOTHA3Kga MW TOIIMpaMaTra TakKXKe CICAYCT KOHTPOJIUPOBATH KOHOCHTPALUIO
TOIIHpaMaTa B CBIBOPOTKEC KPOBH, IIPpHU HeO6XOI[I/IMOCTI/I Ha3Ha4daTb IIpCIapaTbl KaJlusd HIIA
KOPPCKTHUPOBATH 403y TOIIMpaMara.

Cenexmuenvie un2ubumopol 0bpamuo2o 3axeama cepomonuna (CHO3C)

IIpn 0THOBPEMEHHOM NPUMEHEHUH C THA3UIHBIMU JUYPETUKaAMHU BO3MOKHO ITOTEHIIUPOBAHUE
runoHarprueMuu. HeoO0xoauM KOHTPOJIb coiepKaHus HaTpusl B IJIa3Me KPOBH.

Luxnocnopun

IIpy OTHOBpPEMEHHOM ITPUMEHEHNHN TUA3UIHBIX AUYPETUKOB U LIUKJIOCIIOPUHA YBEINYMBACTCS
PHUCK pa3BUTUS TUIIEPYPUKEMUU U 0OOCTPEHHUS [1O1arpPhI.

Ilepopanvhvie anmuKoazyisIHNbL

TuasuHble IUYPETHKH MOTYT YMEHBIIATh 3P EKT MepopaibHbIX aHTUKOAryJISTHTOB.

Hodcodepofcamue KOHmMpdAacmHvle eeujecmed

O06e3BokMBaHME OpraHn3Ma Ha (OHE MprUeMa TUA3HUJHBIX JUYPETHKOB YBEIWYUBAET PHUCK
pPa3BUTHSL OCTPOM MOYEYHON HEIOCTATOYHOCTH, OCOOCHHO NpPU MPUMEHEHMH BBICOKHUX 03
HoAcCOAepKAIMX  KOHTPACTHBIX  BemlecTs. llepen npumeHeHueM  HoacoAepIKaLIUX
KOHTPACTHBIX BEIIECTB HEOOXOIMMO KOMIIEHCHPOBAThH MOTEPIO KHUIKOCTH.

Ipenapamul xanvyus

HpI/I OIHOBPCMCHHOM NMPUMCHCHHU BO3MOKHO IHNOBBIMICHUC COACPIKAHUA KaJIbIUA B IJIa3MC
KpPpOBH M Pa3BUTUC TUINCPKAIBIHUCMHU BCICACTBUC CHUXCHUA BBIBCACHUSA HOHOB KaJIbIIUA

nmoykamMu. Ecmu  HeoOXoaMMO  OJHOBPEMEHHOE  HA3HAUCHHUE  KaJbIMUCOIEPIKAIINX
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JIEKaPCTBEHHBIX CPEJCTB, TO CIEIYEeT KOHTPOJIUPOBAThH COJIEPKaHNE KallbLUs B IJIa3Me KPOBU
U KOPPEKTUPOBATH J03Y IIPENapaToB KalbLHUs.

AHuounble 0OMEHHbLE CMOIbL (KO]Z@CWZMDCIMMH u KOJI@CI’I’ZLH’ZOJZ)

AHUOHHBIE OOMEHHBIE CMOJIBI YMEHBIIAIOT abcopOuuio ruapoxiaoporuazuaa. OQHOKpaTHbIE
J03bl KOJIECTUpaMHHA W KOJIECTUIIONA YMEHBIIAIOT BCachlBaHHE THAPOXJIOPOTHA3HIA B
JKEJIyJ0YHO-KUIIEYHOM TpakTe Ha 85 % u 43 % COOTBETCTBEHHO.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTH U JIAKTALUSA

[Ipumenenue mpemnapata Ko-Bamiocer mnpu OepeMeHHOCTH U B MEpUOA TPYAHOIO
BCKapMJIMBAHUS POTUBOIIOKA3aHO.

bepeMeHHOCTh

Pestome puckos

Kak pans moboro apyroro mpemapara, OKasblBawomiero mnpsimoe nelictBue Ha PAAC,
npuMeHeHue mnpenapara Ko-Bammocer mpoTuBomokasaHo mnpu OepeMEHHOCTH. YUYUTHIBAs
MexaHu3M nerictBust APA 1, Henb3st MCKITIOUUTD PUCK TS TUIOJA.

W3BecTHO, uTO TmpuMeHeHHe WHruouTopoB AIlD (kmacc cnenuUUHBIX JIEKapCTBEHHBIX
cpencts, neictByomux Ha PAAC) Bo Il u Il Tpumectpe OepeMeHHOCTH NPUBOAUT K
nopakeHutro u rubenu 1ioga. [lo naHHBIM pPETPOCHEKTHBHOIO aHalu3a MpPUMEHEHHE
uHruoutopos AIl® B | TpumecTpe GepeMEHHOCTH acCCOLIMUPYETCA € MOTEHIIMATBHBIM PUCKOM
BO3HHUKHOBEHHUS MMOPOKOB PAa3BUTHUS IUIOAA. ['MAPOXIOpPOTHA3U] POHUKAET Yepe3 IJIAleHTY.
[lpy HempenHamMepeHHOM IpueMe  BajicapTaHa OEpeMEHHBIMM  ONMCaHbl  CIIydau
CaMOIPOM3BOJILHOTO MPEepPhIBaHUs OEPEMEHHOCTH, MAJOBOIUS U HapyIIeHUs (QYHKIMH MTOYEK
y HOBOPOX/ICHHBIX.

JIaHHBIX O TMPUMEHEHHWU aMJIOJUINHA y OCpEeMEHHBIX HEIOCTaTOYHO, YTOOBI CYJUTHh O €Tro
BO3/CUCTBUM HA IUIOA. B MOKIMHMYECKUX HCCIIEIOBAHUAX MPU MPUMEHEHUH aMIIOAMIIMHA Y
KUBOTHBIX B J103aX, B 8 pa3 MPeBBIIAIONINX MAaKCUMAIbHYIO0 PEKOMEHI0BaHHYIO 103y 10 mr,
MIPOIEMOHCTPHUPOBAaHA PETPOAYKTUBHAS TOKCHYHOCTH. [[OTEHIIMANBHBIA PUCK IS YEIOBEKa
HEU3BECTEH.

BuyTpuyTpoOHOE BO3JEHCTBUE THA3UIHBIX AMYPETHKOB, BKIOYAas T'MIPOXJIOPOTHA3UI, HA
IUIO/T ACCOLMUPYETCS C pa3BUTHEM IKENTYXH MM TPOMOOIMUTONEHUM Yy IUIOJAa WM
HOBOPOXXJICHHOTO, a TaK)XK€ MOXET acCOLUMUPOBATBCA C JPYTHMH HEKEIaTeIbHBIMA
peaKkusIMH, OTMEYEHHBIMHU Y B3pOCIBIX. B cirydae ecnmi OepeMeHHOCTh AMAarHOCTHPOBAaHA B
nepuos JeueHus npenaparom Ko-Bamiocer, mpenapat cieayeT OTMEHUTh KaK MOXHO pPaHbIIIe.
Knunuueckue acnekmut

Mamepunckuti u (uiu) 2mopuodemanbHblll PUCK, ACCOUUUPOBAHHBIU ¢ 3a00e8anUeM
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ApTtepuanbHasi THIIEPTEH3UsI IPH OEPEMEHHOCTH YBETTUUYUBAET PUCK Pa3BUTHS MPEIKIAMIICHH,
TeCTallMOHHOTO caxapHoro Anabera, MPEeKIEBPEMEHHBIX POJIOB, @ TAK)KE OCIOXKHEHHH B pOAax
(Hammpumep, HEOOXOIMMOCTh KecapeBa CEUeHHs, Pa3BUTHE IOCIEPOJOBOIO KPOBOTCUCHUS).
[Tpu apTepuaibHOM TUNIEPTEH3UN YBEIMYUBACTCS PUCK 331€PKKU BHYTPUYTPOOHOTO Pa3BUTHS
IU10J1a U BHYTPUYTPOOHOI rubenu mioza.

Puck co cmoponbl nﬂ00a/H060D09iCO€HH020

ManoBoaue y OepeMEHHBIX, TPUHUMAKOIINX npenapatel, Baustone Ha PAAC Bo Il u Il
TPUMECTpPE, MOXKET HPUBOAUTH K YXYAUICHUIO (YHKLUUHU IOYEK IUIOJA, YTO B pe3yJbTaTe
IPUBOJAUT K aHYPHUHU U TIOYEYHON HEeI0OCTaTOYHOCTH, TMITOIJIA3UH JIETKHUX IU10/1a, 1edopMalun
CKeJeTa IJI0/[a, BKIII0Yas THITOIUIA3UI0 KOCTEH uepena, apTepuaibHON THIIOTEH3UH U THOeIH
IJ10/1a.

[Tpu HenpeHamepeHHOM npueMe npenapatoB APA npu 6epeMeHHOCTH ClleyeT pacCMOTPETh
BOIIPOC O HEOOXOAUMOCTH COOTBETCTBYIOLIETO MOHUTOPUHIA COCTOSHUS IJI0/A.
HoBopokieHHBIX, MaTepu KOTOPBIX Moydanu Tepanuto APA, cienyer TimaTtensHo Ha0mo1aTh
OTHOCHUTEJIBHO Pa3BUTHS apTEPUAIbHON TUIIOTEH3HH.

Hannvie 0oKIuHUYECKUX UCCIe008aNUT

Amnoounun

He orTmeueHo sBIeHMII TepaTOreHHOCTH WM AMOPUOPETATBHOM TOKCHUYHOCTU TpU
NPUMEHEHUN aMJIOJUIIMHA MajieaTa BHYTpb NpU OEPEMEHHOCTH y KPBIC U KPOJIHMKOB B J103€
10 Mr amnoaunuHa Maneara/Kr B CyTKH BO BpeMsl OCHOBHBIX IIEpHOJIOB OpraHoreHesa. Pazmep
NOTOMCTBA, OJIHAKO, 3HAYMTENbHO yMeHbliaycs (mpubnusurensHo Ha 50 %), a yacrora
BHYTPUYTPOOHON TIHOEnM MOTOMCTBA yBelIMuuBajiach (mpubnusutensHo B 5 pa3). llpu
NPUMEHEHUH B YKAa3aHHBIX J103aX aMJIOAMIMH TaKXe YBEJIWYMBAJI MPOJOJIKUTEIBHOCTh
TECTallUU U POAOB y KpBIC.

Amnoounun u eaicapman

B n3yuennn sMOprodeTanbHOTO pa3BUTHS Y KPbIC C IPUMEHEHNEM aMIIOIMITNHA U BaJicapTaHa
BHYTPH B CYTOUHBIX g03ax 5 + 80 mr/kr, 10 + 160 mr/kr u 20 + 320 Mr/Kr npu BRICOKHX J103aX
OTMeYeHBI 3P PEKTHl KaK CO CTOPOHBI MaTepH, TaK U IJI0J1a (3aepKKa Pa3sBUTHS U OTKIOHEHUS
B pa3BUTUU OBUTM OTMEYEHbI Ha (OHE 3HAUMMOW MATEPUHCKOM TOKCHMYHOCTH). Jlo3a, He
COIIPOBOKIAIOIIASCS TOOOYHBIM BIUSHHEM Ha SMOpHOQeTaTbHOe pa3BHTHE, COCTaBISET
10 mr + 160 Mr amoaunuHa U BajcapTaHa B CYTKH COOTBETCTBEHHO. JlaHHBIE 103HI B 4,3 U
2,7 pa3 MpEeBBIIIAIOT CUCTEMHYIO SKCIIO3UIIMIO Y YeIOBEKa IPU NPUMEHEHUU B MAaKCUMaIbHOM

pexoMeH1oBaHHOM cyTouHOi 03¢e (10 mr + 320 mr asnis namueHTa ¢ Mmaccoi tena 60 Kr).

Bancapman
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[Ipu u3ydeHnn >MOpHO(DETATLHOTO Pa3BUTHS y MBIIICH, KPOJIUKOB U KPBHIC HAOIIOJAIACh
(ETOTOKCUYHOCTD, KOTOpas aCCOLUMUPOBAIACH C MATEPUHCKOW TOKCHYHOCTBIO Y KPBIC IpU
NPUMEHEHHUHU BajicapTaHa B CyTOUHOU 03¢ 600 MI/KT B CYyTKH, YTO MPUOIMU3UTENBHO B 18 pa3
MPEBBIIIAET MAKCUMAaJIbHYI0 PEKOMEHJOBAHHYIO CYTOUHYIO /103y JJIsl 4eJloOBeKa M3 pacyeTa
MI/KI' Macchl Tena (pacder Mpearnosiaraet CyTouHyro 103y 320 Mr BHYTpb Ui HaleHTa C
Maccoi Tena 60 Kr), ¥ KpOJIMKOB TP MPUMEHEHHUH BajicapTaHa B CyTOYHOHU j03¢e 10 Mr/kr, 94To
npuoM3uTeNbHO B 0,6 pa3 NpeBbIlIaeT MAaKCUMAJIbHYIO PEKOMEH/IOBAHHYIO CYTOUHYIO 103y
JUISL 4eJoBeKa M3 pacueTa MI/KI Macchl Tesa (pacueT Mpelroiaraer cyTouyHyro ao03y 320 mr
BHYTpb I mamueHta ¢ wmaccod Tema 60 kr). He oTmedeHo sBIeHMII MaTepUHCKOMN
TOKCHYHOCTH WM (DETOTOKCHYHOCTH IPH NMPUMEHEHHH Yy MBIIIEH B CYTOYHBIX J03aX [0
600 mr/kr, uTo NMPHONM3UTENBHO B 9 pa3 MpEeBBIIIAET MAKCUMAJIbHYIO PEKOMEHIOBAaHHYIO
CYTOYHYIO J03Y JJIsl 4YeJIOBEKa U3 pacyeTa MI/KI MacChl Tea (pacueT MpeArnoiaraeT CyTouHy o
o3y 320 Mr BHYTpb Ui MAlMeHTa ¢ Maccoii tena 60 kr).

Tuopoxnopomuazuo

He oTmeueHO TepaToreHHOCTH W BIMSHHUS THAPOXJIOPOTHA3WJa Ha (PEePTHIBHOCTH U
OIJIoJ0TBOpeHue. B wuccnenoBanuun y 3 BUJOB  JKMBOTHBIX, KOTOpBIE IOJIydasld
THJIPOXJIOPOTHA3U BHYTPh B 033X, KaKk MUHMUMYM B 10 pa3 npeBbIIaBIINX MaKCUMAJIbHYIO
PEKOMEHJIOBaHHYI0 103y JUIsl 4enoBeka (1 mMr/kr), He OOHapy>XeHO TepaTOT€HHOIO
NoTEeHLHana. Y KpbhIC HE OTMEYEHO J0303aBUCUMON (DETOTOKCMYHOCTH MPH MNPUMEHEHUU
BHYTpPb B 1032ax 0, 100, 300 1 1000 mr/kr. OTcraBanue Habopa Macchl Teaa y MOJIOUHBIX KPBICST
ObUIO O0YCIIOBJIEHO BBICOKMMHM JI03aMHU U JAUYpPETHUYECKUM 3((HEKTOM THAPOXJIOpOTHAZUAA U
COOTBETCTBYIOIIUM BIUSHUEM Ha MPOTYKIUIO MOJIOKA.

Jlakranms

HeunsBectHo, BblAenseTcs JM BajcapTaH C TIPyAHBIM MOJOKOM. OTMEUEHO BBIIEIEHUE
aMJIOIMTIINHA ¢ TPYAHBIM MosiokoM. TlogcunTano, 4ro MiaieHer noxyyaer B npeaenax 3—7 %,
MakcuMaibHO 15 % oT MaTepuHCKOIl 103b1. BiusHue aMaoqunHa Ha MIIaJICHIIEB HE U3YYEHO.
B 1OKIMHMYECKHMX HCCIEIOBAaHUAX OTMEYEHO BBbIIEJICHHE BaJicapTaHa C MOJIOKOM
JAKTUPYIOLUX KpbIC. ['MApPOXIOpOTHMA3H] TakkKe BBIAENAETCS C TIPYyAHBIM MOJIOKOM B
HeOOoNbIIMX KonuyecTBax. lIpuMeHeHue mpenapara BO BpeMsl T'PYJHOTO BCKapMIIMBAaHUS
MIPOTUBOMNOKA3aHO.

DdepTUIbHOCTD

JlaHHBIX O BIMSHUU aMJIOJMIIMHA, BaJcapTaHa WIA THUAPOXJIOPOTHa3UAa Ha (HEepTUIBHOCTD Y
4eJIoBeKa HEeT. B JOKIMHMYECKUX HCCIEAOBAHUAX HE OTMEUEHO BIIMSHUS aMIIOAUIIMHA WIH
BajicapTaHa Ha (EPTUIBHOCTD Y KPBIC.

HauueHmKu u nayuermsl ¢ COXpaHEHHbIM penpodykmueHblM nomeryuajiom
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Kax u mro6oii apyroi nmpemnapat, oka3biBatomuii npsimoe aeiicteue Ha PAAC, npemapat Ko-
Bamiocer He ciemyer IpUMEHSTH y JKCHIUH, TUIAHUPYIOIMUX OepeMeHHOoCTh. [Ipu BeIOOpE
mroboro mpemapara, BosxaeicTBytomiero Ha PAAC, Bpady ciemyer npouH(pOPMHpPOBATH
NAllMEHTKY C COXPaHEHHBIM pENpOIYKTHBHBIM IIOTEHLHAIOM O BO3MOXXHOM pHCKE
IpUMEHEHHUs IpenapaTa BO BpeMsi 0epeMEeHHOCTH.

4.7. Bausinue Ha COCOOHOCTH YNPAaBJAATH TPAHCIOPTHBIMM CPeCTBAMU M PadoTaTh ¢
MeXaHUu3MaMH

Hexoropsie nobounsle 3¢hekTsl npenapaTa, B TOM YUCIIE FOJOBOKPYKEHHUE WM 3PUTEIIbHBIE
HapyLEeHHs, MOTYT OTPULIATENILHO BIMATH HA CIIOCOOHOCTH K BBIMOJIHEHHIO MMOTEHLUAIBHO
OIMIaCHBIX BHUJOB OCATCIBHOCTH, Tp€6YIOIlII/IX MTOBBIIIICHHOM KOHUCHTPpAllUKM BHUMAHUA U
OBICTPOTBI  IICUXOMOTOPHBIX  peakuuil  (ympaBi€HHE TPAHCIOPTHBIMU  CpPEICTBaMH,
mexanuzmamu). [lanumenram, npunumaronm npenapatr Ko-Bamiocer, cienyer cobmtonatsb
OCTOPOKHOCTh NPH YIPABICHUU TPAHCIIOPTHBIMU CPEJICTBAMU, MEXaHU3MaMHU.

4.8. HexenaresibHbIC peaKUMu

Pesrome HDOd)I/IJDI 0e30IacHOCTH

Huxe MIpEACTABIICH npoduib 0€30MacHOCTH KOMOMHAIINH
aMJIOZUINHH + BaJicapTaH + IMAPOXJIOPOTUA3H], OCHOBAHHBIN Ha KIIMHUYECKUX
HCCIIETOBaHUSIX pu NPUMEHEHUU (uKcupoBaHHOMN KOMOMHAIMH

aMIIOJIMTIUH + BaJICAPTaH + TUAPOXJIOPOTHA3HI H W3BECTHOM mnpoduine Oe30macHOCTH
OTJIENIbHBIX KOMIIOHEHTOB: aMJIOJIUIINH, BaJICapTaH U FHJIPOXJIOPOTHAZHUI.

bezonacHocTh TNpHMeHEHHs KOMOMHAIMKM aMJIOAMIIMH + BaJicapTaH + FHIPOXJIOPOTHA3U
OIICHUBAJIM TIPH TNPUMCHCHHMH MaKCHMalTbHOW 10361 10 mr+ 320 Mr + 25 Mr B OofHOM
KOHTPOJIMPYEMOM KpPAaTKOCPOYHOM (8 HeleNb) KIMHUYECKOM HCCIENOBAHUHA C YYacTHEM
2271 nanwenTa, 582 W3 KOTOPHIX IMOJydyald BajcapTaH B KOMOMHAIIMM C aMJIOJUIIMHOM M
rupoxjopotruasua. HexenarenbHble peaklUWd, Kak MpaBWio, OBUIM JIETKUMHU U
KpPaTKOBPEMEHHBIMH, U JIMIIIb B PEKUX CITydasx TpeOOBaIM MPEeKpaIIeHus JieueHus. B nanHOM
KJIMHAYECKOM HCCIICZIOBaHUM C aKTUBHBIM KOHTPOJIEM CaMbIMH PaclpOCTpaHCHHBIMHU
OpUYMHAMHU NpeKpaleHus Tepanuu KOMOUHAaIMen
aMJIOJIMIIUH + BaJCapTaH + TUAPOXJIOPOTHA3HU] OB TOJIOBOKPY)KEHHE M apTepuanbHas
runorensus (0,7 %).

B 8-HenmenbHOM KOHTPOJIMPYEMOM KIMHUYECKOM HCCIEOBAHUU OTCYTCTBOBAIM 3HAYUMBIC
HOBBIE M HEOXKMJAHHbIC HEXeNlaTelbHbIe PEaKUUU IPU TPEXKOMIIOHEHTHOW Tepanuu B
CpaBHEHHH C U3BECTHBIMH (P (eKTaMi MOHOTEPAIIMH W ABYXKOMIIOHEHTHOM Teparuu.

B 8-HemenbHOM KOHTPOJIMPYEMOM KIMHUYECKOM HCCIICAOBAaHWU W3MEHEHUS J1a0OpaTOPHBIX

nokasaresiei mpu MPUMEHEHUH KOMOMHAIMKU aMJIOAMIHH + BaJICapTaH + FHAPOXIOPOTHAZH]T
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ObLIM c1a00BBIPAYKEHHBIMU U COOTBETCTBOBAIM (hapMaKOJIOTHYECKOMY MEXaHU3MY JIEHCTBUS

OTACIBHBIX KOMIIOHCHTOB. HpI/ICYTCTBI/Ie BaJICapTaHa B TpGXKOMHOHeHTHOﬁ KOM6I/IHaI_II/II/I

0CIa0IISIIO THIOKATMEMUYECKHH (D (PEeKT ruapoXIopoTHAZHIA.

TabanuHoe pE3IOME HEXKENATCIbLHBIX PeaKIMH

Yacrora BCTpeuaeMOCTH OIpenesieHa CleqyromuM oOpa3oM: oudeHb dacto (= 1/10), ywacto

(ot > 1/100 mo < 1/10), mewyacto (ot > 1/1000 0 < 1/100), peako (ot > 1/10000 mo < 1/1000),

oueHb peako (< 1/10000, Bxirovast OTAENBHBIE COOOIICHNS), YaCTOTa HEU3BECTHA (MCXOIS U3

HMCIONIUXCA JAaHHBIX, 4aCTOTY BO3HHUKHOBCHUA OIIPCACIINUTD HCBOSMO)KHO). HexenarennHbie

peakiuu CrpymnmupoBaHbl B COOTBETCTBHUU C IMOPAJAKOM Ha OCHOBAHHMU CHUCTEMHO-OPI'aHHBIX

kiaccoB (COK).
CucremHo- HesxenareabHble Yacrorta pazBuTHus
OpraHHbIe KJIACChl peakuumn AmuiogunuH | AmionunuH| Bascapran (I'uapoxiopo
+ BajicapTaH THA3ZU]
+ ruapoxJjao
poTHa3ua
Hapyuenus co ATpaHyIIOIHTO3, - - - OueHb penKo
CTOPOHBI KPOBU M |HEJIOCTATOYHOCTH
MUMQpaTHIECKON  [KOCTHOTO MO3Tra
CHCTEMBI CHIDKEeHHE TeMOTIo0nHa |- - YHacrora -
1 TeMaTOKpUTA HEU3BECTHA
['emomuTHYEeCKasT aHEMUS |- - - OueHb penKo
JleiikoneHus - Od4eHb peaKo |- OueHb penKo
Helitponenus - - HacTtora -
HEW3BECTHA
TpomOoruToneHus, - Ouens penko [HacroTa Penxo
WHOT 1A C MypIypoit HEWU3BECTHA
Annactuyeckas aHeMus |- - - Uactora
HEHU3BECTHA
Hapyenus co [ 'MnepuyBCTBUTENBHOCTD |- Ouenp penko|Yactora Od4eHb penKo
CTOPOHBI HEU3BECTHA
MMMYHHOM
CHCTEMBI
Hapymenns AHOpEKCHS Heuacto - - -
MeTabonu3Ma 1 [[MnepKaabIueMUs Heuacto - - Penxo
[TUTAHUS ['mneprivukemus - OueHb peko - Penxo
['unepaunuaemus Heuacto - - -
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['unepypukemus Heuacto - - Hacto

['unoxyopeMuueckuii - - - O4eHb penKo

AJIKaII03

[ unoxanemus Hacto - - OueHb yacTo

[ 'unepkanuemus - - Uacrora -

HEU3BECTHO

[ 'unomaruuemust - - - Hacto

YcyrybOnenve HapyIeHus |- - - Penxo

0OMeHa BEIECTB pU

caxapHOM auadere
[lcuxuueckue [enpeccus - Heuacto - Penxo
HapyLICHUS becconnnmna/napymenns |HedacTto Heuacto - Penxo

CHa

[lepenaapl HACTpOEHUS |- Heuacto - -

CIlyTaHHOCTH CO3HAHHUS |- Penko - -
Hapymenus co Hapymenne koopaunanuuHeuacto - - -
CTOPOHBI HEPBHOU ([ 0JIOBOKpYKEHUE Hacto Hacto - Penxo
CHCTEMBI [locTypanpHOe Hedacto - - -

FOJIOBOKPYXKEHHE,

[COJIOBOKPYKEHHE MTPH

(u3nUecKoil Harpy3Ke

JncreB3us Heuacto Heuacto - -

OKCTpanvpaMuIHbIN - HacTtora - -

CHUH/IPOM HEN3BECTHA

["ooBHAs 607B Hacto Hacto - Penxo

['unepronyc - Od4eHb peaKo |- -

3aTOPMOKEHHOCTH Heuacto - - -

[TapecTesust HeuyacTo HeuyacTo - Penxo

[lepudepuueckas Hewacto O4eHb peqKo |- -

HelponaTHs, HeliponaTus

COHJINBOCTB Hewacto Yacro - -

OOMOpOK Hedacto Hedacto - -

Tpemop - Heuacto - -

['unecresns - Heuacto - -
Hapyienus co OcTpas 3aKphITOYTOIBHAS |- - - Hacrora
CTOpPOHBI OpraHa |rjaaykoma HEN3BECTHA
3pEeHUs Hapymenue 3penns - Hewacto - -
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Hapyiienne octpoTsl Heuacto Heuacto - Penxo

3peHus

XOopruouganbHbIN BEIIOT |- - - Hacrora

HEU3BECTHA

Hapyenus co 3BOH B yIax - Heuacto - -
CTOpOHEBI opraHa  (Bepturo Heuacto - Heuacto -
ciyXxa
naOuprHTa
Hapymienus co Omnryienue - Uacto - -
CTOPOHBI cepAlla  |CepALICOUCHMSI

Taxukapaus HeuyacTo - - -

ApuTt™Mus (BKITIOUAs - Od4eHb penKo |- Penxo

OpaarKapIuio,

PKEITy JOUYKOBYIO

TaXUKaAPIUIO U

(buOpUIIIAIIIIO

rpencepanii)

NHudapkT MmuoKkapaa - Od4eHb peaKo |- -
Hapymenus co ['unepemus - Hacto - -
CTOPOHBI COCYJIOB |ApTepHaibHAs Hacto Heuacto - -

CUITOTEH3US

OpTtocTtatnyeckas Hewacto - - Hacto

CUIIOTEH3US

diedut, Tpomboduiedur |Hewacto - - -

Backymut - OueHnb penko|Yactora -

HEU3BECTHA

Hapyenus co Kamrens Heuacto Ouenp penko |Heuacto -
CTOPOHBI OppItka Hewacto Hewacto - -
NTBIXaTeIbHON 'YTHETCHHE JBIXaHus, OTEK|- - - Ouenb penxo
CUCTEMbI, OPI'aHOB |IIETKUX, THEBMOHHT
TPYIHOM KJIETKH U [PUHUT - Heuacto - -
CPCAOCTCHUA [lepmienue B ropie Hewacto - - -

OP/IC - - OueHb penKo
Kemynouno- Juckomdoprt B )xuBote, |Hewacto Yacro Heuacto Penxo
KHIICYHBIC 0oJb B BepXHell yactu
HapyLIeHNs PKUBOTA

AHTHOHEBPOTHICCKUAN - - O4eHb penKo |-
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OTCK KMIIICYHHUKa

3amax u30 pTa Heuacto - - -
3MeHeHue puTMa - Heuacto - -
e exarm
3anop - - - Penxo
CHIDKEHUE allleTuTa - - - Hacto
[Tuapest Heuacto Heuacto - Penxo
CyXOCTb CITU3UCTON Heuacto Heuacto - -
000JI0YKH TTOJIOCTH PTa
Jncnerncus YacTo Heuacto - -
["acTpur - OueHb penKo - -
['unepmnasus necexH - OueHb penKo - -
TomHoTa Heuacto Hacto - Hacto
[lankpeaTut - O4eHb peaKo |- OueHb penKo
PBoTa Heuacto Heuacto - Hacto
Hapyuenus co OTKJIOHEHUE OT HOPMBI |- OueHb HacTtora -
CTOPOHEI TIEYECHH U [ITOKa3aTesIel MeYeHOTHBIX peako** HEW3BECTHA
YKETYEBBIBOSINNX [TPOO, BKITFOYAS
myTen MTOBBIIIICHHE
KOHIIEHTPAITUN
OnTMpyOWHA B TUTa3Me
KpOBH
['emmaTut - OueHb penKo - -
BHyTpuneyeHoYHbIH - OueHb penKo - Penko

X0JICCTas, XKXEJITyXa

Hapyenus co
CTOPOHBI KOXH 1
TTOJKOXHBIX

TKaHEH

AJtomerus - Heuacto - -
AHTHOHEBPOTHIECKHIA - Ouenp penko|YacTtora -
0TEK HEU3BECTHA
byie3HbIil nepMaTuT - - Yacrota -
HEU3BECTHA

Peakiiuu o TUITy KOKHOU
KpacHOM BOYaHKU,
[pEeaKTHBAIUS KOKHOU

KpacHOUM BOTYaHKU

OueHb pesKo

MynbTH(GOpPMHAS dpUTEMA

O4eHb penKo

YacToTa

HCHU3BCCTHA

DK3aHTEMA

HeugacTo
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[loBbIIIEHHOE Heuacto Heuacto - -
[MOTOOT/IEIICHUE
Peaxris - O4eHb penKo - Penxo
(dhoTouyBCcTBUTENNEHOCTH ™
KoxHbIi1 3y 1 Heuacto Heuacto HacTtora -
HEN3BECTHA
[Iypmoypa - Heuacto - Penxo
KoxHas cbInb - Heuacto Uactora Hacto
HEN3BECTHA
3MeHEeHUE [IBETA KOXKH |- Heuacto - -
Kpanusuuua u gpyrue |- OueHb penKo - Hacto
(hopMBI ChITTH
HexkpoTtuzupyromumii - - - OueHb penKo
BAaCKYJIHT U TOKCHIECKHHA
PIUAEPMATbHBII
HEKPOJIU3
JKkc(homuaTuBHBINR - O4eHb peaKo |- -
nepMaTUT
Cunnpom CTuBeHCa- - OueHb penKo - -
/xoHCOHA
OTtex KBuHke - OueHb penKo - -
Hapyumenus co ApTpanrus - Heuacto - -
CTOPOHBI bonb B crivHe Heuacto Heuacto - -
MBIIIIEYHOM, [Tpumyxiocts cyctaBoB  |HeuacTo - - -
CKEJICTHOM U MBI1IEUHBIE CIIa3MBbl Heuacto Heuacto - Hacrtora
COEIMHUTENBLHON HEN3BECTHA
TKaH! MpimeqHas c1abocTh Heuacto - - -
Muanrust Heuacto Heuacto Hacrtora -
HEN3BECTHA
bonb B KOHEUHOCTH Heuacto - - -
[Ipunyxocts - Yacro - -
OJIEHOCTOITHOTO CyCTaBa
Hapymenus co [loBbIIEHNE Hewacto - YacroTa -
CTOPOHBI OYEK U |KOHIIEHTPALIUN HEN3BECTHA
MOUEBBIBOSIINX |[KPEaTHHUHA B TIa3Me
myTen KpPOBU
Hapymenue - Heuacto - -
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MOYCHUCITYCKaHUA

HuxTypus

HeugacTo

[Tonnakuypus

Yacto

HeugacTo

Hapymenne GyHKumn

ITOYCK

YacTora

HCHU3BCCTHA

OcTpas moyeqHast

HCI0CTATOYHOCTH

Heuacto

YacTora

HCHU3BCCTHA

Hapymenne GpyHKumn
[MOYEK U MoYeyHas

HCI0CTAaTOYHOCTh

YacToTa

HCHU3BCCTHA

Penko

Hapyuenus co
CTOPOHBI
PEnpOIyKTUBHOMI
CHCTEMBI 1

MOJIOYHBIX JKCJIC3

IMooreHIMs

HeugacTo

HeugacTo

Yacto

['mHexoMacTus

HeugacTo

OOmue
HapyLICHUS U
peaKIuy B MeCTe

BBEJICHUS

AOasus, HapylIeHHE

MOXOIKH

Heuacto

AcTeHus

Heuacto

Heuacto

HacTora

HCHU3BCCTHA

uckomdopr,

HEIOMOTraHHe

Heuacto

Heuacto

Y TOMJIIIEMOCTD

Yacto

Yacto

HeuyacTo

bonb B rpyau
HECEPACYHOTO

IIPOUCXOXKICHUA

HeuyacTo

HeuyacTo

OTtex

Yacto

Yacto

bonb

Heuacto

[InpeTndeckas peakuus

HacTora

HCHU3BCCTHA

JlaboparopHble 1
MHCTPYMEHTAITb-

HbIC JJAHHBIC

[loBbr1IEHNE

KOHLCHTpAaUWU JIMTIUJIOB B

[1J1a3ME KpOBH

OueHb YacTo

[loBrIIEHTIE
KOHIICHTpAIlUU a30Ta
MOUYEBHUHEI B IIJIa3M€E

KpOBH

HeuyacTo

[loBEIIEHTIE

HeugacTo
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KOHIIEHTpallMd MOYEBOU

KHCJIOTEI B IIJIa3ME KPOBHU

[roko3ypust - - - Penxo

CHmwkeHne comepkanust  [Hegacto - - -

KaJIus B IIJIa3ME KPOBU

[ToBbIICHNE COACPAKAHUS |- - UacrtoTa -
KaJiusl B IJIa3Me KPOBU HEU3BECTHA

'YBenuueHue Macchl Tena [Hedacto Heuacto - -
CHIDKCHUE MacChl Tella |- Heuacto - -

* Cwm. paznen 4.4.
** B 0OCHOBHOM COOTBETCTBYET XOJIECTa3y.

COO6H_I€HI/IG 0 IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

Baxxno cooOmarb 0 mOI03peBaeMbIX HEXKENATEIbHBIX PEaKIHsIX IMOCIe PEerucTpanuu
JIEKapCTBEHHOI'0 Ipenapara C Lelbl0 OO0ECHeueHuss HENpPEepbIBHOIO MOHUTOPHHIA
COOTHOIIIECHUS «I0JIb3a — PUCK» JICKAPCTBCHHOTO Tpernapara. MeIuIuHCKUM pPabOTHHKAM
pekomeHayeTcsi cooOuaTh O JIIOOBIX  I0/I03PEBAEMBIX  HEKEJIATENIbHBIX  PEAKIUAX
JIEKapCTBEHHOI'0 Iperapara 4yepe3 HallMOHAJIbHbIE CHCTEMBI COOOIIEHUSI O HEKeNaTesIbHbIX
peaklMsIX rocyJapcTB — WieHOB EBpazniickoro s5KOHOMHUYECKOTO COI03a.

Poccuiickasa ®edepayus

109012, r. MockBa, CrnaBstHCKasi TUIOIIa b, a. 4, cTp. 1

®denepanpHas cnyx0a Mo Haa30py B cdepe 3paBoOXpaHEHUs

Ten.: +7 800 550 99 03

Anpec s1. moutsl: pharm@roszdravnadzor.gov.ru

Be6-caiit: https://roszdravnadzor.gov.ru

Pecnyonuxa benapyco

220037, r. Musnck, ToBapuilieckui nep., 1. 2a

VII «LleHTp 3KCIIepTU3 U UCIIBITAHUI B 3[paBOOXPAHEHUN

Ten.: +375 (17) 242 00 29

®axc: +375 (17) 242 00 29

Anpec a11. mouthl: repl@rceth.by

Be6-caiiT: www.rceth.by

Pecnybnuxa Kasaxcman

010000, r. Acrana, paiion baiikonslp, yi. A. manosa, a. 13, B «Hypcayzer 2»
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PI'TI na ITXB «HarmoHanpHbINA HEHTP SKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB U MEIUIIUHCKUX
u3nenuity Komwurera MemumuHCKOro #  (hapManeBTHUECKOro KOHTpOJis MuHHCTEpCTBA
3npaBooxpanenus Pecnyonmku Kazaxcran

Ten.: +7 7172 235 135

Anpec 311, moutsl: farm@dari.kz

Be6-caiiT: www.ndda.kz

Pecnybnuxa Apmenus

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

I'HKO «LleHTp 3KCniepTU3bl JIEKAPCTB U MEAULIMHCKUX TEXHOJIOTUI»

Ten.: (+374 10) 20 05 05, (+374 96) 22 05 05

Anpec 311, mouThl: vigilance@pharm.am

Be6-caiit: http://www.pharm.am

Keipevizckasn Pecnybnuka

720044, Yyiickas o0sacts, r. bumikek, yi. 3-s Jluaus, a. 25

JenapTamMeHT JIeKapCTBEHHBIX CPEACTB U MEAUIIMHCKUX U3ICTUI

Temn.: +996 (312) 21 92 86

Anpec 21. noutsl: pharm@dlsmi.kg

Be0-caiir: https://www.dlsmi.kg

4.9. Ilepeno3upoBka

JlaHHbIe O ciyyasix nepe103upOBKH MpernapaTa B HACTOSIIEE BPEMsI OTCYTCTBYIOT.
AMIioannuH

Cumnmombi

[lepeno3upoBka aMJOAWIMHA MOXET TIPUBECTH K Ype3MEpPHOU  mepudepruuecKon
Ba3OJMIaTAllMd HM BO3MOXHOW pednexkropHoil Taxukapauud. Coo0Ianock Takke O
BO3HUKHOBEHHUH BBIPAKEHHOT'O M UIMTEILHOIO CHMXKEHHUS AJl BIUIOTH 10 pa3BUTHS IIOKA C
JIETATHHBIM HCXOOM.

Jleuenue

B cnyuyae BO3HHMKHOBEHHUS BBIPQXEHHOTO CHIDKEHHUs AJl maunuMeHty cineayer NnpuaaTh
TOPU3OHTAIILHOE TOJIOKEHHE C MPUIOJHATHIMU HOTaMU M MPUHATH AKTUBHBIE MEphI IO
MOJICPKAHUIO  JICSITEIBHOCTH  CEPJCYHO-COCY/IUCTON  CHCTEMBI, BKJIIOYAs PEryJISpPHBINA
KOHTPOJIb ACATEIbHOCTH Cepla U abixareabHou cuctembl, OLIK m xonuyecTBa BbIIEIIEMOMN
MOYH.

Jns mopnepxaHus HOPMAJIbHOTO TOHYCa COCYJIOB MPU OTCYTCTBUM MPOTHMBOIIOKA3aHUMN
BO3MOKHO TNPUMEHEHHE Ba3OIPECCOpPHBIX mpemnaparoB. Ecnu mpemnapar Ko-Bammocer Obin

MPUHST HEJTABHO, PBOTA WJIM POMBIBAHUE KeEJTyAKa MOTYT ObITh 3 dekTuBHbIMU. [ [puMenenue
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AKTHBUPOBAHHOTO YTJIS y 3JJ0POBBIX IOOPOBOJIBIIEB COMTPOBOKIAIOCH CHIKEHUEM abcopOImm
aMIIOJIMIIMHA.

Bancapran

[Ipu mepeno3upoBKe BajicapTaHa MOXHO OXKHJATh Pa3BUTHE BBIPAKCHHOTO CHIDKCHHS AJl u
TOJIOBOKPY>KCHHS.

I'uapoxsiopoTHasug

Cumnmombi
HauOosnee yacTbIM IpOSIBIEHUEM N1EPEI03UPOBKU T'HPOXIOPOTHASHIOM SIBIIETCS YBEIUUCHHUE
IMypes3a, CONpPOBOXJAIOLIEECs OCTpOW  moTepedl  KuAKocTH  (Aeruaparauueil)
QJIEKTPOJINTHBIMU ~ HApyIIEHUSMHU  (TUIOKAJIUEMUs, TUIIOHATPUEMUS, THMIIOXJIOPEMUS).
Ilepeno3upoBKa rUAPOXIOPOTUAZUIOM MOXKET MPOSABIATHCS CIEAYIOIIMMU CUMITOMAaMU:
® CO CTOPOHBI CEPIEYHO-COCYAUCTON CUCTEMBI: TAXUKapAUsl, CHUKeHHE Al, MIOK;
® CO CTOPOHBI HEPBHOM CHUCTEMBI: cJ1a00CTh, CITyTAHHOCTh CO3HAHUS, TOJIOBOKPYKEHHE U
CIIa3Mbl HKPOHOKHBIX MBIIILI, TAPECTE3UsA, HAPYIIEHNE CO3HAHMS, YCTaIO0CTh;
® CO CTOPOHBI KEJIyA0YHO-KUILIEYHOT O TPAKTa: TOIIHOTA, PBOTA, JKaXa;
® CO CTOpPOHBI IT0YEK U MOYEBBIBOSILUX MyTEH: NOJUYpUS, OJIMTYPHUS WM aHypus (U3-3a
TEMOKOHIIEHTPAITNH);
e 1a0OpaTOpHBIE MTOKA3ATEIN: TUIIOKAINEMHUS, TUIIOHATPUEMUS], TUIIOXJIOPEMHUS, aJIKaJlo3,
MOBBILICHHOE COZIEpKaHHE a30Ta MOUYEBUHBI B IJ1a3Me€ KpPOBU (OCOOEHHO y MalluE€HTOB
C MOYEYHOH HEJOCTATOUHOCTHIO).
Jleuenue
IIpn mepeno3upoBKE MPOBOAUTCS CUMITOMAaTHYECKas M INOJAepKuBaronias tepanus. Eciau
npenapar ObLI NPUHAT HEAABHO, JUIS BBIBEACHMS T'MAPOXJIOPOTHA3U/A MMOKA3aHbl MHIYKIUS
PBOTHI WJIM TPOMBIBAaHHE XKelmyaka. AOCOpOLUIO THAPOXIOPOTHA3MIA MOKHO YMEHBIIUTH
IIPUEMOM BHYTPb AaKTUBUPOBAaHHOro yris. B ciywae cHwkeHus AJ] mnm moka ciuemyer
BocnioiaHUTh OLIK (BBeAaeHHEM MIa3M03aMEIIAIOMINX KUIKOCTEH) U ACPUIMT 3IEKTPOIUTOB
(xanuii, HaTpuii). Ilpyu OpIXaTeNbHBIX HApPYLICHHUSIX MMOKa3aHA WHTAIALUSA KHUCIOPOAOM WM
HUCKYCCTBEHHasi BEHTWJALMA Jierkux. Creayer KOHTPOJHMPOBATh BOAHO-3JIEKTPOJIMTHBIN
OamaHc (0COOEHHO COfepKaHUE Kajusl B CHIBOPOTKE KPOBH) M (YHKLHMIO TOYEK 10 HUX
HopMmanu3anuu. Crnenuduyeckoro aHTUAOTa HET. ['MAPOXJIOPOTHA3H] BBIBOJUTCS MpU
TFeMOJHUAIIA3€E, OMHAKO CTEIICHb €T0 BBIBEACHHS HE YCTaHOBJICHA.
Bancapran ¥ aMIIOIUIINH C IOMOIIBIO FEMOJUAIIN3A HE yIAJSIOTCS, TOT1a KaK Ul BBIBEICHUS

THJIPOXJIOPOTHA3UAA TEMOIUAIN3 MOKET OBITh AP PEKTUBHBIM.

5. ®APMAKOJIOTHYECKHE CBOMCTBA
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5.1. ®apmakoauHaAaMHYeCKHE CBOMCTBA

®dapmakoTepaneBTUYECKas TpyIIa: CPeACTBa, ACHCTBYIOIIME HA PEHUH-aHTMOTEH3MHOBYIO
CI/ICTeMy; AHTAarOHMUCTHhI peI_[eHTOpOB AHI'MOTCH3WHA IIs KOM6I/IH3.I.[I/II/I C I[p}/I‘I/IMI/I CpeI[CTBaMI/I
Koa ATX: C09DXO01

MexaHu3M ASUCTBUS 1 d)aDMaKOHI/IHaMI/ILIeCKI/Ie CBOMCTBA

[Tpemapar Ko-Bamiiocer sBusiercss kKoMOWHAIUed TpeX TUIIOTCH3UBHBIX KOMIIOHEHTOB C
JOTIOJHSIOIMMM Jpyr Jpyra MexXaHu3MoM KoHTpoist AJl: amsoaunuHa (IpOU3BOAHOE
muruaponupuanaa) — BMKK, Bamcaprana — APA Il u ruapoxmnopornasuga — THA3UIHOTO
muypetrka. KoMOMHaIMsA 3TUX KOMIOHEHTOB MPUBOIUT K 0o0Jiee BBHIPAKEHHOMY CHUKCHHIO
AJl 110 CpaBHEHUIO C TAKOBBIM Ha (HOHE MOHOTEPAITHMH KaXKIbIM IIPEMapaToOM B OTACITHLHOCTH.
Amnoounun

AwMyonunuH, BXOASIUN B cocTtaB npenapara Ko-Bamiocer, uHrubupyer tpancmeMOpaHHOe
MOCTYIUICHHE HOHOB KaJbLIUS B KAPJUOMHOLIMTHI U TJIAJKOMBIIIEUYHbIE KJIETKH COCYOB.
MexaHu3M aHTUTUIIEPTEH3UBHOIO ACHCTBUS aMJIOJUIIMHA CBSI3aH C MIPSAMBIM pacciaadisionum
3ppexToM Ha TIAAKHE MBIIIIBl  COCYAOB, BBI3BIBAIOIIMM  YMEHbBIIEHHE OOMIEro
nepudepruyeckoro COCyJIUCTOr0 COMPOTHBICHUS W CHIbKeHHe AJl. DKcrepuMeHTalbHbIe
JTAHHBIE TTOKA3bIBAIOT, YTO aMJIOJIUIINH CBA3BIBAETCS C AUTHAPO- U HEAUTHIPOTUPHUIUHOBBIMU
aKTHUBHBIMHU IIeHTpamMu perentopa. CokpaileHue KapJAHUOMHUOIMTOB W MHOIIMTOB CTEHOK
COCYZIOB MIPOUCXOIUT Oarosapsi MPOHUKHOBEHUIO B HUX MOHOB KaJbIUs Yepe3 KaJlblIUEBbIE
KaHaJIbI.

VY nauueHToB ¢ apTepUaIbHON THIIEPTEH3HEN NMPUMEHEHHE aMJIOAUIINHA B TEPANEBTUYECKUX
J103aX BBI3BIBAET pACIIMPEHUE COCYJIOB, MpUBOAsIIee K cHUXeHHI0 AJ[ (B mosjoxxkeHuu
NanueHTa «JIexa» U «ctos»). CHukenue AJl He CONpoBOXKAAETCS CYIIECTBEHHBIM H3MEHEHUEM
qacToThl cepiaedynbix cokpamienuid (HCC) u akKTHBHOCTH KaTE€XOJAMHHOB IPH JTUTEIHHOM
MIPUMEHEHUHU.

KonuenTpanuu npernapara B 1mjia3Me KpoBU KOPPEIUPYIOT C TEPANeBTHUECKUM OTBETOM Kak y
MOJIOZIBIX TAIMeHTOB, TaKk M Yy MAIUEHTOB MOXWIoro Bo3pacta. [lpm aprepuanbHOi
TUMEPTEH3UU Y TAIlMEHTOB C HOPMaIbHOW (DYHKIMEH MOYeK aMJIOJUIUH B TEPAeBTHUECKUX
J103aX TPUBOAMUT K YMEHBUIEHUIO CONMPOTUBJICHUS MOYEUHBIX cOCyA0B, yBenuueHno CK® u
3¢ (HEeKTUBHOTO TOYEUYHOTO KPOBOTOKA IUIa3Mbl 0€3 U3MEeHEeHUs (QUIbTPAlMOHHON (PpaKiuu 1
BBIPAKEHHOCTHU MTPOTCHHYPHUH.

Taxk e, kak u npu npumenennn Apyrux BMKK, Ha ¢pone npuema amnoaunuHa y naieHToB ¢
HOpMaIbHOU (PYHKIMEW JIEBOTO KEIyJA0YKa HAOII0NaIoCch M3MEHEHUE T'e€MOAMHAMHYECKUX
nmokasaTesiei PyHKITMU cepiia B IOKOe U TPH (PU3NUECKON HArpy3Ke: HeOOJbIIOe YBETUICHUE

CEPACUYHOTO MHACKCA 0e3 3HAYNTENHLHOIO0 BIWSHUSI Ha MaKCUMaJIbHYIO CKOPOCTb HapaCTaHUA
34



JIABJICHUSI B JIEBOM JKEJIyJ0YKE, Ha KOHEYHO-JHACTOJIMYECKOE HABJIEHHE U O00BEM JIEBOrO
KeNyAo4yKa. ['eMOIMHaMUYEeCKUE MCCIEA0BAaHUS y MHTAKTHBIX JKUBOTHBIX M 3/10POBBIX
NOOpPOBOJIBIIEB TOKA3ajlHM, YTO CHWXeHue AJl mox BIMsHUEM aMJIOJUIMHA B JHANA30HE
TEPANEBTHYECKUX J103 HE COIPOBOXKIAETCS OTPULIATEIbHBIM MHOTPOIHBIM JIECHCTBUEM JaXKe
IPpY OTHOBPEMEHHOM IIPUMEHEHHUH ¢ OeTa-apeHO0I0KaTOPAMHU.

AMIIOIMIIMH HE W3MEHsAeT (YHKIMIO CHHOATPUAIBHOTO Yy371a M HE BIUSET Ha
ATPUOBEHTPUKYIISIPHYIO MIPOBOAMMOCTD Y MHTAKTHBIX KHBOTHBIX M 37J0POBBIX JOOPOBOJIBIIEB.
[Tpyu npuMeHeHNH amJIOJUNMHA B KOMOMHALMU ¢ OeTa-aJpeHOo0J0KaTOpaMy y MAalUEeHTOB C
apTepUaJIbHON TUIIEPTEH3UEH WIM CO CTEHOKapaued cHumkeHue AJl He cOonpoBOXKIAETCs
HE)KeJIaTeJIbHBIMU U3MEHEHUSIMU JIEKTPOKApAHOrpadUueCcKuX MapamMeTpoB.

Jokazana ximHUYeckas 3((EeKTHBHOCTP aMJIOAWIKHA Yy TMAIMEHTOB CO CTa0MIbHOU
CTEHOKapuei, Ba30CIaCTHMYECKOW CTEHOKapJued M aHrHorpauueckd MOATBEP’KAECHHBIM
NOpaXCHUEM KOPOHAPHBIX apTepU.

Bancapman

Bancapran — aktuBHbIA 1 cneuududeckuid APA 11, npennaznayeHHBIN A1 IpUeMa BHYTPb.
On peifctByer u3buparenbHO Ha penentopsl noaruna ATi, KOTOpble OTBETCTBEHHBI 3a
3pdexTsl aHruoTeHsuHa Il. YBenuueHwe miIa3MEHHOM KOHIEHTPALMM  HECBS3aHHOTO
anruorensuHa Il BcmenctBue Giokaasl ATi-penienTopoB MoJ BAMSHUEM BajcapTaHa MOXKET
CTUMYJUpPOBaTh He3abiokupoBaHHble AT2-penentopbl, KOTOpblE MPOTUBOAECUCTBYIOT
spdexram crumysinun ATi-perientopoB. Basicapran He UMeeT CKOIbKO-HHOY1b BEIPaKEHHOM
arOHUCTHYECKOM aKkTHMBHOCTM B oOTHomeHun ATi-penentopoB. CpoacTBo BaicapTaHa K
peuenropam noaruna ATi mpumepno B 20 000 pa3 Beile, yeM K perentopam moarumna ATo.
Bancapran He unrubupyer AII®, xotopslil npeBpaiiaer aHruoreH3uH | B anrnorensus Il u
BBI3BIBACT paspyllieHue OpaaukuHuHa. Tak kak npu npumeneHun APA Il He mpoucxomut
uHru6ouposanuss AII® u HakoruieHus OpaAvKMHMHA WM cyOctaHuuu P, pasButue cyxoro
KAaIllJIsl MaJOBEPOSATHO.

B cpaBHUTENBHBIX KIMHUYECKUX HMCCIEIOBAaHUAX BajicapTraHa ¢ uHruouropom AlID yacrora
pa3BUTHsI CcyXoro kamnuig Oblia JgoctoBepHo Huxke (p < 0,05) y mamueHToB, MOMydYaBIIUX
Basicaptat (y 2,6 % manueHToB, NoJy4yaBIIuX BajicapTad, 1y 7,9 % — nonydaBimMx HHTHOUTOP
All®). B kIMHUYECKOM HCCIEIOBAaHUM, BKIIIOYABIIEM MAlMEHTOB, Y KOTOPBIX paHee MpH
nedyeHun uHruOutopom AIID pa3BuBaics cyxoil Kalleiab, IpU JICYEHUU BaJICApTaHOM 3TO
OCJIO)KHEHHE ObuTo oT™Me4yeHo B 19,5 % ciydaes, Npu JICYCHUH THA3UIHBIM TUYPETUKOM — B
19 % cnyuaeB. B To ke Bpems B TpyIlIe MAIMEHTOB, MOTYYaBIINX JICYEHUE WUHTHOUTOPOM

ATI®D, kamens Habmr0HaMICs B 68,5 % ciydaes (p < 0,05).
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Bancapran He BcTynaeT BO B3auMOJecTBUE U HE OJIOKHUPYET pelenTophl APYTUX TOPMOHOB
WIA WOHHBIC KaHAJIbl, UMCIOIIUE BAXKHOE 3HAUEHHUE JUIA PEryJsiuu (QYyHKIHHA CcepaedHo-
COCYAMCTOM CUCTEMBI.

[Tpu ieyeHuy BajgcapTaHOM NALMEHTOB C apTepHAIbHON TUIEPTEH3UEN OTMEYaeTCs CHUKEHHE
AJl, He conpoBoxnatomieecs: nsmenenueM YCC.

AHTHTUNIEpTEH3UBHBIN 3()()eKT mposBiIsieTcss B TeYeHHE 2 4YacoB y OOJBIIMHCTBA MAI[IEHTOB
1ocjie OIHOKPATHOTO IIpUeMa BajicapTaHa BHYTpb. MakcumanbHoe cHuxeHue A/l pa3BuBaercs
yepe3 46 yacos. [locie mpuema BancapTaHa JJIUTEIbHOCTh AHTUTUIEPTEH3UBHOIO 3(dexTa
coxpansercs 6osee 24 yacos. [Ipu noBTOpHOM NPUMEHEHUH MaKCUMallbHOE CHUKeHue Al BHe
3aBUCHUMOCTH OT HPUHATOM J03bI BHYTPh OOBIYHO JOCTUTaeTcs B Ipenenax 2—4 Hepenb u
NOJJIEP’KUBAETCS Ha JIOCTUTHYTOM YPOBHE B X0J1€ IIIUTENIbHOM Tepanuu. Pe3skoe npekpaiieHue
npuemMa BajcapTaHa HE COIPOBOXKIAETCA pe3KUM noBblleHMeM AJl win apyrumu
HE)KeJNaTeIbHBIMUA KJIMHUYECKMMHU TocneAcTBUAMU. [IpuMeHeHne BaicapTaHa y MalueHToB ¢
XCH (II-1V ¢pyskumonansHOrO Kiacca 1o kiaccupukanmuu NYHA) mpuBogur K
3HAUUTEIbHOMY CHIDKEHUIO YHCIa TOCHUTAIM3ALUNA 10 IOBOJAY CEPIAEYHO-COCYAMCTHIX
3a00s1eBaHui (4TO OCOOEHHO BBIPAKEHO y MAllMEHTOB, HE MOIYyYarolX WHruoutops AIID
win Geta-aapeHobnokaropsl). Ilpu mpueme BancapTaHa y MallMEHTOB C JIEBOXKETYIOUYKOBON
HEJ0CTAaTOYHOCThIO (CO CTAaOWUJIBHBIMU TOKa3aTeNsIMU I'€MOJMHAMHMKHN) WIH C HapylIEHUEM
(GYHKIIMM JIEBOTO JKEJNyAO4yKa IIOC/ie MEPEeHECEeHHOTro HuH(papKTa MHOKapAa OTMedaeTcs
CHU)KEHHE CEPIIEYHO-COCYAUCTON CMEPTHOCTH.

T'uopoxnopomuazuo

Toukoll npuIOXKeHUs NEUCTBUS THA3UIHBIX JUYPETUKOB SBISIOTCS IUCTAJIbHBIE W3BUTHIC
noyeyHble KaHabIlbl. [Ipy Bo3A€CTBUM THA3UIHBIX AUYPETUKOB HAa BHICOKOUYBCTBUTEIIbHbBIE
pELENTOPbl JUCTAIBHBIX KaHAJIbLIEB KOPKOBOIO CJOS TOYEK IPOMCXOIUT I10/ABIIEHUE
peabcopOruu MOHOB HATpus U XJopa. [loaBineHne Ko-TpaHCIOPTHOM CUCTEMbI HOHOB HATPHs
U XJIOpa, MO-BUAUMOMY, MPOUCXOJIUT 3a CUET KOHKYPEHIIMU 32 YYaCTKU CBA3BIBAHHUS HOHOB
XJIopa B JaHHOW cucTeMme. B pe3ynbraTre 3TOro BbIBEIEHME HOHOB HAaTpus U XJopa
YBEJIMUMBAETCSl MPUMEPHO B PaBHOM CTENEHHW. B pe3ynpraTe AUYpeTHUECKOTO IEHCTBHS
HaOmronaercst ymenblienne OLIK, BciencTBHEe 4Yero IMOBBIMIAETCS AaKTUBHOCTh DPEHUHA,
CeKpelusl ajbJ0CTEepOHA, BbIBEJACHHE IOYKAMHU Kajusl U, CIEIOBAaTEIbHO, CHMKEHUE
CoOJIep’KaHus KaJiusl B CBIBOPOTKE KPOBH.

5.2. apmakoknHeTHYECKHE CBOWCTBA

Amnoounun

AOGcopOnus
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[Tocne mpueMa BHYTpb aMJIOJMITMHA B TEPAIIEBTUYECKUX J103aX MaKCHMaIbHasi KOHIICHTPAIIUs
(Cmax) B mia3mMe KpoBH jocTuraercs 4depes 6—12 gyacoB. AOCOIOTHAasS OHOJOCTYITHOCTH
cocraisieT B cpeaaem 64—80 %. [Ipuem nmumm He BIUSET Ha OMOOCTYITHOCTh aMJIOIUITHHA.

Pacopenenenue

OObveM pacmperenieHHs] COCTaBisieT npuOim3uTenbHo 21 m/kr. B umcciepoBaHusx ¢
aMJIOJIMITUHOM B YCJIOBHUSX IN VItro mokasaHo, 4To y MalueHTOB ¢ apTepUalibHOM THIICPTCH3UEH
npuOIM3UTENbHO 97,5 % UUPKYIUPYIOMIEro aMJIOAWITHHA CBSI3BIBACTCS C OCJIKaMH TLIa3MbI
KPOBH.

BI/IOTDaHCd)ODMaI_[I/ISI

AMIOIUMNUH UHTEHCUBHO (mpubmusurensHo 90 %) wmertaOonus3upyercs B IEYEHH C
00pa3oBaHNEM aKTUBHBIX METa0OIUTOB.

OIUMUHAIMA

BeiBenienne u3 miasmbl KpOBH HOCHUT JBYX(a3HbIM XxapakTep C MEpPHUOIOM IOJyBBIBEACHUS
(T"2) npubauzurenbHo ot 30 o 50 yacoB. PaBHOBECHbIE KOHIIEHTpAUUH B IJIa3Me€ KPOBH
JIOCTUTAIOTCS MOCIIE MPOIOJDKUTEIIEHOTO TPUMEHEHHS B TeueHune 7—8 mueit. 10 % BeIBOgUTCS
B HEM3MEeHEeHHOM Bue, 60 % — B Bue MeTabOIUTOB.

Bancapman

AbGcopbuus

[Tocne mpuema BHyTpph BaincapraHa Cmax B IJIa3Me KpOBU JAOCTUraercs uepe3 2—4 uaca.
Cpennsist abcomoTHast OMOAOCTYITHOCTh cocTaBisieT 23 %.

[Tpu npueme ¢ nuuiei oTMeyaeTcs CHUXKEHHE OMOJOCTYITHOCTH (10 3HAYSHMIO TUIOLIAAN 10/
KkpuBoil «koH1eHTpanusa-BpeMs» [AUC]) Ha 40 % u Cmax B 11a3me kpoBu — noutu Ha 50 %,
XOTSl TPUOJIM3UTENBHO 4Yepe3 § "4acoB IOCIe MpHeMa BajlcapTaHa BHYTPh KOHIICHTPAITHMH
BajicapTaHa B IJIa3Me KPOBHU Yy JIIOJIeH, IPUHUMABILIUX €r0 C MUILIEH, U B TPYIIIE, MOTydaBIIen
BajJicapTaH Harollak, BbIpaBHMBalOTCA. CHikenne AUC, oJHaKo, HE CONPOBOXKIAETCS
KJIMHAYECKH 3HAYMMBIM YMEHBIICHHEM TepaneBTHIecKoro 3¢ddQexra, modroMy BaicapTaH
MOYKHO Ha3HA4aTh BHE 3aBUCUMOCTH OT BPEMEHH TpreMa MUTIIH.

Pacrnpenenenue

O6wvem pacnpenenenuss (Vd) BaicapraHa B TNepHOJ] PABHOBECHOI'O COCTOSIHMSA TIOCIHE
BHYTPHUBEHHOTO BBEJCHHUS COCTaBISLT OKOJO 17 7, 4YTO YyKa3blBaeT Ha OTCYTCTBHE
OKCTEHCHUBHOTO paclpe/ieieHus] BajicapTaHa B TKaHAX. BancapTaH B 3HAUMTENLHOW CTETICHU
CBSI3bIBAETCS C OeJIKaMu CHIBOPOTKH KpoBH (94-97 %), npenMyIiecTBEHHO C aJb0yMHHAMHU.

Buorpancdopmarnus

Bancapran He monBepraercsi BbpaxkeHHOMY MeTabonusmy (okoso 20 % mpUHSTON H03bI

OTIpENIeTISICTCS B BUJIE META0OJIUTOB). [ MAPOKCUIBHBIM META0OJUT OMpPENEseTCsS B IIa3Me
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KpOBHM B HU3KUX KOHIeHTpanusx (MeHee yem 10 % ot AUC Bancaprana). 3ToT MeTaboIUT
(dhapMaKoOIOTUIECKH HEAKTHBCH.

DJIMMHUHALMS

dapMaKOKHMHETUYECKasi KpUBasi BajicapTaHa HOCUT HUCXOIALIUI MYJIbTHIKCIIOHEHIIUAIbHBII
xapakrep (T/2o<lwuaca u T'2p okonmo 9 uacoB). Bancapran BBIBOOUTCS B OCHOBHOM B
HEU3MEHEHHOM BHJ€ uepe3 KUIeyHUK (0koino 83 % no3bl) u noukamu (okoio 13 % mo3bl).
[Toce BHYTpHUBEHHOTO BBEJICHHSI TJIA3MEHHBIN KJIMPEHC BaJicapTaHa COCTABIISIET OKOJIO 2 Ji/9ac
U ero moveuHslii kaupeHc cocrapuser 0,62 n/dac (okono 30 % ot obmero kiupenca). TYs
cocTapisieT 6 4acoB.

T'uopoxnopomuaszuo

AOGcopouus

BcackiBanme rujpoxsiopoTrasuia rnocie npruemMa BHyTpb ObicTpoe (BpeMsi JocTUKEeHHUS Cmax B
1asMe KpoBH okoio 2 yacoB). B cpeanem noBbimenne AUC HOCUT JIMHEHHBIN XapakTep U
NPOTIOPIMOHATBHO TMPHHATOM BHYTPh J03€ B TepalmeBTHYECKOM J1uama3oHe. llpum
OJTHOBPEMEHHOM TPUEME ITHIITH COOOIIATIOCH KaK O MOBBIIICHNH, TAK M O CHUYKEHUU CUCTEMHOM
OMOJOCTYHOCTH THAPOXJIOPOTHA3UA O CPAaBHEHHUIO C MIPUEMOM IIpernapara HaToIIaK.
Benuunna otoro BiOMsSHUS HeOoNbIas W KIMHUYECKH He3HaumMa. AOCONoTHas
OMO0CTYTHOCTh THIPOXJIOPOTHA3KAA [TOCIIEe TpUeMa BHYTpb coctasisieT 70 %.

Pacnpenenenne

KuneTtuka pacnpeseneHus U 3JIMMUHALIMU B IEJIOM OMMCHIBAeTCs KaK OMAIKCIOHEHIMATbHas
yoObiBaromass ¢pyHkuus ¢ T2 — 6-15uyacoB. [Ipy MHOrOKpaTHOM NpPHUMEHEHHH KHHETHKa
THIPOXJIOPOTHA3UAa HE W3MEHSEeTCS, W NpU TPUMEHEHWH | pa3 B JI€Hb KyMYJSIUSA
MUHUMaNbHA. BunuMmenii o0beM pacnpenenenus — 4-8 n/kr. 40—70 % HUPKYTUPYIOMIETO B
IUIa3Me KpPOBH THIPOXJIOPOTHAa3Ula CBA3BIBACTCA C O€IKaMH IUIa3Mbl KPOBH, TJIABHBIM
oOpazoMm, ¢ anbOymMuHamMH. ['MAPOXIOPOTHA3U] TaKXKe HAKAIUIMBAeTCSd B IPUTPOLMTAX B
KOHIICHTPAIUSX, IPUMEPHO B 3 pa3a MPEBHIMIAIONINX TAKOBbIE B TUIa3Me KPOBH.

buorpancdopmarms

I'mapoxsiopoTnasuj BBIBOAUTCS B HEU3MEHEHHOM BHJIE.

DJIMMHUHALNS

T2 xoneuno ¢Has3el coctaBisier 6—15dacoB. [Ipy MOBTOPHOM NPUMEHEHHUH IMperapaTa
KMHETUKA THAPOXJIOPOTHA3UJa HE W3MEHSETCs, IPU Ha3HAaYeHHH Ipernapara OJHOKPAaTHO B
CYTKM HaKOIUIEHHE TMperapara MuHUMainbHO. bomee 95 % abcopOupoBaHHON 103BI
TUAPOXJIOPOTHA3H/IA BBIBOJUTCS B HEU3MEHEHHOM BUIE ITOUYKAMH.

JIMHENHOCTH/HEINHENHOCTD
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dapMaKOKMHETUYECKHE TOKa3aTeld amJIOJWIIMHA, BajcapTaHa U THIPOXJIOpPOTHA3UIa
XapaKTEePU3YIOTCS IMHEUHOCTBIO.

Amnoounun + eancapman + cuopoxiopomuasuo

[Tocne mnpuema BHyTph mpenapara Ko-Bamnocer Cmax amioaumnuHa, BajicapTaHa U
TUAPOXJIOPOTHA3H/IA B TIa3Me KPOBU JOCTUTaloTcs yepes 6—8, 3 u 2 yaca COOTBETCTBEHHO.

Oco0Bble IPVIIILI MAIUEHTOB

Tlayuenmwi noowcunoeo 6ospacma (cmapue 65 1em)

Bpems noctmxennsi Cmax aMJIOAMIIMHA B TUIA3ME KPOBH Y MOJIOJBIX MAI[IEHTOB U MAI[MEHTOB
HOXHJIOr0 BO3pacTa OJWHAKOBO. Y IAIMEHTOB MOXHJIOrO BO3pacTa KIMPEHC aMIIOTUITHHA
HE3HAYUTENbHO CHUXEH, 4YTO NpUBOIUT K yBenuueHuo AUC u TV.

VY MmanueHToB MOXKWJIOTO BO3pacTa CHCTEMHOE BO3JICHCTBHE BajicapTaHa ObLIO HECKOJBKO
OoJiee BEIPaKCHHBIM, YEM Y MTAIEHTOB MOJIOJIOTO BO3PACTa, OHAKO 3TO HE OBLIO KIMHUYECKU
3HAYUMBIM.

HmeroTcs orpaHMueHHbBIE JAHHBIE O CHIDKEHUH CUCTEMHOTO KJIIMPEHCA THIPOXIOPOTHA3UAA Y
MalMeHTOB cTapuie 65 neT (3I0pOBBIX JOOPOBOJIBLIEB WM TAIMEHTOB C apTepUATbHOU
THIIEPTEH3HUEH ) TI0 CPAaBHEHHUIO C MOJIOJIBIMH MTaI[IEHTaMHU.

Tayuenmol ¢ Hapywenuem GyHKYUU novex

Y manueHToB C HapymeHUSMH (QYHKIMH TOYeK (PapMaKOKMHETHUECKHE TapaMeTphI
aMITOJTMTINHA CYIIIECTBEHHO HE M3MEHSIOTCSI.

He BobisBiaeHo xoppemsuuu Mexnay ¢ynkmueir mouek (KK) u cuctemHoil skcmosuiueit
BasncapraHa (AUC) y manneHToB ¢ pa3IMyHON CTENEHbI0 HapyIIeHUs! (YHKINHU TOYEK.

[lpy HanMuYMKM TOYEYHOM HEIOCTATOYHOCTH cpeiHue 3Ha4eHUs Cmax B TUIa3M€ KPOBH H
3HaueHuss AUC ruapoxiaopoTrasujia yBeJIMYMBAIOTCS, @ CKOPOCTh dKCKPELUU CHUXKaercsd. Y
NaIMEeHTOB C HapyLIeHHeM (YHKLUH MOYEK OT JIETKOW J0 YMEpEeHHON CTeneHM TshkecTH T2
YIJIMHSETCS NMpaKTHUecKH BjBo€. [louedHbli KIMpPEHC THAPOXJIOPOTHA3UAa y MAIMEHTOB C
HapymieHHeM (QYHKIIMH TTOYeK CHIDKEH 10 CPABHEHUIO ¢ HOPMAaJIbHBIMH ITOKA3aTeISIMH (OKOJIO
300 mi/mMuRH).

[Tpenapatr Ko-Bamiocer mnpoTHBONoka3zaH K MNPUMEHEHHIO Y TMAIMEHTOB C IOYEYHOU
HesocTaToyHoCcThIo Tspkenol crenenu (KK < 30 mi/mun), anypueil 1 10JKeH MPUMEHSTHCS C
OCTOPOYKHOCTBIO Yy TIAIIMEHTOB ¢ HapyIIeHHeM (DYHKIMH MTOYeK YMEPEHHOW CTENICHH TSIKECTH
(pacuetrnass CK® > 30 mu/mun/1,73 M? TUTOMIA M noBepxHocTH Tena u < 60 mu/mun/1,73 M2
IUIOIAAN TOBEPXHOCTH TENa).

Iayuenmel ¢ napyuienuem @yHKyuy nevenu

WNmeroTcst Wb OrpaHWYEHHBbIC KIMHUYECKHE JaHHBIE O NPUMEHEHHH AaMIIOJUIHMHA Yy

MAlMEHTOB ¢ HapyueHueM (yHKuuu nedeHu. [lanuenTsl ¢ HapymieHHeM (QYHKIUU TeYeHU
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MMEIOT CHWJKEHHBIM KIMPEHC aMJIOJUIIMHA, YTO MNpUBOAMT K moBbiieHHio AUC
npubmm3utenbHo Ha 40-60 %. B cpenHeM y manueHTOB ¢ HapymieHHeM (YHKIUU TEUYEHU
nerkoii (5—6 6amnoB no mkane Yaiina-I1er0) u ymepennoit (7—9 6amwos no mkane Yanna-I1s10)
crereHu Tsokectn OouomoctymHocth (o AUC) BancapraHa yaBawBaeTcsl 10 CPAaBHEHHIO CO
3I0POBBIMH JIOOPOBOJIBIIAMHU (COOTBETCTBYIOIIEIO BO3PACTa, T0OJa U Macchl Tena). [Ipenapar
Ko-BamiioceT mpoTrBONoKa3aH ManyueHTaM ¢ HapylleHHeM (YHKIHH TeYeHU (CM. pa3Jielibl
4.2.,4.3).
eTu
dapmMakOKHHETHYECKHE OCOOCHHOCTH TpuMeHeHus mnpemnapara Ko-Bamiocer y neredr 1o

18 neT HEe YCTaHOBIICHBI.

6. PAPMAILEBTUYECKHE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Ko-Bamnocer, 5 mr + 160 mr + 12,5 mr, TabiaeTKy, NOKPBITHIE TUIEHOYHOU 000JI0UKOM

[emrono3a mukpokpuctaumnyeckas (tum 200)
Kpockapmemnnosa HaTpus

IMoBugon K-25

Harpus naypuncynbdar

Mannurton

Marnus creapar

KpemHus nuokcny KoJIouHbINn

0O00104YKa IIIEHOYHAS

[TnenkoobOpa3yrorias CMecCh:
- IOJIMBUHUIIOBBIHM CIIUPT

- Makporo-3350

- Tutana nuokeup (E171)

- TAJIbK

Ko-Bamnocer, 10 mr + 160 mr + 12,5 mr, Ta01aeTKH, ITOKPHITHIE INIEHOYHON 000JI0OYKOM

Lemmtono3a mukpokpuctaummaeckas (tum 200)
Kpockapmenno3a Hatpust

[MoBumon K-25

Hatpus naypuicynsgat

Manunurton

Maruus creapat

Kpemuust 1MOKCH KOJITTOUAHBIN
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0O0oJ109Ka IUIEHOYHAS

[TnenkooOpasyroras cMech:

- IOJIUBUHUJIOBBIH CITUPT

- Mmakporoi-3350

- tutana quokeun (E171)

- TAJIbK

Kpacurens xene3a oxcu kpacHsiil (E172)

Ko-Bamocer, 10 mr + 160 mr + 25 mr, Ta01eTKH, DOKPBITHIE INIEHOYHOW 000JI0YKOMI

[emrono3a mukpokpuctammyeckas (tum 200)
Kpockapmenno3a Harpust

[ToBumon K-25

Hatpus naypuicynbdar

MannuToN

Maruus creapar

Kpemuus 1MOKCUI KOJIIIOWAHBIN

O00J104YKa IJIEHOYHAS

[TnenkooOpazytoras cMech:

- IOJINBUHUJIOBBIN CIIUPT

- Makporoi-3350

- tutana quokeun (E171)

- TAJIbK

Kpacurens xene3a okcua xentoiil (E172)

6.2. HecoBMecTHMOCTDH

Henpumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

3 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH IPH XPAHEHUHU

JlexapCTBEHHBIH Mpenapar He TpeOyeT CrieUalbHbIX YCIOBHIA XpaHEHHUS.

6.5. Xapakrep u coaepkaHue NEPBHYHOH YIIAKOBKH

[To 10 Tabnerok B Omucrepe u3 komOuHHMpoBaHHOro Marepuana OITA/An/IIBX u ¢onbru
AITFOMUHHUEBOM.

3 wu 9 GucTepoB BMECTE C JIMCTKOM-BKJIA IBIIIEM TOMEIIAIOT B MTAYKy KapTOHHYIO.

He Bce pa3mepy ynakoBOK MOTYT OBITh JOCTYIHBI JUISl peaTi3allHH.
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6.6. QOcoOble Mepbl TNPeIOCTOPOKHOCTH TMPH YHUUYTOKEHUH HCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0 TMpenapara WIH OTXOA0B, TMOJYYEHHBIX I0CJe TPUMEHEeHUs
JIEKAPCTBEHHOI'0 NMPenapara, u Apyrue MAaHUIYJISIIUN ¢ PenapaTomM

Oco0bie TpeOOBaHMS OTCYTCTBYIOT.

7. JEPXKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS
Poccniickas @enepanvs
000 «KPKA-PYCy, 143500, Poccus, MockoBckas 0611, . Mctpa, yin. MockoBckas, 1. 50
Ten.: +7 (495) 994 70 70
dakc: +7 (495) 994 70 78
Anpec 351. moutsl: Krka-rus@krka.biz
7.1. [IpeacTaBuTe/Ib J€PKATENA PETHCTPANMOHHOTO YI0CTOBEPEHMS

IIpereH3un HOTD66HTCHCﬁ HAaImpaBJIATH I10 aApECy.

Poccuiickasa ®@eoepayus

000 «KPKA-PYC»

143500, MockoBckast 0611, r. Mctpa, yin. MockoBckas, 1. 50

Ten.: +7 (495) 994 70 70

®axc: +7 (495) 994 70 78

Anpec 351. moutsl: krka-rus@krka.biz

Pecnyonuxa Benapyco

[TpencraButensctBOo AkumoHepHoro odmectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecnybnuka Cnosenust) B Pecriyonuke benapyce

220114, r. Munck, yn. ®unumonosa, a. 251, oduc 315

Ten.: 8 740 740 92 30

daxkc: 8 740 740 92 30

Anpec a11. moutsl: info.by@krka.biz

Pecnyonuxa Kazaxcman

TOO «KPKA Kazaxcrtan»

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

Anpec a1. moutsl: info.kz@krka.biz

Pecnybnuxa Apmenus

[TpencraButensctBO «Kpka, a.1., HoBo MmecTo» B PecniyOnuke ApmeHus
0001, r. EpeBan, yn. Han6anasu, 1. 106/1 («CASAT-HOBA» BUSHEC-IIEHTP), oduc 103

Tem.: +374 11 56 00 11
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Anpec 3. moutsl: info.am@krka.biz

Kuipevizckasn Pecnybnuka

[TpencraButenbctBo AO «KPKA, ToBapHa 31paBui, 1.4., HoBo mecto» B Kbipreiscrane
720040, Yyiickas obnacth, . bumikek, OyibpBap DpKuHIUK, 1. 71, 610K A

Ten.: +996 (312) 66 22 50

Anpec s1. noutsr: info.kg@krka.biz

8. HOMEP PETUCTPAIIMOHHOI'O YJJOCTOBEPEHMSI
JITI-Ne(000706)-(PT-RU)

9. JATA MEPBUYHOM PETUCTPALIMM (MMOATBEPKJIEHUS
PETACTPALIMM, TIEPEPETMCTPAIINN)

Hata nepBoii peructpauuu: 19 anpens 2022 r.

10. JATA IEPECMOTPA TEKCTA
17 centsabps 2025 .
OOmast xapakTepucTHKa JeKapcTBeHHOro mpemnaparta Ko-Bammocer pocrynmHa Ha
WH(OPMAIIMOHHOM TopTasie EBpa3miickoro 3KOHOMHYECKOTO COI03a B HH(OPMAIMOHHO-
KOMMYyHUKaImoHHo cetu «uTepHeT» https://eec.eaeunion.org.
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