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MUWHUCTEPCTBO 3JIPABOOXPAHEHU S POCCUNCKOMN OEJIEPALINNA

COT JiI! (
VHCTPYKLIUSA ~ COTJIACOBAHO
1O MEJIMIITMHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA
Ko-9kcoorxk®

PErUCTPAIIMOHHBIA HOMEP: JICP-008557/10

TOPrOBOE HAUMEHOBAHHUE: Ko-Jxchopx®

MEXAYHAPOJAHOE HENATEHTOBAHHOE WJIM TPYIIIMPOBOYHOE HAMMEHOBAHME:
aMJIOIUITUH+BAJICAPTAH+THAPOXJIOPOTHAZH /T

JIEKAPCTBEHHASI ®OPMA: TabJIETKH, TOKPHITHIE IIICHOYHOU 0001049KOi

COCTAB:

1 TaGnerka, moKpbITas IUIEHOYHOH 000s104KO#, 5 Mr + 160 mr + 12,5 mr, 10 Mr+160 mr+12,5 mr
COJICPIKHUT:

oeticmeyowue eeujecmea: amionununa oesunat — 6,94/13,87 mr (uro coorBercTByeT 5/10 Mr
amJIOJIMITHHA OCHOBaHus ), Basicaptan — 160,00/160,00 mr, ruapoxioporuazug — 12,50/12,50 mr;
8CnomozamenibHble Geujecmsa: TeIUTI0N03a MUKPOKPUCTAIUTHYECKast; KPOCIIOBUIOH; KPEMHUS
JIMOKCH/T KOJUTOMIHBIM, MarHusi creapar;

00010YKa NIeHOYHAA:

5 mr + 160 mr + 12,5 mr: o6omouka Premix Genas (rumpomesuiosa, tTutana auokeun (E171),
MakporoJi, TIbK),

10 Mr+160 mr+12,5 mr: o6onouka Premix Gemas (rumpomeriosa, tutana jguokcua (E171),
MaxKporoJ, Tajibk), 0060o4ka Premix jxenras (rumpoMesuio3a, KpacuTeb JKeJe3a OKCH/T KEJIThI
(E172), makporou1, Taybk), o6osnouka Premix kpacHasi (THIIpoMeIn1o3a, KpacHTellb Kelle3a OKCHT
kpacublif (E172), Makporoi, Tanbk).

ONUCAHUE

Tabnemku, nokpvimole nAeHOYHOU 000n04KoU, 5 me+160 m2+12,5 mz: npoJOJITOBATHIC
JIBOSIKOBBINYKJIbIE TAOJIETKH CO CKOIMIEHHBIMH KPassMH MOKPBITHIE TNICHOYHON 00010uK0# 6e10r0
nBeta ¢ TucHeHueM “NVR™ Ha oxgnoit cropone u “VCL” na 1pyroi.

Tabaemxu, noxkpvimoeie naeHouHou obdonouxou, 10 me+160 me+12,5 m2: NpPOIOITOBATHIC
JIBOSIKOBBINTYKJIbIE TaOJIETKH CO CKOIIEHHBIMHU KPasiMy TMOKPBITHIE IJIEHOUHON 060104UK0# O1e1Ho-
xKeaToro 1sera ¢ TucHenueM “NVR™ Ha oxHol cropone u “VDL” na npyroi.
MAPMAKOTEPATIEBTUYECKASI TPYINIIA: THIIOTEH3WBHOE CPEJICTBO  KOMOHHHPOBaHHOE
(6nokatop «memIeHHBIX» KaiblmeBblx kananoB (BMKK)+anrunorensuna II  penentopoB
AQHTArOHUCTHINYPETHUK).

Kox ATX: C09DXO01
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DAPMAKOJIOTMYECKHE CBONMCTBA

Dapmakoounamuxa

Ipenmapar Ko-Dkchopx® smisercs komOuHAIMell TpeX TIMIOTEH3UBHBIX KOMIIOHEHTOB C
JIOTIOTHAIOLIUM JIPYT Ipyra MEXaHU3MOM KOHTPOJIS apTepHaibHOrO AaBieHus (AJl) y manueHToB
C OCCEHUMAJIbHOW  aprepuanpHOM  runeprensuei (Al):  amnoounun  (IpOU3BOJHOE
JUTHAPOTIMPHINHA) — OJI0OKaTop «MeIeHHBIX» KanblueBblx kaHanoB (BMKK), sarcapman —
aHTaroHucT penentopoB anruorensuHa II (APA II) u euopoxnopomuazuo — thazuaHbin
quypetuk. KomOuHaIMst 3TUX KOMIIOHEHTOB IPHUBOIUT K O0Jiee BBIpAXKEHHOMY CHHXKEHHIO AJ] 110
CPaBHEHHIO C TAKOBBIM Ha (JOHE MOHOTEPAITMH KaXK/IbIM IIPENapaToM.

Amnoounun

AMJIIOIMTIHE, BXOJAImM B cocTaB mpemapata Ko—Dkcdopx®, HHrHOHpyeT TpancMeMOpaHHOE
MOCTYIUICHHE HOHOB KajlbllMsi B KApAMOMHOLMTBEI M TJIAJKOMBIIICUHBIC KJIETKH COCYJOB.
MexaHnu3M aHTHTHUIIEPTEH3UBHOTO JICHCTBHUSI aMJIOJIUITMHA CBS3aH C NPSMBIM PaccIabIIsiommM
sdpdexToM Ha TIIaJKOMBIIIEUHBIE BOJIOKHA COCYJOB, BBI3BIBAIOIIMM YMEHBIIEHHE OOIIEro
nepuGeprHuecKoro COCYAUCTOr0 CONMPOTURIICHUS U cHIKeHHE AJl. DKcriepuMeHTalbHbIE JaHHbIE
MOKA3bIBAIOT, YTO AMJIOJIUITHH CBS3BIBACTCS C JIMTHIPO- U HETUTUAPOITUPHIMHOBBIMH aKTHBHBIMHU
IIEHTpaMH perienTopa. Mexanu3Mm cokparieHust MHOKap/a 1 IJ1aJIKOMBIIIEYHBIX BOJIOKOH COCY/I0B
3aBUCHT OT TIOCTYIUICHHS MOHOB KaJIbIUsl W3 MEXKJIETOYHOrO IIPOCTPAHCTBA 4epe3
crierduyecKkre HOHHBIE KaHasbl [locie mpuema B TepaneBTUYECKHX J103aX y MalMeHTOB ¢ Al
aMJIOJIMITMH BBI3BIBACT BA30/IMJIATAIIUIO, MIPUBOJSIINYIO K CHIDKEHHIO AJl (B IOJIOKEHUH CTOSL U
nexa). CHkeHnre AJl He CONMPOBOXK/IACTCS CYIIECTBEHHBIM M3MEHEHHEM YaCTOTHI CEPACYHBIX
cokpanienuit (UCC) 1 akTUBHOCTH KAaTEXOJIAMHHOB IIPU JUTUTEILHOM IIPUMEHEHHH.
KoHlleHTpanus B miasmMe KpoBU Koppenupyer ¢ 3pdekrom Kak y MOJIOJABIX, TaK U Y MOKHIIBIX
MalUEHTOB.

[Tpu A" y manueHTOB ¢ HOpMaIbHON (QyHKIMEH NMOYEK aMIIOJIMIINH B TEPANICBTUHYECKUX JI03aX
IPUBOJUT K YMEHBIICHUIO COMPOTUBIICHHSI MOYEUYHBIX COCYOB, YBEIHYCHHIO CKOPOCTH
KJIy0OuKOBOH  uiabTpamud ¥ APPEKTUBHOrO IMOYEUHOrO TUIA3MOTOKa 0€3 H3MEHEHHMS
GUIBTPaMOHHOM (PaKIIUU ¥ BEIPAXKEHHOCTH ITPOTEUHYPHH.

Tak xe, xak u npu npumenenuu apyrux BMKK, na ¢one nprema amioaunuHa y maueHToB ¢
HOpMaJIbHOM (yHKIHUEH geBoro xenynouka (JDK) nabmonanoch H3MEHEHHE reMOIMHAMUYECKUX
nokasaresieil QyHKIMH cepila B MOKoe W MpH (Gu3ndeckoil Harpyske: HeOOBIIOE yBEIHYCHHE
Cep/IeuHoOro MHaeKkca 0e3 3HAYUTETBHOrO BIMSHUS HAa MaKCHMAJIbHYIO CKOPOCTh HapacTaHHs
nasinenus B JDK, Ha KoHeuHOe aMacTojMyecKoe JaBiieHHe M o0beM. ['eMoauHamMHYeckue
MCCIIE/IOBAHMS Y MHTAKTHBIX )KMBOTHBIX M 37I0POBBIX J0OPOBOJIBIIEB NOKA3a/IH, YTO CHIKEHHE Al

MOJ BJIMSHHUEM aMJIOJUIIMHA B JHaa30HE TEepaneBTHYCCKUX 103 HE CONPOBOXKIAACTCI
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OTPULIATEIFHBIM HMHOTPONHBIM JICHCTBHEM JaXke TP OJHOBPEMEHHOM TPUMEHEHHH ¢ [—
aipeHOOI0OKAaTOPaMH Y YeJIoBeKa.

AMIIONIMIIUH ~ HE M3MEHsieT (QYHKIHMIO CHHOATPHAJIBHOTO y3Jla M HE BIMSET Ha
aTPUOBEHTPHUKYJISIPHYIO MPOBOJUMOCTh Y MHTAKTHBIX JKUBOTHBIX M 3/I0POBBIX J0OPOBOJIBIEB.
[Tpu npyMeHEeHUH aMJIOTUITHHA B KOMOMHALUH ¢ —aipeHobaokaTopaMu y nauueHToB ¢ Al™ wim
CO CTeHOKapaueil cHuwxkeHue AJl He CONMpPOBOXKIAETCS HEKEIATEIbHBIMU HW3MEHEHUSIMH
napaMmeTpoB 3nekTpokapauorpammsl (DKI).

Jloxazana kiuHUYecKas H()(EeKTUBHOCTH aMJIOJMIHMHA Yy TALMEHTOB €O CTaOMIBHON
CTEHOKap/uel, Ba30CMAaCTHYECKOM CTEeHOKapJaued M aHruorpaguueckyd MOATBEPIKIACHHBIM
MOpaKEHUEM KOPOHAPHBIX apTePUid.

Bancapman

Bancapran — axktuBHbIH W cnemuduuneii APA I, mns npuema BHyTpb. OH JeHCTByeT
u3buparensHo Ha penentopsl moaruna AT, koTopble OTBewyaiOT 3a U3BECTHBIE 3(PQEKThI
anrnoteHsuHa [I. YBenudeHue IMIa3sMEHHOW KOHIIEHTpPAIlMHU HECBSI3aHHOTO aHruoreHsuHa Il
BestencTBue Onokaabl ATi—penentopoB IMOJ BIMSHUEM BajcapTaHa MOXKET CTHMYJIMPOBATh
He3absokupoBanHble ATr—penenTopsl, KOTOpBIE MPOTHBOACHCTBYIOT 3(dexkram cTHMYISIMU
AT|—peuentopoB. Bancapran He HMEET CKOJIBKO—HHUOY/Ib BBIPAKEHHON aroHHCTHYECKON
akTHBHOCTH B oTHOIIEeHUH AT —penentopos. CposcTBo BasicapTaHna K perenropam noaruna AT
npumepHo B 20 000 pa3 Beie, yeM k penenropam noaruna AT,

Bancapran He MHrHOMpyeT aHruoreH3uHNpespamaommi pepment (AIID), Takke U3BECTHBIN
KaK kuHuHa3a 1, koTopslit npeBpamaeT anruoTen3uH | B anrnorensuH 1 v BeI3bIBaeT paspyiieHue
OpamukunuHa. Tak kak npu npumeHeHudn APA Il He mpoucxomut mHrubuposanus AIID wu
HaKoIIeHHe OpaJMKWHHUHA WK cyOcTaHnuu P, pa3BuTHE CyXOoro Kamuls MajaoBeposTHO. B
CPaBHUTEJIBHBIX KIMHHYECKUX HCCIIENOBaHUAX BajcapraHa c¢ uHrubutopom AIID wacrora
pa3BUTHS Cyxoro Kanuis Obia qocroBepHo Huxke (p<0,05) y manueHToB, 0Jy4aBIIuX BajcapTaH
(y 2,6% nanueHToB, MOJNy4YaBIIMX BajicaptaH, U y 7,9% — nomydaBmux uaruburop AIID). B
KJIMHMYECKOM MCCJICIOBAHHH YaCTOTa PA3BUTHS CYyXOT0 Kallst IIPHU IIPUMEHEHUH BaJicapTaHa HITH
THA3UIHOTO JIMYPETHKA Yy TAIMEHTOB C CYyXHM KaluieM Ha (OHe NpeallecTBYIONIEH Teparuu
unruburopom AIID cocraBuma 19,5% u 19,0% coOTBETCTBEHHO MO cpaBHEHHIO ¢ 68,5%
MAIMEeHTOB, KOTOpBIE MoTydaar uHrubutop AIIO.

Basicapran He BCTymnaeT BO B3aUMOJICHCTBHE U HE OJIOKUPYET PELENTOPhI APYTHX TOPMOHOB HIIH
MOHHBIE KaHAJIBI, UMEIOIINE BAXHOE 3HAYEHHE Ul PEryJsiuy GyHKIMH cepeuHO—COCYAUCTON
CHCTEMBI.

Cumxenne AJl Ha (oHe Tepanmuu BajcapTaHOM Yy mnanueHToB ¢ Al' He compoBOXHaeTcs

n3zmenenneMm YCC.
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Y OONBIIMHCTBA MAIMEHTOB AHTUTHICPTEH3UBHBIH 3(QQEKT Mociae OJHOKPATHOTO IpHeMa
BaJIcCapTaHa BHYTpPb pa3BUBAeTCs yepes3 2 yaca, MaKCUMAIbHBIN 3G (EKT mpu 3TOM JOCTUraeTCs B
npeaenax 4-6 yacoB JlIUTENbHOCT aHTUTUNIEPTEH3UBHOTO 3 dekTa coctaBiser 24 vaca. [lpu
IIOBTOPHOM IIPUMEHEHMHM MaKCHMaJIbHOE CHMXKeHHE AJ| BHE 3aBUCHMOCTH OT IPUHATON 03Bl
0OBIYHO JOCTUraeTcsl B npejenax 2—4 HeJelb W COXPAHSETCS Ha JIOCTUTHYTOM YPOBHE B XOJI€
JUIMTENILHOM Tepanuu. Pe3koe mpekpaiieHue rnpuemMa BajJicapTaHa HE CONPOBOXKIAETCS PE3KUM
noBbIneHHeM AJl WK IPYyTUMHU HEXeNTaTeIbHBIMU KIIMHHYECKUMH TTOCJIECTBUSMH.
[Tpumenenue BasicapTaHa y MAlMEHTOB ¢ XPOHUYECKOH cepiaedHoil HexocrarouHocThio (II-IV
byHkuHoOHaANBHOTO Ki1acca 1o kinaccupukanun NYHA) npuBoUT K 3HAUUTEIIEHOMY CHHXKEHHIO
YHUCJIa TOCIHTAIM3ALMN 10 TOBOJY CEpACUYHO—COCYAUCTHIX 3abosjeBaHuit (YT0 OCOOGEHHO
BBIPQXKEHO y MAIMEHTOB, He MoJTydaromuX HHruoutops! AIT® wim B-anpenobiokaropst).

VYV nanuMeHToOB C KIMHHUYECKH CTAOMJIBHOHM JIEBOXKEIYJOYKOBOH HENOCTATOYHOCTHIO MM
HapymenueM ¢yukuuu JDK mocie nepeHeceHHoro nHgpapkra MUHOKap/a Tepanus BajJcapTaHOM
IIPUBOIUT K YMEHBIICHHUIO CEPJIEUHO-COCYIUCTON CMEPTHOCTH.

I'uopoxnopomuasuo

Toukoit TpUIOKEHUS NEUCTBHS THA3UIHBIX JHYPETHKOB SBIISIOTCS IMCTAJIBHBIE H3BUTHIE
MoYeyHble KaHAIbIBL. [IpH BO3JEHCTBHM THA3UIHBIX JUYPETHKOB HAa BBICOKOYYBCTBHTEILHBIE
pelenToOphl  JIUCTANBHBIX KAHAIBIEB KOPKOBOIO CJIOSI IOYEK IIPOMCXOJIMT I0JIaBJICHHE
peabeopbiun nonon matpus (Na) u xmopa (CI7). [Tonasnenue ko-TpancnopTHO# cuctems! Na' u
Cl, mo-BHIMMOMY, MPOUCXOJHUT 3a CYET KOHKYPEHIMH 3a Y4acTKH cBsi3biBaHMS HOHOB Cl™ B
JaHHo# cucreme. B pesynbrarte storo BeiBeaeHue noHoB Na u Cl yBenuuuBaeTcst IpUMEPHO B
paBHOI crenenu. B pesynbrare anypeTHyecKoro AeiicTBUS HabmoaeTcs yMeHblIeHHEe 00bema
IMPKYJIUPYIOLIEH TIa3Mbl KPOBH, BCJICJICTBUE UETO MOBBIIIACTCS aKTUBHOCTh PEHHHA, CEKPEIUs
aJIbJIOCTEPOHA, BBIBEICHUE MTOYKAMH KaJUs U, CJIEJI0BATEIbHO, CHHIKEHUE COJICPXKAHUS KaJIUsl B
CBIBOPOTKE KPOBH.

DapmakoKuHemuka

dapMakOKHHETHUECKHE —TIOKa3aTesd  aMJIOJMIIMHA, BajcapTaHa ¥ THAPOXJIOPOTHA3HIA
XapaKTePU3YIOTCS TMHEHHOCTBIO.

Amnoounun

Beacwvisanue

[Tocie mpuema BHYTPh B TEpaleBTHYECKHX J03aX MakcuMasibHas KOHUEHTPAus (Cmax)
aMJIOZIMIIMHA B TUIA3ME KPOBM JlOcTHraercs 4epe3 6-12 uvacoB. AGcomoTHas OHOMOCTYIHOCTh
cocrapiseT B cpenneM 64—80%. [Tpuem nuiy He BIUseT Ha OHOMOCTYIHOCTE aMJIOIUTIHHA.
Pacnpeoenenue

O6beM pacripeIe/IeHUst COCTABISIeT TPUOIH3UTENBHO 21 J1I/KT. B necne0BaHusIX ¢ aMIOIMITHHOM
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in vitro 1MoOKa3zaHo, YTO y MALMEHTOB C apTepUalbHON runepreHsueit npubimszurensHo 97,5%
IUPKYJIUPYIOLIET0 aMJIOAUITUHA CBSI3BIBACTCS ¢ OeIKaMH I1a3Mbl KPOBU. AMIJIOJMITUH TPOHUKAET
yepes IUIALEHTY U BBIACISAETCS C TPYAHBIM MOJOKOM.

Memabonusm

AMJIOMIIUH UHTEHCUBHO (pubnu3utesibHo 90%) MeTaboau3upyeTcst B e4eHu ¢ o0pazoBaHHEM
HEaKTHUBHBIX METAOOJIUTOB.

Buvigeoenue

BriBesieHne U3 mia3Mbl KPOBH HOCHUT ABYX(Da3zHbIN XapakTep ¢ nepruoaoM nosryBeiBeeHus (Tv)
npubsmzutensHo oT 30 10 50 yacoB. PaBHOBECHAs KOHLEHTPAIMS B IJ1a3M€ KPOBU JIOCTHIaeTCs
TOCJIE MPOJIODKUTENILHOTO IPUMEHEHUs B TeueHue 7—8 nueit. 10% BBIBOAUTCS B HEU3MEHEHHOM
Bune, 60% — B BHEe META0OJIUTOB.

Bancapman

Bceacwvisarue

[Tocne mpuema BHYTPh Cmax BajicapTaHa B ITa3Me KpPOBH JJOCTUTaeTcs uepes 2—4 vaca. Cpennsis
abcomroTHast 6MOI0CTYITHOCTD cocTaBiseT 23%.

[Tpu mpueme ¢ mumei oTMeYaeTcss CHUXKEHHE OMOJOCTYMHOCTH (110 3HAYEHHUIO IUIOIAIX IO
kpuBoit «kourentpanusi—spems» (AUC)) Ha 40% u Cmax B I1a3Me KpoBH 1ouT Ha 50%, X0Ts
npuOJTM3UTETIFHO Yepe3 8 JacoB mociie MpuemMa BajicapTaHa BHYTPbh KOHILIEHTpAIlUs BaJicapTaHa B
Tia3Me KpOBH y JIIOJICH, MPUHUMABIINX €ro ¢ IMHIIeH, ¥ B TpymIe, NojdydaBiueil BajicapTaH
Haromak, cxonaHa. CHmxenue AUC, oJHAKO, HE CONPOBOXKIACTCS KIMHUYECKH 3HAYMMBIM
YMEHBIICHUEM TeparneBTHYECKOro 3gQexra, B CBA3M € YEM BaJicapTaH MOXXKHO MPUHHMAThH BHE
3aBUCUMOCTH OT BPEMEHH IpHEMa ITHUIIH.

Pacnpeoenenue

O6wem pacnpenenenust (Vd) BajicapraHa B paBHOBECHOM COCTOSIHHH IIOCJI€ BHYTPHBEHHOI'O
BBEJICHHSI COCTABIISIT OKOJIO 17 JI, UTO yKa3bIBaeT HAa OTCYTCTBHE SKCTEHCHBHOIO pacrpe/eIeHUs
B TKaHsX. BajicapraH B 3HaYMTENIHHOM CTEIIEHN CBSA3BIBACTCS C OEIKaMH CHIBOPOTKH KPOBH (94—
97%), NpeUuMyIIECTBEHHO C albOyMHUHAMH.

Memabonusm

Bancapran He mojBepraercs BbIpaxkeHHOMY MeTaboimusMmy (okono 20% TpHHATON 03B
ornpesensieTcs: B Buae MetaboIuToB). ['HIPOKCHIBHBIH METAOOIMT ONPEIENISETCS B IJ1a3Me KPOBU
B HM3KHX KOHIEeHTpanusx (menee uyeM 10% ot AUC Bancaprana). DTOT MeTabOJIUT
(hapMakoIOrHYecK: HEaKTUBEH.

Buvigeoenue

dapMakoKMHETHUECKash KpHUBas BajicapTraHa HOCHT HHCXOIANIMH MyJIbTHIKCIIOHCHIHATBHBIN

xapakrep (Tva <1 9 u Typ okono 9 u). Bajicapran BEIBOJUTCS B OCHOBHOM B HCH3MEHEHHOM BHUJIE
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yepe3 KuieyHuK (okoso 83% no3wl) ¥ nouykamu (okoso 13% mo3sl). [locne BHyTpuBEHHOTO
BBEJ/ICHUS TIA3MEHHBIH KIMPEHC BaJicapTaHa COCTABIISET OKOJIO 2 JI/4 ¥ €ro MOYEYHBIH KIIUPEHC
cocrasuser 0,62 /4 (oxoso 30% obiero kiupenca). Ty cocrasisier 6 4acos.
T'uopoxnopomuazuo

Bceacwvisanue

AGcopOrust ruIpOXJIOPOTHA3K/IA TTOCIE TIPHEMa BHYTPb ObIcTpast (BpeMst 10CTHKEHUS Cmax OKOJIO
2 u). B cpeanem noseimenrne AUC HOCUT JUHEHHBIM XapakTep W MPONOPLHUOHAIBHO 103€ B
TEpaneBTHYEeCKOM Juana3oHe. [Ipy OIHOBpPEMEHHOM IpHEME MHINM CcOoo0INanIoch Kak o
MOBBIIIEHUH, TAK ¥ O CHIDKEHUH CUCTEMHON OMOI0CTYITHOCTH MHIPOXJIOPOTHA3H/IA 10 CPABHEHHIO
C TpPUEMOM Tpernapara HaToIlak. BeauunHa 3TOro BIMAHUA HeOONbIIAs M KIMHHYECKH
Mayio3HauuMma. AOcooTHas OMOJOCTYNHOCTH THAPOXJIOPOTHA3HAa IIOCIE IpHEMa BHYTPb
cocrasiser 70%.

Pacnpeoenenue

Kunernka pacrpesieieHHss W 3JTMMHHAIMK B ILIEJIOM OITMCBHIBAECTCS KaK OMAKCIOHEHIMAJIbHASA
yoeBaromas ¢yukuus ¢ Tip 6-15 4. [Ipg MHOrokpatHoM NPUMEHEHHHM KHHETHKA
THIPOXJIOPOTHA3H/IA HE U3MEHSICTCS U ITPU MPUMEHEHUH | pa3 B JIeHb KyMYJISLUsS MUHUMAIIbHA.
Kaxymwuiics oobem pacnpeneneHus — 4-8 n/kr. 40-70% mupKyIupyomEero B IjiasMe KpoBH
TUJIPOXJIOPOTHA3U]T CBS3BIBAECTCS ¢ OElTKaMH IJ1a3Mbl KPOBH, ITaBHBIM 00pa3oM ¢ alb0yMHUHAMH.
[CMapOXJIOpOTHA3H/] TAKXKE HAKATJIMBAETCS B SPUTPOLIMTAX B KOHIIEHTPAIMSIX IPHMEPHO B 3 pa3a
IIPEBBIMIAIOIIMX TAKOBHIE B IIIa3Me KPOBH.

Memabonusm

['MApOXIOPOTHA3HT BBIBOJUTCS IIPEUMYIIIECTBEHHO B HEM3MEHEHHOM BHJIE.

Buigeoenue

[Tepuo monyBBIBeICHUSI KOHEUHOM a3kl cocTaBisieT 6-15 yacos. [Ipu HOBTOPHOM NpUMEHEHHH
npenapara KHHETHKA MMIPOXJIOPOTHA3K/1a HE MEHSETCS, IIPH IPUMEHEHHH OJTHOKPATHO B CYTKH
KyMyJsiliusi MUHUMasIbHA. bosee 95% BcocaBmelics 10361 THAPOXJIOPOTHA3UAA BBIBOJUTCS B
HEU3MEHEHHOM BH/JIE TTOYKAMH.

Amnoounun+eancapman+2udpoxnaopomuasuo

[Tocie mprema BHYTpH Mpenapara Ko-2kehopx® y 310poBbIX 106poBobleB Cmax AMIOIHITHHA,
BajJicapTaHa W THIPOXJIOPOTHA3WIA JOCTHraiorcs depes 6-8, 3 M 2 yaca COOTBETCTBEHHO.
Ckopocth M cTeneHb abcopOumu 3 JIEHCTBYIOMMX BEIICCTB W3 Ipernapara SKBHBAJICHTHBI
OUOOCTYITHOCTH aMJIO/IMITHHA, BAJICApPTaHa U THIPOXJIOPOTHA3K 1A TIPH TIPHEME KaXJI0ro U3 HUX
B BH/IE OT/IEJIBHBIX TaOJIETOK.

DapMaKOKUHEMUKA 6 0CO0bIX KNUHUYECKUX CYHAAX

Iayuenmuvt monooice 18 nem
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dapMakoKHHETHYECKHE 0cOOeHHOCTH MpuMeHenns npenaparta Ko—Dkedopx® y neteit 1o 18 et
HE yCTaHOBJICHBI.

Iayuenmvr cmapwie 65 nem

Bpemst noctukeHust Cmax aMJIOAMITIMHA B IIJIa3M€ KPOBU y MOJIOABIX M IOXKMIIBIX MALMEHTOB
OJIMHAKOBO. Y TMAIMEHTOB MMOXKHJIOTO BO3PAcTa KJIMPEHC aMJIOJMIIHHA HE3HAUUTEIBHO CHHUKEH,
410 NpUBOUT K yBesnueHUI0 AUC u Ty,

Y NanuMeHTOB MOXUJIOTO BO3pacTa CHCTEMHAsi HKCIIO3UIUS BajcapTaHa OblIa HECKOJIBKO Oojiee
BBIPQ)KEHHOM, YeM Y MAIMEHTOB MOJIOJOr0 BO3pacTa 4TO, OAHAKO, HE SBISAETCS KIMHHYECKH
3HAYMMBIM.

MmeroTcst orpaHuYeHHBIE JJaHHBIE O CHIDKCHMM CHCTEMHOTO KJIMPEHCAa I'MJPOXJIOpOTHa3sHIa y
MAIMEHTOB cTapire 65 JieT (3M0pOBBIX M0OPOBOJBIEB MM MAUEHTOB ¢ Al') 10 CpaBHEHHIO C
MOJIOJIBIMH TTallUEHTaMH.

Ilayuenmoi ¢ HapyweHusamu GyHKYuu no4ex

V nanueHToB ¢ HapymeHHeM (QyHKIMHU moyek (hapMakOKHHETHUECKHE ITapaMeTphbl aMJIOIMITHHA
CYIIECTBEHHO HE MEHSIIOTCS.

He BBISBICHO KOPpENSIUH MEXIy (QYHKIUEH rnodek (ompeaensieMod Mo BEITHYHMHE CKOPOCTH
ki1y6oukoBoit Gunsrparu (CK®D)) u cucremuoii sxenozurmeit Bajacaprana (AUC) y nanueHToB
C pa3IMYHOM CTeNeHbIo HapymmeHus GpyHkuuu novek. He tpebyercs KOppeKIMH Ha4albHOM 03Bl
y MAIMEHTOB C HapylmeHueM QyHKIMHU ITOYEK JIETKON M CPEIHEH CTEIeHH.

[Tpy HapymieHuH (GYHKIHH MOYEK CPEJHSS MaKCHMaslbHas KOHILEHTpallMs B IUIa3Me€ KPOBH H
sgauenns AUC ruapoxjiopoTHasiIa yBEJIUYHBAIOTCS, @ CKOPOCTh BBIBEICHHUS CHHKAETCS. Y
MAIMEHTOB C HapylleHHeM (YHKIMK MOYEK OT JIETKOW JI0 CPEeIHEH CTENEHH TSHKECTH MEPHOJ
TI0JTYBBIBE/ICHUS YBEJTMUNBACTCS TPAKTUYECKH BBOE. [Toueunslil KIMpeHe ruipoXI0poOTHA3UIA Y
IALUEHTOB C HapyIIeHHeM (DYHKIIMHU OYEK 3HAYMTEIHHO CHUIKEH 110 CPABHEHHIO C HOPMATTbHBIMU
nokasarensamu (okosio 300 Mi/MuH).

Ipenapat Ko-Dkcdopx® mpoTHBONOKa3aH K IPUMEHEHHIO Y AIMEHTOB C HAPYIIEHHEM (yHKIMHU
ouex Tsokenoii cremenn (CK® <30 mun/mun/1,73 M?), anypueii.

Iayuenmei ¢ napywenuem QyHKyuu neveHu

V nanueHToB ¢ HapylieHHeM (QYHKIMU [IEUYCHU KIMPEHC aMJIOJIMIIMHA CHIDKEH, YTO MPHUBOAUT K
noseimennio AUC npubnusutensio Ha 40-60%. B cpennem y NaiieHTOB ¢ HapyIICHHEM
dynkuun neuenu Jerkoi (kmace A no kmaccuduxamuu Yaitna-TTsio) u cpenneii (kmace B mo
knaccudukanuu Yaina—IIsi0) crenenn 6uogoctynaocts (mo AUC) BancapraHa yaABauBaeTcs 110
CPaBHEHHIO CO 37I0POBBIMHU J06POBOJIBIAMH (COOTBETCTBYIOMIErO BO3PACTa, I10JIa U MAacChl TEIa).
[TockonbKy HapylieHHe QYHKIHH IEUYSHH He OKa3hIBAaeT KIMHWYECKH 3HAYUMOTO BIIMAHHSA HA

(bapMaKOKHHCTH“IeCKI/IC ImapaMeTphbl THAPOXJIOPOTHA3H/IA, KOPPECKIHUH €T'O J03bI Y MAIUCHTOB C

7/36



HapyleHueM QyHKIUH [eYeHU He TpeOyercs.

Ipenapar Ko-Dkcdopx® npoTHBONOKa3aH K MPUMEHEHHUIO Y MAIIMEHTOB ¢ HAPYLIEHHEM QYHKIUHI
nedeHu Tsokenoit crenenu (kimace C no kinaccudukanuu Yaina—I1s10), OnnmmapaeM HHPPO30OM U
XO0JIECTAa30M; Mpernapar ciaeayeT MPUMEHSTh C OCTOPOXNKHOCTHIO Yy MAllUEHTOB C HapyIIeHHEM

(YHKIIMM TIEYEHH JIETKOM U Cpe/IHEl CTEIeHH.

ITOKA3AHNS K TIPUMEHEHHIO

AprepuanbnHas runeprensus I u Il crenenn.

ITPOTUBONOKA3AHUSA

e [loBbIIeHHAS YYBCTBHUTEIBHOCTH K aMJIOJMIIMHY, BajcapTaHy, TIHJIAPOXJIOPOTHA3HIY,
JPYTUM TIPOU3BOIHBIM CYJIb(hOHAMH/IA M JUTHAPOTIUPHINHA, @ TAKIKE JIPYTHM BCIIOMOTaTEeIbHBIM
KOMITIOHEHTaM IIpernapara.

e HacreacTBeHHBIH aAHTMOHEBPOTHYECKHI OTeK JHOO OTeK Yy HalueHToB Ha (oHe
npeamectytomen repanuu APA 1.

e  bepeMeHHOCTh, MNIaHUPOBaHHE OEPEMEHHOCTH M NEPHOJ IPYHOTO BCKapMIIMBAHHS.

e Tsxenvie Hapymenust pynkiuu nederu (kinacc C no kinaccubpukanmu Yainn-IIsio),
OmITHapHbIi IMPPO3 U XOJIecTas.

e Hapymenue (ynxunn nodek Tsokenoi crenenn (CK® <30 mu/mun/1,73 M%), anypus,
reMOJIHAJIN3.

e PedpakrepHble K  aAeKBaTHOW  Tepanud  THIIOKAJIMEMHs,  T'MIIOHATPHEMHS,
THTIEPKAJIBIIAEMHSI, & TAKOKE THIIEPYPUKEMUS C KIMHUYECKUMHU IIPOSBIICHUSIMHU.

e Bospact 10 18 net (3 hexTHBHOCTH ¥ 6€30MaCHOCTh HE YCTAaHOBJIEHBI).

e  Tskenas aprepuanbHas runoteHsus (cucronndeckoe AJl menee 90 MM pT. CT.), KOJLIarc,
KapJAMOT€HHBIH LIOK.

e  OOCTpYKIMs BBIHOCSIIErO TPaKTa JIEBOTO XKeTyJouka (BKIIOUYas TsHKEJIbIH aopTalbHbIH
cTeHo3).l'emMouHaMuuecKku HecTaOWJIbHAs —CcepjeyHas HEJ0CTaTOYHOCTh II0CJIE€  OCTPOro
uH(papKTa MHOKapa.

e  OaHOBpPEMEHHOE TPUMEHEHHE C QJIHCKHPEHOM M IpenapaTamMH, COJAepKalliMu
QIMCKUPEH, Yy TMAlMeHTOB C CaxapHbIM JIHa0eTOM W/WIM YMEPEHHBIMH WM  TSDKEIIBIMU
HapymeHusMH  (QYHKIMH T04eK (ckopocTh KiyGoukoBoit duiabtpamun (CK®) menee 60

mut/mMun/1,73 M? IIOIAM MOBEPXHOCTH TeJA).

C OCTOPOXHOCTHIO

e  OJHOCTOPOHHHWI WM JIBYCTOPDOHHHH CTEHO3 IOYEYHBIX apTepuil I CTCHO3 apTepHH
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€IMHCTBEHHOH ITOYKH.

e  CocTostHHs, COIPOBOX/IAIONIHECS CHIKEHUEM oObeMa rupkyupyrouieit kposu (OLIK) u
HaApyUIEHUSIMH BOJIHO-3JIEKTPOJIMTHOrO OanaHca: HedponaTs, CONPOBOXKIAIOIIAACS MOTepei
coJiei, mpepeHaIbHOe (KapIMOreHHOe) HapyleHHe QYHKITUH MTOYeK.

e [‘unokaguemwusi, THIIOMarHUEMHUsl, TUITIOHATPUEMHUS], TUIIOXJIOPEMHUS], TUTIEPKAJIbLIUEMHSL.

e MurpanbHbIf WIM  AOpPTAIBHBIH  CTEHO3, TUneprpoduueckas 0oOCTPyKTHBHAS
Kap/IHOMHOMATHSI.

e Xponuueckas cepaeyHas HexocratouHocts [II-IV  dyHKnMOHaNBHOrO Kjacca 110
knaccupukanmu  NYHA, ocTpelif KOpOHapHBI CHHIPOM, COCTOSIHHE IIOCIE€ HEIaBHO
NEPEeHECeHHOTo0 HH(apKTa MUOKap/a.

e Hapymenue (QyHKIHH NEUSHH JICTKOM M cpeJHel cremeHu nmo kiaccupukanuu Yainn-
[Tbr0, 06CTPYKTHBHEIEC 3a00JI€BAaHHS KEITIESBBIBOISAIINX ITYTEH.

e (Caxapusiii quaer.

e (CucremHas KpacHas BOJYaHKA.

e [unepypukemus.

e  VBenWueHUE KOHIEHTPAIMH XOJECTEPUHA ¥ TPUIITULIEPHIOB.

e  AJUlepruvyeckue peakiiuy Ha MEHUIMUIUH U CYJIb()OHUIAMHUIBI B aHAMHESE.

e  CocrosiHHE ITOCIE TPAHCIUTAHTALIUH TTOYKH.

e [loxunoii Bo3pacr.

e  O/HOBpPEMEHHOE TPUMEHEHHE C KAIMHCOJCPKAUIMMH IHIIEBBIMH  J00aBKaMH,
KaJHiicOeperalonuMi THYpPeTHKaMHU, U JIPYTHMHU IIpernapaTaMu, 3aMEHUTENIIMU COJIH, a TaKXkKe
JIPYTHMH TIpenapaTaMy, KOTOpbIe MOTYT YBEJIHUHBATh COJEPKaHUE Kajus.

e  OJHOBPEMEHHOE IPUMEHEHHE C HWHIHOMTOpAaMH WM HHIYKTOpaMH H30(pepMeHTa
CYP3A4.

e [lepBUYHBII rUNEPATHIOCTEPOHHU3M.

e  OJHOBpPEeMEHHOE NMPUMEHEHHE JIEKapPCTBEHHBIX MPENapaToB, KOTOPbIE MOTYT BBI3BIBAThH
MOJTUMOP(HYIO XKETYTIOUKOBYIO TaXUKAPIAHUIO TUIIA «ITHPYIT.

e [lomarpa.

e HeMmenaHOMHBIN pak KOXH B aHAMHE3E.

e  OJHOBpPEMEHHOE TPUMEHEHHE JIEKAPCTBEHHBIX IIPENapaToB, CHOCOOHBIX BHI3BIBATH

THIIOKAJIMEMHUIO, U IIpEIapaToB JIMTHS.

ITPUMEHEHHME INPU BEPEMEHHOCTHU U B NEPUO/ I'PYIHOI'O BCKAPMJIMBAHUSI

[Ipumenenne npemapata Ko-Dkcdopx® npu GepeMEHHOCTH H B TIEPHON  TPYAHOIO
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BCKapMJIMBAHUSI IPOTUBOIIOKA3aHO.

bepemennocmo

Pesiome puckos

Kak mns moboro agpyroro mpemapaTa, oOkaseiBaromero mnpsimoe jeiictsue Ha PAAC,
IPOTHBONOKA3aHO MpUMeHeHHe Tpenapara Ko-Dxchopx® npu GepeMeHHOCTH.

YuuteiBas MexanusMm aeiictBust APA II, Henb3st HCKITIOYUTH PUCK JUTS IJI0/1A.

N3BecTHO, uTo npuMenenue HHruOuTopoB AIT® (kmace cnenu@uyuHbIX JIEKapCTBEHHBIX CPEJICTB,
neiicrByromux Ha PAAC) Bo I1 u 11l TpumecTpe GepeMeHHOCTH TPUBOIUT K OPAKEHUIO U THOEITH
miozia. I1o 1aHHBIM peTPOCIIEKTUBHOTO aHaM3a npuMeHenue HHruouropoB AIID B I Tpumectpe
OEpeMEeHHOCTH aCCOIMUPYETCs C MOTCHIIMAIBLHBIM PUCKOM BO3HMKHOBEHHS ITOPOKOB Pa3BHUTHS
wiofa. ['mapoxiopoTHasul NpoHHKAaeT 4Yepe3 IuianeHTy. [Ipu HempeIHaMEpEeHHOM IIpHEME
BajicapTaHa OEpeMEHHBIMH OIMHMCAHBI CJIy4au CaMOIPOM3BOJIBHOIO MpepbIBaHUS OEpeMEHHOCTH,
MaJIOBOJIUSI ¥ HAPYIIEHUs (YHKIIMH MOYEK Y HOBOPOXK/ICHHBIX.

JIaHHBIX O NPUMEHEHWH aMJIOJMIKHA y OepeMEHHBIX HEIOCTaTOYHO, YTOOBI CyIUTh O €ro
BO3/ICHCTBUH Ha IUIOJA. B JOKIMHUYECKMX MCCIICIOBAHUAX MPH IPUMEHEHHHM aMJIOJHUIIMHA Yy
’KMBOTHBIX B J103aX, B 8 pa3 MpPEBBIIIAIONIMX MaKCHMAIbHYIO PEKOMEHIOBaHHYIO a03y 10 wmr,
IIPOJIEMOHCTPHPOBAHA PENPOAYKTHBHAS TOKCHYHOCTh. [lOTEHIMaNbHBIA pUCK IS YeloBeKa
HEH3BECTEH.

BuyTpuyTpoOHOE BO3/ICHCTBHE THA3UIHBIX JUYPETUKOB, BKJIIOUYasi THAPOXJIOPOTHA3H, HA IO
ACCOIMUPYETCS C PA3BUTHEM XKEITYXH UM TPOMOOLMTONIEHUH Y TUI0/1a MM HOBOPOXK/IEHHOTO, a
TaKXXE MOJXKET aCCOIMMUPOBATHCS C JAPYTUMH HEXENATEeIbHBIMU pPEaKIUsAMH, OTMEYEHHBIMU Y
B3poC/IbIX. B citydae ecii GepeMeHHOCTh AHArHOCTUPOBAHA B IEpHO JieueHHs npenapaTom Ko—
Dkehopxk®, mpenapar ciesyeT OTMEHHTh KaK MOKHO PaHbIIIE.

Knunuueckue acnexmoi

Mamepunckuii w/unu smbpuoghemanvhwlii puck, accoyuuposanuviii ¢ 3aboneéanuem
ApTrepuanbHas THIEPTEH3HUsI IpU OEPEMEHHOCTH YBEJIMYUBAECT PUCK Pa3BUTHS IPEIKIAMIICHH,
reCTallMOHHOIO caXapHoro auabeTa, MpexIeBPEMEHHBIX POOB, a TAKXKe OCIOXHEHHH B pojax
(narmpumep, HEOOXOJMMOCTh KecapeBa CEUeHHsI, Pa3BUTHE TOCIEPOI0BOro KpoBoTeuenus). I1pu
apTepHabHOM THIIEPTEH3UN YBEJIUYUBACTCS PUCK 3a1€PXKKU BHYTPUYTPOOHOIrO pasBUTHSA ILI0/IA
¥ BHYTpHYTpOOHOH rubenu nioja.

Puck co cmopoHbl n1o0a/no6opoICOeHHO20

MasoBonne y GepeMEHHBIX, NMpUHUMANOIMX mpenapaTsl, Bausiomue Ha PAAC Bo II u III
TPUMECTPE, MOXKET IMPHUBOJUTH K YXY/IIIECHUIO QYHKIMHU IIOYEK I10/1a, YTO B PE3YJIbTATE IPUBOJUT
K aHypuH M IOYEYHOM HEJIOCTAaTOYHOCTH, THIIOIUIA3MH JIETKMX IUIOJa, JAepopMmaruu cKenera

11014, BKJIKOYas TUIioIjiasuio KoCTeH yepena, apTCpHaJIbHOf/'I TMITIOTEH3UH U THOETH TU101a.
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[Ipu HempenHamepeHHOM mpueme rnpenapatoB APA mpu GepeMEHHOCTH CIIElyeT pacCMOTPETh
BOIIPOC 0 HEOOXOAUMOCTH COOTBETCTBYIOLIETO MOHUTOPHHIA COCTOSHUS TUIOA.
HoBOpoIeHHBIX, MaTepH KOTOPBIX MoJaydann Tepanuio APA, cieayer TmarenbHO HalbmoaaTh
OTHOCHUTEJIBHO Pa3BUTHUSI ApTEPUAIBHOM MMIIOTEH3HUH.

Jlannvie OOKAUHUYECKUX UCCIe00B8ANHUL

Amnoounun

He oTMeueHO SBICHHIH TEPaTOreHHOCTH WK SMOpHodeTaabHON TOKCHYHOCTH IIPH IIPUMEHEHHH
aMJIO/IMITHHA MaJieaTa BHYTPh IPU OEPEMEHHOCTH Y KPbIC ¥ KPOJIMKOB B 103ax 10 Mr amioaunuHa
MaJieaTa/Kr B CYTKM BO BpeMsi OCHOBHBIX I€PHOJIOB OopraHorenesa. Pasmep moTromMcrsa, 0J(HaKo,
3HAYUTEJILHO yMeHbInayics (mpubnusurensHo Ha 50%), a yacTora BHYTpHYTpPOOHOH rubenn
MTOTOMCTBA yBeJMYHBANach (MpuOiu3uTenbHo B S pa3). [Ipu npuMeHeHHH B yKa3aHHBIX J103aX
aMJIOJIMITHH TAK)KE YBEITMUUBAI ITPOJAOJKUTEIBHOCTE IECTALIUU U POJIOB Y KPBIC.

Bancapman u amnroounun

B u3ydenun sMOpHOPETATEHOTO Pa3BUTHS y KPBIC ¢ IIPUMEHEHHEM aMJIOJIMIIMHA U BajicapTaHa
BHYTPb B CyTOYHBIX j03aX 5+80 mr/kr, 10+160 mr/kr u 20+320 MI/Kr mnpH BBICOKHX H03axX
oTMeueHbI 3 (EKThI KaK CO CTOPOHBI MAaTEPH, TaK U IUI0J1a (3a1epiKKa Pa3BUTUS M OTKIIOHEHHS B
pasBuTHM ObUTM OTMeYeHbI Ha (OHEe 3HAUMMON MaTepHHCKON TokcHuHOCTH). Jlo3a, He
CONPOBOXKIAKOMIAsACS ITOOOYHBIMH BIIMsIHHEM Ha SMOpHodeTansHoe pa3BuThe, coctaiseT 10+160
MI aMJIOJIMIIMHA W BajicapraHa B CYTKH COOTBeTCTBeHHO. JlaHHble n03pl B 4,3 u 2,7 pa3
PEBBINAIOT CHCTEMHYIO OJKCIIO3MIMIO Yy 4YeloBeKa IpH IPUMEHEHMH B MaKCHMallbHOM
peKOMEHI0BaHHOM cyTo4HOM no3e (10+320 Mr uis manueHTa ¢ Maccoi tena 60 kr).Barcapman
He ormedeHo 1moOOYHOro AEHCTBHS HA PENpPOIYKTHBHYIO CIIOCOOHOCTH CaMIlOB H CaMOK IMpPH
IPUMEHEHHH BaJiCapTaHa BHYTPb y KPbIC B CYTOYHBIX J103ax J10 200 MI/Kr, 4T0 NMPUOIM3UTEIHLHO
B 18 pa3 mpeBhlIaeT MakCUMAJbHYIO PEKOMEHJIOBAHHYIO CYTOYHYIO 103y JUIS YeJOBeKa U3
pacyera MI/KTI Macchl Tejia (pacuer MmpearnosaraeT CyTounyio 103y 320 Mr BHYTPb JUIs TAHCHTa
¢ Maccoit Tena 60 kr). [Tpu u3ydeHur sMOpHOETATLHOTO Pa3BUTHS Y MBIIICH, KPOJIMKOB U KPBIC
Habmonanach (HETOTOKCHYHOCTh, KOTOpasi aCCOLMUPOBATIACH ¢ MATEPUHCKON TOKCHYHOCTBIO Y
KpBIC TIPH IPUMEHEHUH BaJlcapTaHa B CYTOYHOU J103¢ 600 MI/KT B CYTKH, YTO TIPUOIHU3UTENIBHO B
6 pa3 mpeBbIIaeT MaKCUMATBHYIO PEKOMEH/IOBaHHYIO CYTOYHYIO /103y JUIs YeIOBEeKa U3 pacuera
MI/KT Macchl Tefa (pacueT mpernoliaraeT CyTouHyo 103y 320 Mr BHYTPb JUIS TTAIMEHTA ¢ MacCoi
tena 60 Kr), ¥ KPOJIMKOB TpH NPUMEHEHHH BajcapTaHa B cyTouHoi noze 10 mr/kr, 4ro
npubM3uTeNsHO B 0,6 pa3 MpeBbIIaeT MaKCUMaIbHYIO PEKOMEH/IOBAaHHYIO CYTOYHYIO 103y UL
yeJI0BEeKa M3 pacueTa MI/KI Macchl Telia (pacyeT MpeAnosaraeT cyTouHyio 103y 320 Mr BHYTpb
JUIs TIaeHTa ¢ mMaccoi tena 60 kr). He oTMedeHO siBJIEHHH MaTepUHCKON TOKCHYHOCTH HIIH

(DETOTOKCHYHOCTH TIpM TIPUMEHEHMH Y MBIIeH B CYTOYHBIX J03ax 10 600 wmr/kr, 4TO
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npubIM3UTEIBHO B 9 pa3 MpeBbIIacT MAKCUMAIbHYIO PEKOMEH/I0BAHHYIO CYTOUHYIO 103y JUIs
YeJIoBeKa M3 pacueTa MI/KI MacChl Tena (pacdeT MpearnosaraeT CyToyHyto n03y 320 Mr BHYTpb
JUTSI TAallUeHTa ¢ Maccoi Tena 60 Kr).

T'uopoxnopomuazuo

He oTMeueHO TepaTOreHHOCTH M BIMSHUS THAPOXJIOPOTHA3MAa Ha (EpTHIBHOCTH H
orogoTBopenue. B uccenenoBanuu y 3 BUIOB )HUBOTHBIX, KOTOPBIE ITOJTYYalId THAPOXIOPOTHA3U]L
BHYTPb B J103aX, Kak MUHUMYM B 10 pa3 mpeBBIIIaBIIMX MAKCUMAJIBHYIO PEKOMEH/IOBAHHYIO J103Y
Juist yenoseka (~1 Mr/kr), He oOHapy»X€HO TEpaTOreHHOIro MOTEHIHMaNa. Y KPbIC HE OTMEYEHO
J10303aBUCUMOMN (DETOTOKCHYHOCTH MPH MPUMEHEHUH BHYTph B jo3ax 0, 100, 300 u 1000 mr/kr.
OrtcraBanne Habopa Macchl Tejla Y MOJIOYHBIX KPBICAT ObUIO 00YCIIOBICHO BBHICOKHMMH J103aMH H
JypeTHYeCKUM 3 PEKTOM rHIpoXI0pOTHA3H/IA U COOTBETCTBYIOIIUM BIUSHUEM Ha IPOAYKIHIO
MOJIOKA.

I'pyonoe eckapmauearnue

HeusBecTHO, BBIIENSAETCS JIM BajIcapTaH C TPyJHBIM MOJOKOM. OTMEYEHO BBIIEICHHE
aMJIOJIMITMHA C TPYIHBIM MOJIOKOM. [Tojicuntano, 4To MIlajieHel MmoiaydaeT B npeaenax 3-7%,
MakcHMaJibHO 15% OT MaTepHHCKOI /10361 BiinsHie amyioiMniHa Ha MJIAJICHIIEB HE H3y4eHo. B
JIOKJIMHUYECKUX HCCIIEOBAHUSIX OTMEUEHO BBIJC/ICHHE BajicapTaHa ¢ MOJIOKOM JIaKTHPYIOIIMX
KpbIC. ['HIpOXJIOPOTHA3U/T TAKKE BBIICNSETCS C TPYIHBIM MOJOKOM B HEOOJBIIMX KOJIMYECTBAX.
[TpumeneHue npenapara BO BpeMst Ipy/IHOT0 BCKapMJIMBaHMs IIPOTHBOIIOKA3aHO.
Depmunvrocmn

JlaHHBIX O BJIMSHHYM aMJIOJMIIMHA, BajJcapTaHa HJIM T'HAPOXJIOPOTHA3uaa Ha (EepTHIBHOCTDL Y
yeJloBeKa HeT. B JOKIMHHUYECKHX HMCCIENOBAHHMSIX HE OTMEUEHO BIIMAHMS aMIIOAMIIHHA HIIN
BaJicapTaHa Ha (EePTUIBHOCTD Y KPBIC.

Iayuenmku u nayuenmol ¢ COXPaAHeHHbLIM PENPOOYKMUESHBIM NOMEHYUALOM

Kak u jmo6oit apyroit mpenapar, okasbiBarouguii npsiMmoe jaeiicteue Ha PAAC, mnpenapar Ko-
Dkcpopxk® He cieayerT MPUMEHSATh y JKEHIIWH, IUTAHUPYIOUMX OepeMeHHOCTH. IIpu BBIGOpE
moboro mnpenapara, BoszeiicTyromero Ha PAAC, Bpauy cieayeT IpoMH(GOPMHpPOBATH
MAIMEHTKY C COXPAHEHHBIM PETPOJIYKTUBHBIM MOTEHIIMAIOM O BO3MOKHOM PUCKE MPUMEHEHHUS

npernapara Bo BpeMst OEpeMEHHOCTH.

Cnocos NPUMEHEHUSA U 103561

[Ipenapar cieayeT MpUHAMATh BHYTPh | pa3 B CyTKH, 3anuBas HEOOIBIINM KOJIHYECTBOM BOJIBI,
HE3aBUCHMO OT IIpUeMa MUIITH.

Pexomenyemas CyTOYHast 71032 - 1 tabeTka, cozepxarast

aMJIOIMITHH+BAJICAPTaH+THPOXJIOPOTHA3H B (PMKCHPOBAHHOM KoMOMHaIMu B j03e 5 Mr+160

12/36



mr+12,5 mr uinu 10 mr+160 mr+12,5 mr.

[TanenT, nomydaroUMii Tepanuio amJIOJUIMHOM, BaJICapTaHOM M TUAPOXJIOPOTHA3HJ B
OTJIENBHBIX TableTKaX, MOXKET OBITh TepeBeJeH Ha Tepamuio mpemapatom Ko-Dkedopxk®,
COZIEPIKAIINAM Te e JI03BI JCHCTBYIOIMX KOMIIOHEHTOB; IIPH HEJIOCTAaTOYHOM KOHTpose AJl Ha
¢done JIBOMHOI KOMOUHUPOBAHHOMN Teparnuu (BascapTaH-+TUAPOXIOPOTHAZH,
aMJIOJIMTTHHBAICAPTAH U aMJIOUITHH+THAPOXJIOPOTHA3HL), MAIMEHT MOXKET OBITh NIEPEBE/IEH Ha
TpoiiHoe KoMOHHHpOBaHHOE Jeuenue mpernapatoM Ko-Dkchopk® B cOOTBETCTBYIOMMX
JIO3UPOBKaX.

Ilepen mepexonoM Ha Tepamuio mpenapatom Ko-Dkcpopxk® manueHTam ciiefyeT MpOBECTH
Tepanuio KOMOUHAIMEeH MOHOKOMIIOHEHTHBIX JIEKapCTBEHHBIX MpenapaToB. Jlo3a mpenapara Ko-
Dkchopk® moadMpaeTcs HA OCHOBAaHMM  paHee IIOATBEPXKICHHOrO Toxbopa 03I
MOHOKOMITOHEHTHBIX JIEKAPCTBEHHBIX TPErapaToB.

[Tpyu pa3BUTHM  J0303aBUCHMBIX MOOOYHBIX 3((EKTOB NpU INPUMEHEHUH  JIBOMHOM
KOMOMHUPOBAHHOM  Tepanmuu JOOBIMH  KOMIIOHEHTAaMM IIpernaparta JUIl  JIOCTHIKEHHMS
COMOCTAaBUMOTO CHIKEeHHs AJ] BO3MOXHO IpuMenenue npenapara Ko-dxchopx®, conepxarero
OoJiee HU3KYIO /103y JIEHCTBYIOLIEr0 KOMIIOHEHTA, BBI3BABINETO MaHHBIH MOO0UHBIH 2 deKT.
VYBeJNIUYMBATh 03y MOXKHO Yepe3 2 HeJIeJIU N0cjIe Havyasa Teparuy .

MakcuMalbHBIN aHTHTHIIEPTEH3UBHBIM 3G (eKT mpenapara oTMedaeTcs 4epe3 2 HeJeH Mocie
YBEJIMYEHUS JI03bI.

Ilpumenenue y nayuenmog cmapuie 65 nrem

Koppekuuu HauapHOM 10361 TpenapaTa He TpedyeTcs. Y NalueHToB JaHHOMW KaTerOpHH CIIeayeT
paccMOTpeTh BO3MOXKHOCTH NPUMEHEHHS HAualbHOM 03Bl NpenapaTa, CoOJepiKarien
HAUMEHBIITYIO JI03y aMJIO/IUITNHA, e oJlHa tabierka, cozepxKanast
aMJIOIUITHH+BaICApTaH+THAPOXJIOPOTHA3U B 103e 5 Mr+160 mr+12,5 mr.

IIpumenenue y demeii u noopocmkos 6 eozpacme 00 18 nem

ITockosbky Ge3omacHocTh i ddekTuBHOCTS npenapata Ko—-dkchopx® y jetelt u mM0ApPOCTKOB
(Mnajtime 18 j1eT) He yCTaHOBJIEHBI, Tpenapar He peKOMEHYeTCsl IPUMEHATH Y IallMEHTOB J1aHHOH
KaTeropu.

Ilayuenmoi ¢ napyuienuem QyHkyuu novex

Jlnst marMeHToB ¢ HapylieHueM QYHKIMH TT0YeK JIerkoii u cpenneit crenenn Tsokect (CK® >30
- <90 mu/mun/1,73 M?) Koppekuus HauanbHOH 1036l He TpeOyercs. IIpemapar me ciemyer
NPUMEHATh y MAlMEHTOB ¢ HapyieHneMm (yHkimu mouek Tsokenoi cremenu (CK® <30
mit/mMun/1,73 M%) BelleICTBHE HATMYHUS B COCTABE THAPOXJIOPOTHA3HIA.

T[IpuMeHeHHe THA3MIHBIX AMYPETHKOB B MOHOTEPAIMH Y TAIIMEHTOB ¢ HApyIIEHUIMA (QYHKIHH

nouex Tsokesoi crenenn (CK® <30 mu/mun/1,73 M%) HeadGeKTHBHO, OHAKO OTHOBPEMEHHOE
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IIPUMEHEHHE C «IIETJICBBIMUY» JIUYPETHKAMH y NMAIMEHTOB JAHHOM KaTeropuu BO3MOXKHO.
IHayuenmoi ¢ HapyweHuem yHkyuu nevexu

BenenctBue HanmMuus B cocTaBe BajicapTaHa, MHAPOXJIOPOTHA3UAA U amyiogunuHa npenapat Ko-
Dkchopx® MPOTHBONOKA3aH y MANMEHTOB C HApyIIeHHeM (DYHKIMH TeYeHH TSDKENOH CTeneHH
(xmace C mo kmaccudukanuu Yaitna-I1ei0), 1 ero ciexyer ¢ OCTOPOXKHOCTBIO IMPUMEHATH Y
NAIlMEHTOB C HapylmeHWeM (YHKIMU TNEYEeHH JIETKOH W cpenHeit crenenu (kimacc A U B mo
knaccudukanuu Yaitna—I1s10) 1 06cTpyKTUBHBIMU 3a00JIEBAHUSIMH XKETYEBBIBOJAIIUX ITyTeH. Y
[AIUEHTOB JIJaHHOM KaTEeropuH CIEAYET PacCMOTPETh BO3MOXKHOCTH NPUMEHEHHS Ha4YaJIbHOM
JI03bl, COJIepKallel HauMEHBINYI0 03y aMJIOJUNHMHA, T.€. OjJHa TalJeTka, coJepKalnas

aMJIOJIMITUH+BAJICAPTAH+THAPOXJIOPOTHAZU B 103e S Mr+160 mMr+12,5 mr.

ITOBOYHOE JIENCTBUE

Hmxe npencraBieH npoduib 0e30MacHOCTH 1O JaHHBIM, MOJIyYEHHBIX IPU OJHOBPEMEHHOM
MPUMEHEHHH aMJIOIUITHHA, BaJcapTaHa U MMPOXJIOPOTHA3H/IA, a TaKKe Ha (JOHE MOHOTEpAIHH
aMJIOJIUITHHOM, BAJICAPTAHOM U THIAPOXJIOPOTHAZHJIOM.

Ko—Dkcghopac® (amnodunun+eancapman+rupoxI0poTHasmi)

Besonacnocts npenapara Ko-Oxcdopx® B MakcumanbHoit 1o3e 10+320+25 Mr Obu1a u3ydeHa B
HccaeoBaHuH ¢ ydactueM 2271 nanueHTtoB, 582 M3 KOTOpBIX INOJIydYayld BajcapTaH B
KOMOHMHAIIMH C THAPOXJIOPOTHA3UIOM U aMJIOJTUITHHOM.

IIpn npumenenun mnpenapara Ko-Dkchopk® He OBUIO BBISBICHO HOBBIX HEXeIAaTETbHBIX
peakuuii (HP) no cpaBHeHHUIO ¢ MOHOTEpANTUEH OT/IEIBHBIMA KOMIIOHEHTAMH.

He BBISBIIEHO HOBBIX PHCKOB OTHOCHTEJIBHO paHee YCTAHOBJICHHBIX IIPU JUIUTEIBHOW TEparuu
npenaparom. OTMeUYeHa XOpolIas IepeHOCHMOCTh BHE 3aBHCHMOCTH OT 110J1a, BO3PAcTa U pacOBOM
IPUHAJUICKHOCTH.

[TIpu npumenenun npenapata Ko-Dkcdopx® u3MeHeHus 1aGopaTOPHBIX IOKaszaTesel Obud
MHHHMAaJIbHBIMH, COOTBETCTBOBAJIM MEXAHU3MY JACHCTBHUS KaKJ10T0 KOMIIOHEHTA U HE OTITHYAIUCH
OT TAaKOBBIX Ha ()OHE MOHOTEPAITHH OT/ICILHBIMH KOMIIOHEHTaMH. BajicapTan, BXOASIINKI B COCTaB
JIBOWHOH W TPOWHONW KOMOWHMPOBAHHOM TEpamuu € TI'MPOXJIOPOTHA3UIOM, YMEHBIIAET €ro
TUITOKATHEMUYECKU I 2D PEKT.

HP, 3aperucTpupoBaHHbIe paHee IPU MPUMEHEHNUH KaXK/I0r0 KOMIIOHEHTa B MOHOTEPAINuH, MOTYT
BO3HMKATh IPU MpuMeHeHun npenapara Ko-Dxedopx®, naxe B TOM cirydae, €M OHH HE ObLIH

3apEeruCTpHPOBaAHbI B KIIMHUYECKUX UCCIICIOBAHUAX JTAHHOTO IIperapara.
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Cucremno- | Hexxenareannas | Ilpenapar Amaoannue | Baacapran I'napoxitopo
OpraHHbIi peakuusi Ko- THA3U/
KJiace Ixchopx®
Jobpoxauec | HemenaHOMHbIMH - - — 4acToTa
meeHmble, pak KOXH HEHU3BECTHA
3nokayecmee | (6a3anbHOKIETOY
HHbLE u | Has  KapLMHOMA
HeYMouHeHH | KOXKH "
ble TIOCKOKJIETOYHBI
H06000paz06 | 1 paK KOXKH, CM.
anus paznen «Ocobvie
(6xniovasn VKA3aHUua»).
KUCmbl u
noaunv)
Hapywenus | TpoMOOLIMTONIEHU - OYEHb PEJIKO yacToTa penko
co cmopouwl | 1,  MHOrJAa B HEW3BECTHA
KpoGuU u | coueTaHuu c
numpamuec | mypriypoi;
Koul NeUKONeHus - OYEHb Pe/IKO - OYEHb PEJIKO
cucmemvl arpaHyJIOLMTO3 - = = OYEHb PEJIKO
HEJI0CTaTOYHOCTh = - = OY€Hb PE/IKO
KOCTHOTO MO3ra
reMoJIMTHYeCcKas
aHeMusl
arjlactuueckas - - = 4acToTa
aHeMust HEU3BECTHA
HEH3BECTHA
CHIIKEHHE & = 4acToTa -
remorjnobuHa M HEU3BECTHA
remMaToKpura
HEUTpOoneHums = = 4acToTa =
HEeW3BeCTHA
Hapywenus | annepruveckue - OYEHb Pe/IKO i -
€O CMOpOHbI | peaKkLuu
UMMYHHOU peaxumm - = 4acTora =
cucmemvl rUnepyyBCTBUTEN HEeW3BECTHA

bHOCTH, BKJItO4Hasd

CBIBOPOTOYHYO
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Cucremno- | Hexenareabnas | Ilpenapar Amsionnnun | Bascapran I'uapoxitopo
OpraHHbIH peakuusi Ko- THA3H]
KJjace kcpopx®
Gonesnn
peakL1u = - = OYeHb PeJIKO
TUNepUuyBCTBUTEN
bHOCTH -
peCnUpaTOpHbIH
JUCTpecc—
CHHIPOM,
BKJIIOYAs!
HEKap/AMOT€HHBIH
OTeK JIETKUX H
MTHEBMOHUT
Hapywenus | yBenuueHue & = 4acToTa -
O cmoponwvl | colepKaHUs HEeHU3BeCTHA
obmena Kanus B
eeujecme U | CHIBOPOTKE KPOBH
nUManus THNOKAJTHEMUS 4acTo - - OYEHb YacTO
(ocobeHHO Ha
thone
BBICOKHX /103
THIPOXJIOPOT
ua3uza)
TMOBBILICHHE HEe4yacTo - - OYEHb YacTo
KOHLEHTpaLMH
JIMMTUJIOB B KPOBH
TUIIOHATPUEMMS HEevyacTo = - 4acTo
THNOMarHueMms - - - 4acTo
TUNepypUKeMHUs HEe4yacTo - o 4acTo
yXyALIeHHE = = e 4acTo
anneTura
rUnepKaJIblHMeMH HE4acTo - - peaxo
b
TUNEepriuKeMus B OYEHb Pe/IKO - peako
FITIOKO3YpHst " - o= - pesiko

yXyALIeHHe

TCYCHUA
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Cucremuo- | Hexenareannasi | Ilpenapar Amioaunun | Baacapran I'mapoxitopo
OpraHHbIi peakuus Ko- THA3H]
KJjace Ixchopx®
caxapHoro
nuabera
TUNOXJI0peMHYec = = = OYeHb PeJIKO
KM ankaios
Hapywenus | 6eccoHHula HeuacTo HEevyacTo = -
NCUXUKU NabUIBHOCTD = HevyacTo & =
HACTPOEHHS
TpeBora - He4acTo - -
paccTpoicTBO CHa He4acTo o - peaxo
aenpeccus = - = peaxo
Hapywenus | ronosHast 6011 4acTo 4acTo = penko
CO CmOpoHbl | TOJIOBOKPYKEHHE 4acTo 4acTo = peaxo
HepeHOU napecresust =~ = . penko
cucmembol COHJIUBOCTh He4acTo 4acTo - a
TpeMop - HevyacTo = =
runecre3us = HEeyacTo = 7=
JIUCTEeB3US HEeyacTo HEe4yacTo = =
napecre3us He4YacTo HeyacTo - -
obmopok HevyacTo HEe4yacTo - ~
nepudepuyeckas HeyacTo OYEHb Pe/IKO - ™
HeWponaTus
MBbILLICYHbIH = OYEHb PeIKO = -
TUIIEPTOHYC
Hapywenus | HapyuieHue HEevyacTo HeyacTo = peaxo
CcO CmopoHbl | 3peHUs (ocobeHHo B
opeana nepBbie
3peHus HECKOJIbKO
Heleb
JIeYeHUs)
JIMTUTOTHS - HeuacTo = =
ocTpas = = - yacToTa
3aKpbITOYTOJIbHAs HEW3BECTHA
riaaykoma
Hapywenus | urym B ymax - HeyacTo - -
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Cucremuo- | Hexenareannas | IIpenmapar Amyonunun | Bancapran I'uapoxitopo
OpraHHbIi peakuus Ko- THA3H]
KJace Ixchopx®
CO CMOpPOHBI | BEPTUIO HE4acTo - HEYacTo o
opeana cnyxa
u
nabupunmmbl
e Hapyuwenus
Hapywenus | outylieHnue - 4acTo - N
co cmoponwl | cepaueduenus
cepoya apUTMUS = OYEHb Pe/IKO = peaxo
(BKJTIOHAst
Opaaukapauio,
HKEJTYI04UKOBYIO
TaXUKapAMIO,
bubpunnsumio
npeacepaui)
UH(]apKT = OY€Hb PEKO - -
MHOKapza
Hapywenus | oprocraruyeckas HE4acTo v = 4acTo
€O CMOpoHbI | TUIOTEH3US
cocyoos (moxer
YCHWJIMBATbCS TIPU
ynorpebieHun
aJIKOroJis,
CeIaTMBHBIX WJIH
obe300mBaroLIMX
Cpe/IcTB)
BAaCKYJIUT = OYeHb PE/IKO 4acToTa %
HEeU3BECTHA
«TIPUIIUBBIY - 4acTo - -
KPOBH K JIHLLY
aprepuaibHas 4acTo He4yacTo - -
TUINIOTEH3HUA
Hapywenus | oabllka HEevyacTo He4yacTo = s
CO CMOpPOHbL | PUHUT = He4yacTo - ~
ObIXAMENbHO | Kallesb He4yacTo OYeHb Pe/IKO He4acTo .

U cucmembl,
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Cucremuo- | Hexenarenbnas | Ilpenapar Amiaopunun | Bascapran I'mapoxiiopo

OpraHHbIi peakuus Ko- THA3H]

KJjace Dxcdopx®

op2anoe

2pyOHOT

KemKu u

cpedocmenu

P/

Hapywenus | 6onb B BepxHei HEeuacTo 4acTo HeyacTo -

CO CMOpPOHbI | HACTU  JKUBOTA,

nuwesapume | 60Jib B IHUBOTE

JIbHOU TOLIHOTA He4YacTo 4acTo = 4acTo

cucmembl (ymepeHHO

BbIpaYKEHHas)

pBOTa He4yacTo He4acTo = 4acTo
Jaucrencus 4acTo HEe4yacTo - -
CYXOCTb HevyacTo HEYacTo - -
CJIM3UCTOM
0005104KH
MOJIOCTH pTa
3arnop e HE4acTo - peako
auapes He4acTo HEevacTo = penko
MaHKpeaTUT e OYEHb Pe/IKO = OYeHb PEJIKO
racTpUT = OYEHb Pe/IKO - -
runepruiasus - OY€Hb Pe/IKO - -
JleceH
auckompopr B HE4acTo o - pesko
’KMBOTE

Hapywenus | renatur - OYeHb Pe/IKO -~ -

CO CMOpOHbBL | KenTyxa = OYEHb peIKO = =

nevenu U | MOBBILIEHHUE == % 4acToTa —-

Jcenyesbi600 | aKTUBHOCTH HEeHU3BECTHA

Awux nymeti

«TIEYCHOYHBIX»
(dhepMeHTOB,
MOBBILLIEHHE
KOHLIEHTPaLMH

Ounupybuna B
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CucremHo-
OpraHHbIH

KJ1acc

Hexenareabnas

peakuus

IIpenapar
Ko-
Dxedopx®

AMJIOAUITHH

Bascapran

I'mapoxsopo

THA3H

iasMe KpoBH

BHYTPHIICHCHOYH

BIM XOJIecTa3 WJIH

Kenryxa

penko

Hapywenus
cO CmMopoHbl
KOJICU u
NOOKOJICHBIX

mxawneu

ajoneuus

HE4YacTo

IMOBBLILLICHHOEC

MOTOOTAC/IEHUEC

HE4YacTo

HE4YacTo

KOXHBIHN 3y

HE4YacTo

HEYacTo

yacToTa

HEHU3BECTHA

KOXKHas ChbIlb

HE4YacTo

yacTtoTa

HEHU3BECTHA

nyprypa

HE4YacTo

H3MCHCHHUE I1IBE€Ta

KOXH

HE4YacTo

(hoTOUYBCTBUTEIL

HOCTb

HE4YacTo

peakuus
dorocencubuns

aluu

peako

AHIHOHEBPOTHYEC

KHUH OTeK

peaKo

yacTtoTa

HEHU3BECTHA

KparnuBHULIA "
apyrue BH/1bl

KOXXHOM ChITIH

penko

4acTo

MHOrodopmHas

apuUTemMa

peaKo

CHHJIPOM
CTtuBeHca-

JxoHcoHa

peaxo

Oyie3Hbli

yacToTa
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Cucremuo-
OpraHHbIi

KJ1ace

Hexenareabnas

peaxkuus

IIpenapar
Ko-
Ixcdopx®

AMJI0OANNIHH

Bancapran

I'mapoxuopo

THA3H

ACPMATHUT

HEHU3BCCTHA

HEKPOTU3HUPYIOLLL
Ml  BacKyJuUT U
TOKCHYECKHH
aMUAEpMaIbHbIN

HEKpPOJIH3

OYEHb PE/IKO

BOJIMAHOYHOIIOA0

OHble peakLMn

OY€Hb PEIKO

obocTpenue
KOXHBIX
NPOSIBJICHUH
CHUCTEMHOM
KpacHOM

BOJTYaHKH

O4YEHb PEAKO

MyJibTHHOpMHAs

spuTemMa

HyacTtoTa

HECHU3BECTHA

Hapywenus
CcO CMOpPOHYI
CKeJlemHo-
MblLUEYHOU U
coeouHumen

bHOU MKAHU

CI1a3M MbILIILL

HE4YacTo

HEYacToO

yacToTa

HEHU3BECTHA

MHUaJIrus

HE4YacTo

HE4YacTo

yacToTa

HEU3BECTHA

00J1b B CITHHE

HE4YacTo

HE4YacTo

apTpairus

HE4YacTo

Hapywenus
cO CMmopoHbl
novek u
MOUEBbIB0Os

wux nymeti

HapylleHUs

MOYCUCITYCKAHUA

HEYacTo

HUKTYpHS

HE4acTo

NNOJUTaKuypus

4acTo

HEe4acTo

oCTpas no4ye4yHas

HEAOCTATOYHOCTD

HE4YacTo

yacTtoTa

HEHU3BCCTHA

HapylleHHe
(GYyHKUMH  MOYeK,
BKJIIOYAs. OCTPYIO
MOYEUHYIO

HE0CTATOYHOCTD

yacrToTa

HCU3BECTHA

yacTtoTa

HEU3BECTHA

YBEJIHYEHHE

HE4acTo

yacToTa
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Cucremuo- | Hexenareannas | Ilpenapar Amaonnnun | Bancapran I'napoxisiopo
OpraHHbIi peakuus Ko- THA3H/
KJjace Axcdopx®
KOHLIEHTpaLMH HEU3BECTHA
KpeaTHHUHA B
r1a3me KpoBH
Hapywenus | 3peKTuiIbHAas HE4acTo HEeYacTo - 4acTo
co cmoponvl | nUChyHKLUSA
NON0BbIX T'MHEKOMACTHS = HevacTo = =
opeanos  u
MONOUHOU
Jicenesvl
Obwue nepudepuyeckue 4acTo 4acTo - -
paccmpoiicm | OTeKH
8a u
Hapywienus 6 | NOBbILICHHAs 4acTo 4acTo He4acTo -
Mmecme YTOMJIIEMOCTh
66eoeHus acTeHUs! HEeyacTo HeyacTo = 4acToTa
HEU3BECTHA
nuckoMpopt HEe4yacTo HeyacTo w -
yXy/IleHue = He4yacTo - -
CaMOYYBCTBHS
6o - HeyacTo - =
HEYTOYHEHHOM
JIOKaJIU3aLUH
Gosb B TrpyaHOM HE4acTo He4yacTo & +
KJIeTKe
TUMEPTEPMHUs - - - YacToTa
HEW3BECTHA
Jlabopamopn | yBenu4YeHHue WIH HEeyacTo He4yacTo - N
ble U | YMEHbIlICHHE
uHcmpymenm | Macchl Tesa
anvhvle yBeJIMYEeHHE = OueHb PEeJIKO - =
oaHmvie AKTUBHOCTH

(TICYCHOYHBIX»

TpaHCaMHWHas3
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B KIMHHUYECKMX HCCIIEOBAHUSIX INpPU NPUMEHEHHWH BajicapTaHa y mnanueHToB ¢ Al' Obuid
OTMEUEHBI CIIEAYIOIIUE HEKeNaTeIbHbIe SBICHHS (HE3aBUCUMO OT HX INPHUYMHHOW CBS3U C
U3y4yaeMbIM IIpernaparoMm): OeCCOHHHIA, CHUXKEeHHE JITHOUI0, (ApUHTHT, PUHUT, CHHYCHT,
MH(EKIMS] BEpXHUX JIBIXATEIbHBIX MyTEH, BUPYCHbIE HHPEKIIUH.

Ecnu niobvie u3z ykasawnelx 6 uHcmpykyuu nobounvix sgghexkmos ycyzyonaiomes, unu Bol
3amemunu nobvie Opyeue nobounvie 3ghghexmvl, He YKA3AHHLIE 6 UHCMPYKYUU, cooduiume 00

IMom eépauy.

IIEPE/IO3UPOBKA

JlanHBIE O CTyYasX Nepe03nPOBKH MPENapaToM B HACTOSIIEE BPEMS OTCYTCTBYIOT.

Amnoounun

[Tepe/103upoBKa  aMJIOJMITHHOM  MOXKET IPUBECTH K  upe3MepHoil  mepudepryeckoi
Ba30JMJIATAllAM W BO3MOXHOM  peduiektopHOif Taxukapauu. Coobmanock Takke o0
BO3HHKHOBEHHH BBIPAXKEHHOM M JUTMTEIBHONW CHCTEMHOW apTepUalbHOM TMIIOTEH3HH BILUIOTH JI0
Pa3BUTHS IIOKA C JICTATBHBIM HCXOJIOM.

[Ipn pa3BUTHH KIMHUYECKH BBIPAKEHHOW apTEepUAJbHOW TMIIOTEH3HHM IIPH IEPEI03HMPOBKE
aMJIOJTUITHHOM HEO0OXOMMBI AKTUBHBIE MEPHI 110 MO IIEPIKAHHUIO CEPACYHO-COCYIUCTOM CHCTEMBI,
BKJTIOYAst YaCThIH KOHTPOJIb (GYHKIUH CEPJICUHO-COCYAUCTON U ABIXATEIILHON CHCTEM, TIOJIOKEHUE
C TIPHUITOIHATHIM HOXKHBIM KOHIIOM M TIatenbHblit KoHTposib OLIK u tuypesa.

[Ipy OTCYTCTBMH IPOTHBOIIOKA3aHUIl C IIEJIBI0 BOCCTAHOBJIEHHMS COCYAMCTOro ToHyca M AJl
BO3MOKHO NPUMEHEHHE (C OCTOPOKHOCTHIO) BA30KOHCTPUKTOpA. B citydae, eciu mpenapar ObLI
IPUHST HEJABHO, CJIEAYET PacCMOTPETh BO3MOXKHOCTH HMHJIYIIMPOBAHMS PBOTHI MM IPOMbIBAs
xenyaka. [IpiMeHeHne akKTUBHPOBAHHOTO YIUIS Y 3/I0POBBIX JOOPOBOJIBIEB HEMOCPEICTBEHHO
[ocjie WJIM B TEUEHHE 2 YacoB IOCJIE MpUEMa aMJIOJMIIMHA 3HAYMTEIBHO YMEHBINAIO €ro
abcopOumio. BHYTpUBEHHOE BBEJIEHHE TIIFOKOHATA KAIBIUS MOXKET ObITh d(Q(EKTHBHBIM Ul
KynupoBaHus 3G dexToB 6110Ka bl KAIBIHEBBIX KAHAJIOB.

Bancapman

[Ipu mepe1o3MpoOBKE BAICAPTAHOM MOXKHO OXHJIATh Pa3BUTHE BBHIPAKEHHOTO CHIKEHHA AJl u
roJIOBOKpYKeHus.l uopoxnopomuasuo

[Tepe103MpOBKa THAPOXJIOPOTHA3HUIOM CBSI3aHA C MCTOIIEHHEM 3JIEKTPOJIMTOB (THIIOKAIHEMHSI,
FHTIOXJIOpDEMHs]) M THMIIOBOJEMHEN, BBI3BAHHOW  upe3MepHbIM auype3om. HaumbGoree
pachpoCTpPaHEHHBIMH TIPU3HAKAMM W CUMIITOMAMH TEPE03MPOBKH  SBJISIOTCS TOIIHOTA M
COHJIMBOCTD. | HITOKATIMEMHSI MOXKET IIPUBECTH K MBILIICYHBIM CITa3MaM M / MJIH YCHJIUTh apUTMHIO,

CBSI3aHHYIO C OJHOBPEMEHHBIM HCIIOJIB30BAHUEM CEPIACUHBIX IJIUKO3UI0B HJIA ONPEAC/ICHHBIX
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AHTUAPUTMUYCCKUX JICKAPCTBCHHBIX CPCICTB. CrteneHb BBIBEJICHHS I'HIpOXJIOpOTHA3uaAa IIpHU
reMo/inajin3e HE YCTaHOBJICHA.
BancapTaH U aMJIOJUITUH C MMOMOIIBIO réMoaualin3a HE YHAJIAIOTCA, TOTAa KakK JId BBIBCACHHS

THJIPOXJIOPOTHA3UA FEMOAMATH3 MOXKET OBITh 3D (HEKTUBHBIM.

B3AMMOJIEIICTBHE C IPYTUMH JIEKAPCTBEHHBIMH CPEJICTBAMU

Obwue nexapcmeenHvle 83aumooeticmeusi O 6aiCapmana wunu 2uOpoXiI0pomua3uda
IIpenapamer aumus

[Ipn oaHOBpEeMEHHOM NpUMEHEHUH IpenapatoB JuTUs ¢ uHruOutopamu AIID, APA II wm
THA3UIHBIMM JIMYPETHKAMHM OTMEYaJIoch 00paTHMOE yBEIMUYCHHME COJCpXKaHUs JIUTHA B
CBIBOPOTKE KPOBHU M CBSI3aHHOE C 3THM YCHJICHHE TOKCHYECKUX NpOsBICHUH. PUCK TOKCHYeCKUX
NPOSIBIICHUH, CBSI3aHHBIX C NPUMEHEHHEM I[IPErnapartoB JIUTHS, MOXET JOIOJIHHUTEIBHO
YBEJIMUMBATLCA TIPU OJJHOBPEMEHHOM NpMMeHeHuH ¢ npenapatoM Ko-Dkchopxk®, mockonbky
MOYEYHBIH KJIMPEHC NpenapaToB JUTHS 3aMeUISETCS 1101 BO3ACHCTBHEM THA3HIHBIX JINYPETHKOB.
B cBsI3M ¢ 3TUM pEeKOMEH]IyeTCsl TIIATEIbHO KOHTPOJIUPOBATH COJCPIKAHUS JIUTUS B CBIBOPOTKE
KPOBH B CJTydae 0JIHOBPEMEHHOTO TIPHMEHECHHSI.

Amnoounun

Cumeacmamun. MHOTOKpaTHOE OJJTHOBPEMEHHOE IPUMEHEHUE CUMBAcTaTHHA B 03¢ 80 Mr/cyT
amyiojunuHa B o3¢ 10 Mr/cyT BeleT K YBEJIMYEHHIO SKCIIO3MIMU cHUMBacTaTtHHa Ha 77%.
PexomeH1yeTcsi yMEHBIIUTE 103y cHMMBacTaThHa 10 20 Mr/cyT y NanMeHTOB, IPHHHUMAKOIIUX
aMJIOJIUITHH.

Huzubumopwr uzogpepmenma CYP3A4. ITpu 0JHOBpeMEHHOM IIPUMEHEHUH aMJIOIUIIMHA B J103¢€ 5
MI/CYT ¢ AuaTHa3zeMoM B j103¢ 180 Mr/cyT, y noKuIIbIX MarueHToB ¢ Al" 0TMEUaoch yBeInYeHHE
CHCTEMHOM SKCHO3MIMU amoaunuHa B 1,6 pa3. Ilpu npumeHeHMH amJIoJUIMHA ¢ MOIIHBIMU
unrudutopamu uzodepmenta CYP3A4 (Hanmpumep, KETOKOHA30J, HTPAKOHA30JI U PUTOHABHD)
BO3MOYHO 00Jjiee BBIPaXKEHHOE YBEJIMYEHHE CHCTEMHOMN dKCIO3UIMK amaoaunuHa. Heobxoanmo
C OCTOPOKHOCTHIO IIPUMEHSTH aMJIOIUITHH ¢ HHrHOuTOpamu nzodepmenta CYP3A4.
I'petinghpymoswiii cox. B cBsi3u ¢ unrnduposanuem nzopepmenta CYP3A4 npu o JHOBpEeMEHHOM
npueMe ¢ rpedndpyToBHIM COKOM OKCIO3HMIMMS AMJIOAMIIHHA MOXET yBeJIHuMBaThed. B
KJIMHUYECKOM HccieioBaiuu y 20 310pOBBIX J0OPOBOJIBIEB, OHAKO, HE OBLIO BBISBJICHO
3HAYUTEILHBIX U3MEHEHUH (papMaKOKMHETHKH TIPH OJJHOKPATHOM IIpHEMe aMJIoIHITHHa B 103¢ 10
mr ¢ 240 mu1 rpeingpyToBOro coxa.

Huoykmopwr  usogpepmenma  CYP3A4  (npomueocyoopodicuvie  cpedcmea  (Hanpumep,
kapbamaszenun, ¢enobapbuman, genumoun, Gocpenumoun, npuMuOON), pacmumenvHole

npenapamel, codepocawue 36epoboti npoovipseiennvi). HeT TaHHBIX O KOJHYECTBEHHOM
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BIMSIHUM HMHAYKTOpoB u3opepmenta CYP3A4 na amsoaunuH. CreayeT KOHTPOJMPOBAThH
aJIeKBaTHOCTh KJIMHMYECKOTO OTBETA Y MAIMEHTOB, IMOJIyHAIOUIMX OJHOBPEMEHHYIO TEpaIHIO
amJIOIUITUHOM M MHIAYKTOpoM u3opepmenta CYP3A4. [Tockonbky mpUMeHEHHE aMJIOIUIIMHA C
unaykropamu uzopepmenta CYP3A4 (manpumep, pudaMmuiuH, pacTUTENBLHBIE Ipenaparsl,
cozepskaiue 3BepoOoii MPOABIPSBICHHBII), MOKET MPUBOJUTH K BBIPAXKECHHOMY YMEHBIICHUIO
€ro KOHIIEHTpAIMM B IUIa3Me KpPOBH, CIJIEIyeT COOIIOAATh OCTOPOKHOCTH NPH IPUMEHEHHU
amioiMnuHa ¢ uHayKkropamu uzopepmenta CYP3A4.

Lanmponen (npu enympusennom 6gedeHuuy). DUOPUIUISIMS KEITYIOUYKOB M CEPJAECYHO-
COCYIMCTBIH KOJUIAIIC C JICTAJIBHBIM HCXOJOM HaOMIOJalMch Yy JKUBOTHBIX Ha (oHe
TUIIEPKAJIMEMHUH, BO3HHUKIIECH IIOCIE TIpHEeMa BeparnaMuia W BHYTPHBEHHOIO BBEJICHHS
JaHTpoJsicHa. BBUly pucka pa3BUTHS THIEPKAIHEMHH PEKOMEH IyeTCst H30eraTh 0JIHOBPEMEHHOTO
IIpUMEHEHHsT OJIOKaTOPOB KAJIBIIMEBBIX KAHAJIOB, TAKMX KaK aMJIOJUIIMH, Yy TIalMEHTOB,
HAXOJISIIIUXCS B IPYIIIE PHCKA MO PA3BUTHIO 3JI0KAYECTBEHHOM MMIIEPTEPMHUH.

[Tpu MOHOTEpanmuu amJIOJUITMHOM HE OTMEUYEHO KIMHHUYECKU 3HAYMMOIO B3aUMOJEHCTBHS C
THA3UIHBIMH ~ JUYpeTHKaMHu, [-aapeHoOnokaropamu, wuHruOutopamu AllD, nuTpaTramu
JUTUTEJIBHOTO JICHCTBHSI, HUTPOTJIMLIEPUHOM JUIS MOJBSA3BIYHOTO IPUMEHEHHS, JHUIOKCHHOM,
Bap(hapuHOM, aTOPBACTATHHOM, CHJIICHA(HUIOM, rejieM aTIOMMHHUS C MarHus T'HIAPOKCHIOM H
CHMETHKOHOM, IIMMETHIMHOM, HECTEPOMIHBIMH IPOTUBOBOCIAIUTEILHEIMU IIpenapaTaMu
(HITBII), anTubroTHKaMU M THNOTVIMKEMUYECKUMH JICKAPCTBEHHBIMHM CPEJICTBAMHM JUI IpHEeMa
BHYTpb.

Omanon. OMHOBPEMEHHBIN 0THOKPATHBIN ¥ MHOTOKPATHBIHA pHeM amioaunuHa B 1o3e 10 Mr He
BJIMSIET Ha (hapMaKOKHHETUKY TTOCIIEIHETO.

Bancapman

Heounas 6roxkaoa PAAC npu npumenenuu APA II, uneubumopoe AIID unru anuckupena
OnnoBpemennoe npuMenenne APA II, B Tom umcie BajcapraHa, ¢ JIpYyTHMH IperiapaTam,
pusiomumMu - Ha PAAC, npUBOIMT K YBEJIMYEHHIO YacTOThI BO3HHKHOBEHHS ClIy4dacB
apTepUAIbHON THITOTEH3WH, THNEPKATMEMUH, HAPYLIEHHIO (QYHKIMH ITOYEK 0 CPaBHEHHIO C
MOHOTEPAIHEA.

JlBoitnas 61okana PAAC mocpecTBOM OJHOBpEMEHHOTO puMeHeHust uuruduropa ATID, APA
Il uau anvckupeHa He pekoMeHaoBaHa B oOuieit momyssuuu. OaHako, B TOM clydae, €Clu
KOMOMHMpOBaHHAs Tepanus YyKa3aHHBIMH I[IpernaparamMM, B TOM uyucie mnpenaparom Ko-
Dkchopxk”™, sBrsercs abCoMOTHO HEOOXOIUMOI, TaKOe MPUMEHEHHE JIOJDKHO OCYIIECTBIIAETCS
I10J1 TIIATETHHBIM HaOIOIEHHEM Bpaya, ¢ 9acThIM KOHTpoJieM rokasateneif AJl, QyHKIHH MoYex,

a TakXXe COJZICpKaHHUs JJICKTPOJMUTOB IJIa3Mbl KPOBH. He CIeayeT NpOBOJIUTE OJHOBPEMEHHYIO
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tepanuio uHrubutopamu AII® u APA II y nanuentoB ¢ quabetudeckoil Hedponartuei u He
PEKOMEH/IyeTCs y IPYTUX MallUuEHTOB.

OnHoBpeMeHHOE TpHUMEHEHHe MpenaparoB, coaepxamux APA II, Bkmiouas npenapar Ko-
Dkedopx®, ¢ apyrumu cpeacTBamu, BiusiomuMu Ha PAAC, B TOM YHCIe ¢ alMCKHPEHOM,
IPOTUBONOKA3aHO y MAIMEHTOB C CaXapHbIM JHA0CTOM W/HIIM YMEPEHHBIMH WM TSDKEIBIMH
Hapymenusmu ynxiuu novek (CK® <60 mn/mun/1,73 M%) 1 He PEeKOMEHIOBAHO y APYTHX
MTAllUEHTOB.

Ilpenapamvr u eewecmea, enuslowue Ha cooepicanue Kamus 6 cvieopomre Kposu. llpu
OJIHOBPEMEHHOM NPUMEHEHUHU ¢ OMOJIOrMUeCKH aKTUBHBIMH J00aBKaMH, COJICPIKAIUMHU KaJIUH,
KanuicOeperaromyMu THypeTHKaMH, SIJIEPEHOHOM, KaTUHCOAEP)KAIMMH 3aMEHHUTENISIMH COJIH,
WJIU C APYTHMHU ITpenapaTaMu, KOTOPBIE MOTYT BBI3bIBATh YBEJIHUEHHE COJIEPIKAHUE KAJIUs B KPOBH
(Hampumep, ¢ TemapuHOM M JIp.), CleayeT coOmojaTh OCTOPOXKHOCTh U PETYJISAPHO
KOHTPOJMPOBATh CO/ICPIKAHUS KaJIUsl B KPOBH.

HIIBII, exnouas cenexkmusHvle uneubumopvl yukiookcueenasvi-2 (LJOI-2). llpumenenune
AQHTaroHUCTOB perenTopoB aHruoteHsuHa Il oxHospemenno ¢ HIIBII, Bxiouas mHrHOMTOPHI
[1OI'-2, MoxeT nmpuBecTH K ocnableHHIO THIIOTEH3UBHOTO JecTBUs mpenapara. bosee Toro, y
MOXHJIBIX MAIlMEHTOB C COMYTCTBYIOIIEH THMOBOJIEMHUEH (B TOM 4YHCIE BCIEACTBHE IpHEMa
JIMYPETHKOB) WM C HapylieHHO# QyHKiuel mnodek, ogHoBpeMeHHOe npuMmeHeHue APA II u
HIIBII, Bkiroyas cenekTuBHBIE HHTHOUTOPHI [[O'-2, MOXET NMpUBECTH K yXyIIIEHHIO QYHKIIMU
nouek. Y mnaipenToB, npuaumatomux HITBII, pekomMen10BaHO KOHTPOJIMPOBATH (PYHKIIHIO IIOUEK
IIPU MHUIIMMPOBAHUU OJTHOBPEMEHHON Teparuy BaJcapTaHOM HJIH ITPH KOPPEKILIUH €ro 10351,
benxu-nepenocuuxu. 110 TaHHBIM in Vifro UCCIIEIOBaHUS ¢ TKAHBIO IIEYEHH YEJIOBEKA BaJcapTaH
sisietcst cyoerparom Genka-niepeHocunka OATP1B1 u MRP2. OnnoBpeMeHHOE NPUMEHEHHE
BajicapTana ¢ uHruouropamu Genka-nepeHocunka OATP1B1 (pudaMnuimh, IUKIOCTIOPHH) U €
uHruouTopom Oenka-nepeHocunka MRP2 (puToHaBUp) MOXKET NPHUBOAMTHL K YBETHUCHHIO
CHUCTEMHOM OKCITO3WIIMHM BajJcapTaHa. YCTAaHOBJIECHO, YTO IIPM MOHOTEpAllid BaJicCapTaHOM
OTCYTCTBYET KJIHHMYECKH 3HAYMMOE B3aUMOJCHCTBHE CO CIEIYIOIMMH JIEKAPCTBCHHBIMU
CpEICTBAaMM: IUMETHIMHOM, BapdapuHOM, (GypoCeMHIOM, JUIOKCHHOM, aTeHOJIOJIOM,
HHJIOMETAIIMHOM, THIPOXJIOPOTHAZUIOM, aMJIOIUITNHOM, INIHOEHKIIAMHUIOM.
T'uopoxnopomuasuo

[Ipy npUMEHEHHH Mpernapara BO3MOXKHO Pa3BHUTHE CIIEYIOIMX JIEKAPCTBEHHBIX pPEaKIni,
00YCJIOBIIEHHBIX THAPOXJIOPOTHA3HIIOM.

Jlpyeue 2unomen3zuenvle npenapamol. THA3UIHbIE TXYPETHKH YCHIIMBAIOT QHTHIUIIEPTCH3HBHBIN
>(peKT JPYrHX TMIOTEH3MBHBIX MpenaparoB (B TOM YMCIE, I'yaHETHJMHA, METHIZONbI, [-

aIIpCHOGJIOKaTOPOB, Ba3OAMJIATHPYIOIUX CPEJICTB, 6J'IOKaTOpOB «MEJJICHHBIX» KaJIBITUCBBIX
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kaHasioB, uHruOuTOpoB AIID, APA II, npsMbIX HHTHOUTOPOB PEHUHA).

B-aopenobnokamopei. Ilpu OJXHOBpEMEHHOM IPUMEHEHUH C THA3HAHBIMU JHUYPETHKAMHU
BO3MOYKHO YBEJHYEHUE PUCKA PA3BUTHUS THIIEPIITMKEMHUH.

Kypapenooobuvie muopenaxcanmel. TuazuaHble JUYPETHKH, BKIIOYas T'MJPOXJIOPOTHA3HUI,
MOTEHIUPYIOT JICHCTBHE Kypapernoo0HbIX MHOPEIaKCAaHTOB (Harpumep, TyO0KypapHHa XJIOpHL).
Jlekapcmeennvie npenapamol, GIUSIOWUE HA COOePICAHUE KANUA 6 CblGOpomke Kposu. Puck
Pa3BUTHS T'MIIOKAIMEMUH YBEJIMYUBACTCS TMPH  OJHOBPEMEHHOM IIPUMEHEHHMH JIDYTHX
JIMYPETHKOB, TJIFOKOKOPTHKOCTEPOUJIOB, aJPEHOKOPTHKOTPOITHOTO ropMoHa, amporepununa B,
KapOEHOKCOJIOHA, IEHUIIMIITMHA, TPOU3BO/IHBIX Alle THIICATHIHIOBON KUCIIOTHI (B 103e Gosee 3 1),
cJIaOUTEIbHBIX TIPENapaToB, a TaK)Ke aHTHAPUTMUYECKUX mperaparoB. [Ipu oaHOBpeMEHHOM
MIPUMEHEHWH JAHHBIX TPENapaToB C THA3UIHBIMH JUYpPETHKaMH HEOOXOIMM TINATEIbHbINH
KOHTPOJIb COJIEP)KaHUS KaJlUsl B CBIBOPOTKE KPOBH.

Jlekapcmeennvle  npenapamvl,  GIUAIOWUe — HA  coOepiicanue  Hampus 6  KPOGU.
['unonarpuemMudeckuii ek, BEI3BIBAEMBIN THYPETUKAMHU, MOXKET YCHJIMBATLCS IIPU OJHOBpE-
MEHHOM TPUMEHEHHH C AHTUACTIPECCAHTAMH, AHTUIICUXOTHYECKMMH, IPOTHBOCYIOPOKHBIMU
npenapatami 1 T.J4. Criexyer cobmomarh OCTOPOKHOCTH IIPH JUIMTEIEHOM OJTHOBPEMEHHOM
npumenennu npenapata Ko—Jkcdopxk® ¢ BbileykasaHHBIMA penapaTamH.
T'unoznuxemuueckue cpedcmea. Ilpu NPUMEHEHUH THAPOXIOPOTHA3UA OTMEUAETCS M3MEHEHUE
TOJIEPAHTHOCTH K TIJIFOKO3€¢, B CBSI3M C 4YeM Y MAIMEHTOB C CAaxXapHBIM JHa0ETOM MOXKET
noTpeboBaThCs KOPPEKIUS 103 HHCYJTHHA M TMIIOTIMKEMHYECKUX CPEJICTB Ul TIPHEMa BHYTPb.
[TockoNbKY TpH TMPUMEHEHHH THAPOXJIOPOTHA3UAA € MET(GOPMHHOM BO3MOXKHO pa3sBUTHE
JakToanmyao3a  (BCIEACTBME — HapylleHHs  (QYHKIMM  Todek Ha  (oHe  Tepanuu
THIPOXJIOPOTHA3HUIIOM), CIIEAYET COOJI0AaTh OCTOPOXKHOCTD NMpPH NpHMeHeHuH npernapara Ko—
Dxcdopx® y ManueHToB, TOMYYAIOIHX JIeYeHHE METHOPMUHOM.

Cepoeunvie 21uxo3udvl. [WNOKAIMEMHsT W THIIOMarHueMus (HexesnaTenbHble O(QEKTHI
THA3UIHBIX JHYPETHKOB) MOTYT CIOCOOCTBOBAaTH Pa3BUTHIO HApyIIEHWH pUTMa cepaua y
MAIMEHTOB, MOJIYYaIOIIUX CEPACYHBIC MIMKO3UIBL.

HIIBII, éxniouas cenexmusHwle uneubumopol [JOI-2. BO3MOXXHO yMEHBLIEHHE THYPETUIECKOTO
¥ aHTHIUIIEPTEH3WBHOIO JICMCTBHUS THA3WIHOIO KOMIIOHEHTA IIpernapara MpH OJHOBPEMEHHOM
npumenennu ¢ HITBII, Bkitovas cenextuBHble HHruouTops! L{OI'-2, HanpuMep, ¢ TPOU3BOAHBIMH
CAJIMIMIIOBOM KHCJIOTBI, HHAOMETalMHOM. COMyTCTBYIOIIAs TMIIOBOJIEMHSI MOXET IIPUBECTH K
Pa3BUTHIO OCTPOI MOYEYHOH HEOCTATOUHOCTH.

Amanmaoun. TIpu OJIHOBPEMEHHOM MPUMEHEHMH C THA3HIHBIMH JMYPETHKaMH (B TOM 4HCIE
THPOXJIOPOTHA3K/T) BO3MOXKHO yBETHYCHHUS TOOOUHBIX 3P (HEKTOB aMaHTanHA.

ITpomusoonyxonesvie npenapamol. O THOBPEMEHHOE IPUMEHEHUE THA3HIHBIX JIHYPETHKOB (B TOM
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YUCJIe THAPOXJIOPOTHA3KI) MOKET YMEHBIIATh BHIBEIEHHE IIUTOTOKCHYECKUX CPEACTB IOYKAMHU U
YCUJIMBATh UX MUEJIOCYTIPECCUBHOE JICHCTBHE.

Anmuxonunepeuvecxkue cpeocmea H- u M-xonunobnokamopwr. H- 1 M-xonuHo010KaTops! (B T.4.
aTpoNUH, OMNEPUIECH) MOTYT YBEJIMYMBATH OMOJOCTYHNHOCTH TI'MJIPOXJIOPOTHA3UAA, YTO IIO-
BUIUMOMY CBsi3aHO ¢ 3ameienneM nepuctanbTUKu JKKT 1 ckopocTH OnopoXXHEeHHUs Kelyaka.
CootBercTBeHHO, cTUMYJIATOPBI MOTOpHKH XKKT (1M3anpui) MOryT yMeHbIIaTh OMOI0CTYITHOCTD
THPOXJIOPOTHA3H/IA.

Anuonoobmennvie  cmonv..  BcachiBaHWE — THA3WIHBIX — JHYPETHKOB, B  TOM  YHCIE
TUAPOXJIOPOTHA3H/IA, YMEHBINACTCS B NMPUCYTCTBHM KOJICCTUpaMUHA U KojectHnona. OpHaxo,
crelylomasi KOppeKIMs BPEMEHHM IpHeMa JaHHBIX IpEernapaTtoB MOXET YMEHBIIUTh PHUCK
yKa3aHHOTO B3aMMOJICHCTBUS: [ HAPOXJIOPOTHA3HL ClIeyeT MPUHUMATh Kak MUHUMYM 3a 4 Jaca
JI0 WK 4yepe3 4-6 yacoB nocjie npueMa aHuOHOOOMEHHBIX CMOJT.

Bumamun D. OTHOBpEMEHHBIH MPHEM THPOXIOPOTHA3UAA C BATAMUHOM D MM COISIMU KaJlbLUs
MOXET CrIOCOOCTBOBATH YBEJIMUYEHHIO COJICPIKAHMUS KAIBIHS B CBIBOPOTKE KPOBH.

Luxnocnopun. Tlpu OIXHOBpEMEHHOM MPUMEHEHHH THAPOXJIOPOTHA3MIA M I[MKJIOCIOpPUHA
YBEJIMYMBACTCS PUCK PA3BUTHS THIEPYPUKEMHHM U IOSBICHHE CHMIITOMOB, HallOMHHAIOLIMX
noaarpy.

Conu kanvyus. Tlpu OTHOBPEMEHHOM INPHUMEHEHHH C THA3UIHBIMU JIMYPETHKAMH BO3MOXXHO
pa3BUTHE THIIEPKATBIHEMHH 3a CYET YBEIWYCHHS KaHATIbLEBOH peabcopOIvu KaabLusl.
Juaszoxcuo. TuasuaHple JUYPETHKH MOTYT YCHJIMBATh THIEpPrIMKeMUuecKui  sddexr
JTMA30KCH/1a.

Memunoona. B nurtepatype coolmanoch 0 ciaydasx pa3sBUTHs I'€MOJMTHYECKOW aHEMHH IpH
OJTHOBPEMEHHOM NPUMEHEHUH THJIPOXJIOPOTHA3HIa H METHIIJIONIBL.

Omanon, 6apbumypamer u Hapkomuueckue cpeocmea. OJHOBPEMEHHOE IIPHMEHEHHE C
THIPOXJIOPOTHA3HIA MOXKET CIIOCOOCTBOBATH PA3BUTHIO OPTOCTATUYECKOM MMITOTEH3HH.
IIpeccopnvie amunbl. MIPOXIOPOTHAZU MOXKET YMEHBIIATh OTBET HA BBEICHUE IPECCOPHBIX
aMUHOB (HopaapeHaiH). KiMHHueckas 3HaUMMOCTh TAHHOTO () (HEKTa COMHUTEIbHA U HE MOXKET
MPENSITCTBOBATH OJIHOBPEMEHHOMY IIPUMEHEHHMIO IIPEnapaTos.

Hoocooepaicawjue xonmpacmuvie éeujecméa. OOGe3BoXHMBaHHE OpraHu3Ma Ha (oHE HpHema
THA3W/IHBIX JIMYPETHKOB YBEJIMYMBACT PUCK PA3BUTUS OCTPOH IOYEYHOM HEAOCTATOYHOCTH,
0COOEHHO TIpH NPUMEHEHHH  HOJCOJEPKAIMX KOHTPACTHBIX  BEIIECTB  HEOOXOAMMO
KOMITEHCHPOBATH MOTEPIO XKUIKOCTH.

Ipenapamvl, cnocobuvle 6bi3616aMb  NONUMOPGHYIO  JICENYOOUKOBYIO  MAXUKAPOUIO  MUnd
«nupysmy. Creayer ¢ OCTOPOKHOCTBIO TIPUMEHSTH THA3W/HBIC HYyPETHKH COBMECTHO C

npernaparaMi, CHOCOOHBIMH BBI3BIBATH TOJUMOP(HYIO JKETyT0YKOBYIO TAaXWUKApIMIO THIIA

28/36



«IUPYIT», B YACTHOCTH, C aHTHapUTMUYecKuMHU npenaparamu la u Il ximaccoB ¥ HEKOTOPHIMH
AQHTUTICUXOTHYECKUMH TIperapaTaMu, B CBS3M C PUCKOM pa3BUTHS TMITOKATHEMHUH.

Jlexapcmeennvie  npenapamvl, npumeHsiowuecs Oas  Jleyenus nooazpel  (npobeneyuo,
cynvhunnupazon, arnonypunon). Moxer norpeboBaTbes KOPPEKIHS 03Bl YPUKO3YPHUYECKHUX
JIEKapCTBEHHBIX CPEJICTB, TaK KaK THAPOXJOPOTHA3MJ YBEIMUYMBACT KOHLEHTPALUIO MOYEBOMH
KHCJIOTHI B CHIBOPOTKE KpOBH. MoxeT moTpe0OBaThCs YBEIMYEHHE 03Bl NMpoOeHenuaa WM
cynbdunnupasona. [Ipn 0JTHOBpEeMEHHOM TPHMEHEHHH C THA3WIHBIMH JUYpPETUKaMH (B TOM
Yyuclae — THJIPOXJIOPOTHA3WJ)  BO3MOXKHO  YBEJIMYEHHS ~ pUCKAa  pa3sBUTHS  peaKlui

TANCPYYBCTBUTCIIBHOCTH K aJIJIOITYPUHOIY.

OCOBBIE YKA3AHUS

Hegpuyum 6 opeanusme nampus w/unu ymenvuwenue OL[K

B KOHTPOJIMPYEMBIX HCCIIEIOBAaHHUSX IPH NPUMEHEHUH TIpernapaTa B MaKCUMaJIbHOM CYTOYHOM
nose (10 mr+320 mr+25 mr) y manuenroB ¢ AT II u III crenenn tsbxectn B 1,7% ciydaes
HaOMOAI0Ch BRIp@XEHHOE CHIDKeHHEe AJl, BKJIIOYas OPTOCTATMYECKYIO THIIOTEH3HIO (II0
cpasienuto ¢ 1,8%, 04% wu 02% ©Ha ¢QoHe KOMOMHMpPOBAHHOH  Tepanmuu
BaJIcapTaH+THAPOXJIOPOTHA3K/ B 03¢ 320 Mr+25 Mr, amsiounuH+BaicapTad B 1o3e 10 mr+320
MT ¥ aMJIOIHITHH+THIPOXJIOpPOTHA3KL B J103e 10 Mr+25 MI COOTBETCTBEHHO).

V mnaumeHTtoB ¢ BbhIpakeHHbIM Jeduimrom OLIK w/mmu runonaTpueMuei, Harmpumep,
MOJIyYalOIIUX BBICOKHE JIO3BI JMYPETHKOB, B PEIKHX CiIydasX BO3MOXHO pPa3BUTHE
CHUMIITOMaTHYECKOM apTepHabHOM MMIIOTCH3UHU B Havasie Tepanuu npenaparoM. [lepen naganiom
nevenus npenapatroM Ko—2xchopxk® cremyer mpoBecTH KOPPEKIMIO COJACPKAHHS HATPUS B
opranuszme u/uam OLIK wiv HaYWHATH TEPAITHIO MO TINATEIbHBIM MEMIIMHCKUM HaOTIOICHHEM.
B cnyyae pa3BUTHS apTepHaIbHONW TMIOTEH3MM IALMEHTa CIEIYET YJIOXKHTH C MPHIIOTHATHIM
HOXHBIM KOHIIOM ¥ ITPH HE0OXOIMMOCTH IpoBecTH B/B uHPy3uto 0,9% pacTBopa HaTpUs XJIOpH/IA.
[Tocre crabumsanun AJl tedenne npenapatoM Ko—Dkedopk® MOKeT GbITH IIPOIOIIKEHO.
Hapywenue ¢ynxyuu novex

[IpenapaT He cjieJlyeT NPUMEHSTh Y TMAlUEeHTOB C TSDKEIBIMH HapyIIeHUSIMH (QYHKIHH MOYEK
(CK® <30 mu/mun/1,73 M?) BeneIcTBUE HATMYKA B COCTaBE Mperapara THAPOXIOpoTHasHaa. Y
NAIMEHTOB C XPOHHYECKUM 3a00JIeBAHMEM I0YEK THA3UIHBIE IHYPETHKH MOTYT BBI3BIBATh
a30TeMHIo. J{JIs MAalMEeHTOB ¢ HApyIIEHUAMH (GYHKIMH 1MoYeK Jierkoii u cpeaneit crenenu (CK®
>30 - <90 mu/mun/1,73 M%) Koppekims HauaibHOH 1036l He TpebGyercs. OJHOBpEeMEHHOE
IpUMEHEHHE C AIMCKHPEHOM M IperapaTaMi, COAEpXKallMMH AIHCKUPEH, y MalUeHTOB C
caxapHbIM JHaGeTOM /MM yMEPEHHBIM MM TSDKEIIBIMH HapymeHusmu GpyHkuun moyexk (CKO

<60 mu/Mun/1,73 M?), ¢ aHypHeii MM HAXOIANMXCS HA AHAIH3e, IPOTHBONOKA3aHO.
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Cmeno3s noveynou apmepuu

VY nanueHToB ¢ OJTHOCTOPOHHUM WJIH ABYCTOPOHHUM CTEHO30M I1OYEYHON apTepHH WM CTEHO30M
apTepuM eIMHCTBEHHOHM TMOukH mpueMm mnpenapata Ko-Dxchopx® MoxeT compoBoxkaaThes
MOBBIIICHUEM KOHIEHTpPAIMi MOUYEBHHBI U KPEaTHHHUHA B CHIBOPOTKE KPOBH, IIO3TOMY y TaKUX
nanuenTos npenapat Ko-Dxchopx® crieayeT mpuMEHSTh ¢ 0CTOPOKHOCTBIO.

Hert naHHBIX 110 IPUMEHEHHIO NTpenapara y NarleHTOB ¢ TPAHCIUIAHTHPOBAHHOM ITOYKOM.
Hapywenue ¢hynkyuu nevenu

Basicapran BbliensieTcs B HSU3MEHEHHOM BU/IE Yepe3 KUIIEUHHK C KeT4blo, TOT1a KaK aMJIOAUITHH
TMI0JIBEpraeTcss MHTEHCUBHOMY MeTab0JIn3My B IieueHH. B CBSA3M ¢ HayM4KMeM B cocTaBe npenapara
BaJicapTaHa, aMmJOJUIMHA W TUAPOXJIOPOTHA3HWJa, IIpernapar CJleIyeT ¢ OCTOPOXHOCTHIO
IIPUMEHSTE y TTAIIUEHTOB ¢ HapyIleHueM (QYHKIIMU IeYeHH JerKoi u cpenneit (knacc A u B o
kinaccupukanuu Yaina-I1e10) nim o6CTpyKTUBHBIMH 3a00JI€BAHUSIMHU JKEITYEBBIBOISALIMX ITyTEH.
[IpumeneHue npenapara y NalMeHTOB ¢ HapyIIeHHEeM (YHKIIMM TIEYEHHU TSHKEIION CTeneHH (Kiiace
C no knaccuduxanuu Yaitna-I110) npoTuBonokasaHo.

Aneuoneepomuyeckuti omex

BoO3HUKHOBEHHE peakiuii THIEepPYyBCTBUTEIBHOCTH HA ()OHE NMPUMEHEHMS THAPOXJIOPOTHA3UMA
HauOoJsiee BEPOSATHO Y TMAIMEHTOB C a/UIEPIrMYECKMMHU peakIMsMH U OpOHXHMAIBHOM acTMO# B
aHaMHe3e.

[Tpu npuMeHeHUH BajsicapTaHa OTMEYEHO PAa3BHUTHE AHTMOHEBPOTHYECKOTO OTEKa, B TOM YHCIIE
OTeKa TOPTaHH U TOJOCOBBIX CBSI30K, MPHBOMAIIEE K OOCTPYKIMH JbIXATEIbHBIX IyTeH H/Wiu
OTeKy JIila, ry0, IIIOTKH W/WIN S3BIKA; Y HEKOTOPHIX M3 TAaKUX IALUEHTOB OTMEYEHO Pa3BUTHE
AQHTHOHEBPOTUYECKOIO OTE€KA B aHAMHE3€ IIPU NIPUMEHEHUH JPYTHX JIEKAPCTBEHHBIX IPENapaTos,
B TOM ynciie ”HrubutopoB AIID. [Ipu pa3BuTHH aHTHOHEBPOTUYECKOTO OTEKA IIpenapar CiaeayeT
HEMEUICHHO OTMEHHTH 6€3 MOBTOPHOTO BO30OHOBJICHHUS TEPAIIHH.

Heoocmamounocms  kposoobpawenus II-1V  ynkyuonanenozo kiacca no kiaccuguxayuu
NYHA, 6 mom uucne nocie nepenecenno2o uHghapkma mMuokapoa

B 1es10M y ManmeHToB ¢ XpOHHYECKo# cepaeunoit HepocraroyHocth III-IV dpyHkmonansHoro
kiacca 1o kiaaccuuxamun NYHA ciiejiyeT ¢ 0CTOpOKHOCTBIO IIPUMEHSTH IIpenapaThl 0J10KaTOphI
«MEJUICHHBIX» KaJIbIIUEBLIX KAHAJIOB, TAaK KaK JaHHbBIC IPErnaparbl MOIYT YBEIHYHBATH PHCK
Pa3BUTHSI CEPJICTHO-COCYTUCTHIX OCTIONKHEHUH.

[Tpumenenne unru6utopoB AII® wimm APA II B ciayuasx, Korja cocTOSHME (QYHKIMH TOYEK
3aBUCUT OT akTMBHOCTH PAAC (HampuMep, y MaIllMEHTOB C CEPACYHON HENOCTAaTOYHOCTHIO),
aCCOIMUPOBAIIOCH C PA3BUTHEM OJIUTYPHH U/MITH IPOTPECCUPYIONIEH a30TEMHUH, B PEJIKUX CITydasX
TNPUBOMIIO K OCTPOM MOYEYHOW HEJOCTATOYHOCTH H/WIM JieTadbHOMY HMcxoy. IIpu oneHke

COCTOSAAHUSA ITallTUCHTa C OCTpOI71 CCpIIC‘IHO-COCy,HHCTOﬁ HEAOCTATOYHOCTBIO HIJIH PIH(‘l)apKTOM
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MHOKap/ia BO BCEX CJIydasiX HEOOXOIUMO ONPEeNATh COCTOSIHUE (PYHKIIMU TTOYEK.

Crnenyer coOmoaarts OCTOPOXKHOCTH IMPH NMPUMEHEHHWH Npernapara y NalUeHTOB € CepAeYHON
HEJIOCTATOYHOCTBIO M MIIEMHUYEKOH 00JIe3HBIO Cepala, MOCKOIbKY AOCTYIHBIC JaHHBIE B OTOH
MOTYJISIUN OTPAaHUYEHBL.

Ocmputii unghapkm muokapoa

B Hayane Tepanuu aMJIOJUITMHOM (MJIM IPU YBEJIWYEHUH €ro JI03b) BO3MOXHO ycyryOieHue
CTEHOKAp/IUU M Pa3BUTUE OCTPOro HH(papKTa MHOKap/a, B OCOOCHHOCTH Y MAllMEHTOB C TSKEJION
UIIEMUYECKOH 00JIe3HBIO ceparia.

Cmenosz aopmanoHo20 u MUMpanbHo20 Kiananos

Kak u B ciy4ae co BCeMH JPYTMMH Ba30JWJIATUPYIOUIMMH MperapaTtaMyu ClefyeT cobmoaaTh
OCTOPOXXHOCTh TPH TNPUMEHEHWH Tpenapara y MAIMEHTOB C MHUTPAIbHBIM WM TSKEJIBIM
A0OPTAJIBLHBIM CTEHO30M.

Ilepsuynulii cunepanb0ocmepoHum

He pexoMeHIyeTcst HazHaueHue Tepanuu npenapatom Ko-Dkchopx® y manueHTos ¢ nepBUdHbIM
TUIIEPaJIbI0CTEPOHU3MOM BBUJLY HapylieHHs GpyHKIMOoHaNbHOro cocTosiuus PAAC.

Hzmenenue cooeparcanus 31eKmpoaumos 6 cbl60ponKe Kposu

Amnoounun/eancapman/2u0poxiopomuaszuo

[Tepuomyeckue onpesieIeHus COJIEPKaHUsI IEKTPOJIUTOB B CHIBOPOTKE KPOBH JUISL BBISBICHUS
BO3MOKHOTO 3JIEKTPOJMTHOTO JucOananca JOJDKHBI IPOBOJUTBECS YEpe3 COOTBETCTBYHOIIUE
uHTepBaIbl. [leproauueckoe onpeesieHue ChIBOPOTOYHBIX JIEKTPOJIUTOB U B YACTHOCTH KaJlu,
ClIe/lyeT MPOBOAMUTE Yepe3 COOTBETCTBYIOIINE HHTEPBAJIBI BPDEMEHH JIJISL BBISIBJICHHSI BO3MOXHOTO
3JIEKTPOIMTHOTO JcOananca, 0COOEHHO y TIAIIUEHTOB C APYrUMHU (HaKTOpaMHU PUCKA, TAKUMH KaK
HapylmeHHe (QYHKIUM TI04YeK, Tepanus JPYyrMMHM JIEKApCTBCHHBIMHM IIpernapaTtaMu HWin
IpeIIIEeCTBYIOUIMN dJICKTPOIUTHBIN TucOaaHC B aHAMHE3E.

Bancapman

[Ipy OJHOBPEMEHHOM TIPUMEHEHHMH TIpernapata ¢ OHOJOrMYECKH AaKTUBHBIMH J100aBKamy,
COJIEpIKAIUMH KaJINH, KaniicOeperaromumMy Iy peTUKaMy, KaJTHHCOICpKALMMHU 3aMEHUTEIIIMU
COJM WJIM C JPYTHMH IIperapaTaMu, KOTOPbIe MOTYT BBI3BIBATh FMIEPKATHEMHUIO (HApUMep, ¢
remapuHoM), CleayeT CcoOofaTh OCTOPOXKHOCTh M MPOBOAMTH PETYJSPHBIA  KOHTPOIbL
COJIep)KaHuUs KaJIus B KDOBH.

Luopoxnopomuazuo

HO Hayajla Tepanuyd THA3UIHBIMA JUYPETHKAMH CICAYCT CKOpPPEKTUPOBATH CYHICCTBYIOIIYIO
T'ANOKAJIMEMUIO U THIIOMAarHuEMHUIO. Teparmﬂ THA3UIHBIMH JUYPETHKAMHA MOXET IIPUBOJAUTL K
Pa3sBUTHIO THITOKAJIMEMHUH HIIH yC}’l"y@HﬂTb YK€ CYHIECTBYIOIIYIO TUNOKaIMeMHUI0. THa3zuaHbie

JUYPETHKH CIEAYCT MNPUMEHATE C OCTOPOXHOCTHIO IIPH  COCTOSIHUSAX, COIPOBOXKIAIOIINXCA
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noTepeii kanus (HarmpuMep, HehpomaTum, KapMOreHHOE HapylieHue GyHKIUH nouek). B ciydae
CHMIITOMATHYECKOH TUMOKaIMEMHUH (HarpuMep, MbIeYHas c1abocTh, MapecTe3ut, H3MEHEHHS
Ha OKI') npumenenue npenapara ciaeyer IpeKpaTHTh.

CrietyeT nepHoIMYecKH ONpPEeNIsTh COJIepIKaHue Kanusl U MarHUs B CHIBOPOTKE KpoBH. C LiesbIo
CBOEBPEMEHHOTO BBISIBIICHUS! BO3MOKHBIX HAPYIIEHUH BOJTHO-2JICKTPOIUTHOrO OaaHca BO BpeMsl
TepalMy THA3UJHBIMH JMYPETHKaMH Yy BCEX IAlMEHTOB HEOOXOIMMO KOHTPOJIMPOBAThH
COJIEpIKAHUE IEKTPOIUTOB (OCOOCHHO Kaus).

Tepanuss THA3UAHBIMH JTHYPETHKAMH MOJXET TPUBOJAUTH K pPa3BUTUIO T'MIIOHATPHEMUH,
TUIIOXJIOPEMHUYECKOTO aIK0JI03a WM YCYryOuIsTh MMEIOLIyIocs TMIoHaTpueMuio. OTMevaauch
OTJICNIbHBIE CJTyYau pa3BUTHSI HEBPOJOTHUECKOH CHMIITOMATHKH Y MAIHEHTOB C THIIOHATPHEMHUEH
(TOIIHOTA, TPOrpecCHpyIoNIas Jae3opuenTanus, anatus). Teparuio npemaparom Ko-Dxedopxk®
ClielyeT HAauWHATh TOJIBKO IOCJIE KOPPEKLIHH paHee JUarHOCTHPOBAaHHOW TMIOHAaTpHeMHuH. B
cllyuae pasBHTHs THIIOHATpHEMMM Ha (hoHe mpumeHeHus mpenapata Ko-Dxchopxk®, Teparmio
CJIEyeT MPEKPATUTH JI0 HOPMAJIU3allMK YPOBHSI HATPHS B CBIBOPOTKE KPOBH.

ITpu npumenenun npenapata Ko-Dkchopxk® HE0OXOAMMO MPOBOAUTH PETYISPHBIH KOHTPOIb
COJIEPYKAHUS ATIEKTPOJIUTOB IJIa3MbI KPOBH.

Cucmemnasn kpacuas 6014anka

[Ipy NpUMEHEHHWH THA3MIHBIX JHYPETHKOB, BKJIIOYAs THAPOXJIOPOTHA3UA, €Oo00manochk 00
ycyryOJIeHHH T€UEHUSI WJIX aKTUBAIIMM TEUCHUS] CUCTEMHON KPAaCHOM BOJTYAHKH.

Jpyaue memabonuueckue napywenus

TuasuaHble JMYpeTHKH, BKIIOYAs THJIPOXJIOPOTHA3UZA, MOTYT BbI3BIBATH H3MECHEHHE
TOJIEPAHTHOCTH K TJIFOKO3€, a TaKKe MOBBIIICHHE KOHLEHTPALUH XOJECTEPUHA U TPUTIIMIEPUIOB
B CBIBOPOTKE KPOBH. Y TMAIIMEHTOB C CaXapHbIM JHA0ETOM MOXKET OTPeDOOBATHCS KOPPEKIIUS 03Bl
WHCYJIMHA WJIM TEPOPATBHBIX THIIOTTMKEMHUYECKUX IpenaparoB. Kak u Jpyrue JHypeTHKH,
THAPOXJIOPOTHA3HT MOXKET BBI3BIBATH WIIM YCYTYOJISITh IOBBIIIEHHE KOHIIEHTPAIMH MOYEBOM
KHCJIOTHI B CBIBOPOTKE KPOBH B CBSI3M C YMEHBIICHUEM €€ KJIIMPEHCAa U NPUBOJAMTE K PA3BUTHIO
TUNIEPYPEKHUMHUH, @ TAKXKE BO3ZHMKHOBEHMIO CHMIITOMOB IIOHArphl y IMPEapacroiokeHHbIX
MAlUEHTOB.

Twa3uaHble JTUYPETHKH BBI3BIBAIOT YMEHBIICHHUE OKCKPEIMM Kajbllks, H, COOTBETCTBEHHO,
YMEPEHHOE TOBBIIICHHE COJICPXKaHUs KATbLUS B KPOBH IIPH OTCYTCTBHH JIMarHOCTHPOBAHHBIX
HapyluieHu Metabosin3Ma Kalblus. [ HIpoXI0opoTHA3H CIIENYET ¢ OCTOPOIKHOCTHIO MPHMEHSTh
y MAlMEHTOB ¢ THIEpKaJIbliHeMuel. BeipakeHHas runepkanrpuuemus (>12 mr/mwn), He
KYIHUPYIOIIAsicss OTMEHOM I'MIPOXJIOPOTHA3H/Ia, MOXKET OBbITh MPHU3HAKOM CKPBITOrO MEXaHW3Ma
pa3BUTHs THIEPKAIBIHEMHH, HE CBS3aHHOIO C TNPUMEHCHHEM T'HJIPOXJIOPOTHA3H/A.

ITaTonornyeckue U3BMEHEHUS napanyTOBHIHBIX XKEJIC3 OBLJIM OTMEYECHBI Y HEKOTOPBIX MAITHEHTOB
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C runepkagbuueMuei u runodocdareMueit, NOTy4YaBUIMX JUIUTEIBHYIO TEPANUIO THA3HIHBIMU
JMypeTHKaMHu. B ciydae BBISBICHUS THIEpPKAIBIMEMUHN TPeOyeTCs IPOBECTU JONOIHUTEILHBIE
o0cieIoBaHuUs C LEJIBI0 YTOUHEHHUS THarHosa.

DomouyecmeumenoHOCMb

Coofmranoce 0 ciydasXx BO3HMKHOBEHHS peakiMi (OTOUYBCTBUTEIBHOCTH IIPH IIpUEME
THA3UIHBIX JUYPETHKOB. B ciyuae mnosiBieHHs (OTOUYBCTBUTENBHOCTH Ha (OHE IpueMa
npenapata Ko-Dxchopxk® creayer npekpartuts jeuenne. Ecim mposomkeHne npruema nypeTHKa
HEOOXO0IMMO, TO CIIEAYET 3alMIATh KOXKHbIE ITOKPOBBI OT BO3ACHCTBHS COJTHEYHBIX JTy4ei WM
MCKYCCTBEHHBIX YJIbTPa(hUOIETOBBIX JTyUei.

Ocmputil npucmyn 3aKpelmoy201bHOU 2NAYKOMbL

Ha ¢one npuMeHeHuUs: rHIpOXJI0pPOTHA3UIA, KaK CYIb()oHAMUA, OTMEYAIHCH CIIy4ad pa3BUTHS
TPAaH3UTOPHOW MHUOITMU M OCTPOTO NPHUCTYIIA 3aKPBITOYTOJBHOM ri1ayKoMbl. CHMIITOMBI, BKJIIOYAst
pPE3KOE CHHIKEHHE OCTPOTHI 3peHUst WM O0ib B ra3y, OOBIYHO BO3HHMKAIOT B IIEPHOA OT
HECKOJIbKHX YacoB WJIM HeZeNb MOcje Hayala Tepanuu. 3akpbIToyroyibHas ¢popma riaaykoMa 6es
Tepanuy MOXKET IPUBECTH K CTOWKOH NOTEepe 3peHHs.

[lepBuuHOe JieueHHME 3aKIO4aeTcss B Kak MOXHO Oojee OBICTpOH OTMEHE Ipenapara,
COZIepIKaIero ruApoXJopoTHasu. [Ipu coxpaHeHHH MOBBIIIEHHOTO BHYTPUIJIA3HOIO JABJICHHS
MOXeT OTpeOOBaThCS IOMOTHUTEIEHOE METMKAMEHTO3HOE MITH XHPYPTrUYecKOe BMEIIATEIbCTRO.
DaKkTOpOM pHCKA Pa3BHUTHS OCTPOTO MPHCTYNA 3aKPHITOYTOJIBHOH TIJTayKOMBI MOTYT OBITH
AHaMHECTHYECKHE JIaHHbIE 00 aJUIEPrHYeCKUX peaklusIX Ha CyIb(paHuIaMUIbl U NEHUIMIUIMH,
IIpumenenue y nayuenmos cmapuie 65 n1em

Tepanwuio y margeHToB crapiuie 65 JeT cieayeT MPOBOAUTE C OCTOPOKHOCTHIO, BKIIOYas Oojee
YacThli MOHHMTOPHHT apTepHAIBHOTO JIABJICHUS, IOCKOJBKY JOCTYNHBIE JaHHbIE B OTOH
TOMYJISIIIAK OTPAHUYEHBI.

Hemenanomuuwiti pax kooicu

B JByX OSHOHJIEMHOJIOTHYECKHX HCCIICIOBAHUSIX C MCIOJB30BaHMEM JaHHBIX JlaTckoro
HAIlMOHAJILHOTO  OHKOJIOTHYECKOTO PpEerucTpa OTMEUEHO YBEJIMYEHHE pHCKAa pa3BUTHS
HEMETaHOMHOI0 paKa KOXH (0a3aIbHOKJIETOYHON KapIMHOMBI U TJIOCKOKJIETOYHOTO PaKa KOKH)
C yBENMYEHHEM KYMYJISTHBHOM O3Bl BO3JCHCTBHS THAPOXJIOpOTHasuaa. PHCK pa3BHTHS
HEMEJIAHOMHOTO ~ paka  KOXH  YBEJIMYHMBAETCS  IIPU  JIOJITOCPOYHOM  IIPUMCHEHHUH
THAPOXJIOPOTHA3H/IA, TOTEHIIMAIBHBIM MEXaHU3MOM pa3BHTHSA KOTOPOTO MOXET SIBJISTHCS
(boTroceHcHOUIM3UpYyIOLIEe AEHCTBUE THIPOXIIOPOTHAZH/IA.

[TanvenTa, NPUHUMAIONIErO THAPOXJIOPOTHA3HI, ClieyeT HHOOPMHUPOBATH O PHCKE Pa3BUTHUS
HEMEJAHOMHOI0 paka KOXXH U PEKOMEH/IOBATh PEryJSIPHO OCMATPHBATh KOXKHBIE MOKPOBBI HA

NpeaAMET MOABJICHHUS HOBBIX o6pa303aﬂnﬁ, a TakKXe CBOCBPEMCHHO coo0marh O MOSIBJICHUHU
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TIOI03PUTENILHBIX KOXHBIX 00pazoBaHuid. C LeIbI0 YMEHBUIEHUS PHCKA Pa3BUTHS paka KOXH
MAIMEHTY CJIeyeT PEKOMEHI0BATh IPEBEHTUBHBIE MEPbI, HAIIPUMED, OrPAaHUYEHUE BO3AECHCTBUS
COJIHEYHOTO CBETa M aJeKBATHYIO 3alUTy OT coJiHma. [lomo3purenbHbie KOKHBIE 00pa3oBaHMs
ClIelyeT He3aMeUTUTEIbHO 00CIeI0BaTh, BO3MOXKHO, BKJIIOYaAsk THCTOJIOMHYECKOE HCCIIEI0BaHHE
6uonrara. CieayeT nepecMOTPeTh BO3MOKHOCTH TPUMEHEHHUS THIPOXJIOPOTHA3UIA Y TTAlHEHTOB
C HEMEJIAHOMHBIM PaKOM KOXH B aHaMHe3e (cM pasjen «/lob6ounoe Oelicmeuey).

Ha OoCHOBaHMM HMEIONIMXCS JaHHBIX OSIHJIEMHOJOTHUECKHX HCCIEJIOBAHUN OTMEYEHa CBA3b
MEXJly COBOKYITHOM J1030# THIPOXJIOpOTHA3Ma ¥ HEMETAHOMHBIM pakoM KOXHu. B onHo u3
MccleI0BaHui ObUTH BKJIOYEHBI 71533 ciryyaeB 6a3aIbHOKIIETOUHOM KapiMHOMBI M 8629 ciryuaes
IUIOCKOKJIETOYHOTO paka KOH, COMOCTABICHHBIX COOTBeTCTBeHHO ¢ 1430833 u 172462
KOHTPOJIbHBIMH CyOBbEeKTaMH B MOMYJISIUMU. BbICOkas COBOKYyINHas Ji03a TMIPOXJIOpOTHA3HIa
(>50000 mr) acconmMMpoBaliaCh CO CKOPPEKTHPOBAHHBIM OTHoOLIeHHeM puckoB (OP) g
OaszanpHOKIeTOYHOU KapruHoMBl 1,29 (95% JAU: 1,23-1,35) u 3,98 (95% JIU: 3,68-4,31) - s
IJIOCKOKJIETOYHOTO paka Kokd. OTMEYEHO YeTKOe OTHOLIeHHE 103a-2Q(eKT Kak s
0a3aIpbHOKIIETOYHON KapIIMHOMBI KOKH, TaK M JUIS IUIOCKOKJIETOYHOrO paka Koxu. B apyrom
UCCIIE/IOBAHUH C UCIIOJIB30BAHUEM BBEIOOPKH METOZOM «CIIy4ai-KOHTPOJIb) ITOKa3aHa BO3MOXKHAs
acconuarnus paka ryosl (IUIOCKOKJIETOYHBIN paK KOKH) U BO3JICHCTBHS T'HIPOXJIOpOTHA3Haa: 633
ciydaeB paka ryObl, COMOCTaBIEHHBIX ¢ 63067 KOHTPOJIBHBIMH CYOBEKTAMH B TOMYIAIUH.
OrmMeueHo YeTKoe oTHOIeHHe 103a-3(dekT ¢ ckoppektupoBanubiM OP 2,1 (95% JIU: 1,7-2,6),
KOTOpBIH Bospactaet 10 3,9 (95% JIU: 3,0-4,9) s Beicokux 103 (~25000 mr), u 7,7 (95% JIN:
5,7-10,5) juis HauBkIciiei coBoKymHOM 10361 (~100000 Mr). K npumepy, coBokynHas go03a 100000
MT COOTBETCTBYET >10 roam exeHEeBHOTO MPHMEHEHUS B YCTAHOBJICHHON CYTOUHOM J103€ 25 MI
(cM. paznen «ITobounoe Oeticmeuey).

Jeounas 6roxaoa PAAC npu npumenenuu APA 11, uneubumopoe AIID unu aruckupena
OHOBpEMEHHOE MPUMEHEHHE AHTArOHHCTOB pelenTopoB aHruoTensuHa II ¢ mpemaparamw,
coJiepKalMMK AIUCKUPEH, MPOTHBOIMOKA3aHO y TAIMEHTOB C CaxapHbIM JMa0eToM W/WIM ¢
YMEPEHHON MM TsOKENoH Tmoveunoit HexocrarouHocThio (CK® menee 60 mu/mun/1,73 m?
TUIOIIA (¥ TIOBEPXHOCTH TeJla) U He PEKOMEHIyeTcs y Ipyrux namuenToB. He cieayer nmpoBoauTh
OHOBpeMeHHYI0 Tepanuio uHruouropamu AII® u APA II y manmeHToB ¢ JHabeTHYECKOHU
HedponaTuei ¥ He PEKOMEH/IyeTCsl y APYTUX MallHeHTOB.

IIpouee

CriesiyeT ¢ OCTOPOXKHOCTBIO MPUMEHSTH MpernapaT y MNalHeHTOB C paHee yCTaHOBJICHHBIMU
ClIy4asMH TIOBBIIICHHOM YyBCTBUTEILHOCTH K JPYTMM AHTArOHUCTaM PELENTOpa aHrHOTeH3UHA

II.
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BANSTHUE HA CITOCOBHOCTD YIIPABJIATH TPAHCIIOPTHBIMHU CPEJCTBAMHU, MEXAHU3MAMHU

HekoTopsie moGounsie 3¢dexTsr nmpenapara, B TOM 4HCIIE TOJOBOKPYKEHHE HIIH 3PUTEIHHBIC
HApYIICHUS, MOTYT OTPHLATEIBHO BIHSTH Ha CIIOCOOHOCTH YNPABIATH TPaHCIOPTHBIMU
CpEJCTBAMH ¥ BBINOJNHATH TOTEHIMAIBHO ONACHBIE BHABI JIEATEIBHOCTH, TpeOyromme
TIOBBIIIEHHONW KOHIIEHTPAIlMK BHUMaHHs M OBICTPOTBI IICHXOMOTOPHBIX peakiui. [Tanmenram,
npuHMMalomuM npenapat Ko-Dxchopxk®, cienyeT cobimonarh 0CTOPOKHOCTS TIPH YIPABICHHH

TPAHCIIOPTHBIMHU CPEICTBAMH U paboTe C MEXaHU3MAMH.

®OPMA BBINTYCKA

TabeTku, MOKPHITHIE IIEHOYHOH 0005104K0M, 5 Mr+160 Mr+12,5 mr, 10 Mr+160 mMr+12,5 mr.
ITo 7 unu 14 TaGnerok B 6muctep u3 [IBX/TIB/IX. ITo 1, 4, 18 Giucrepos 1o 7 TabieToOK MM 110
1,2, 4,7 6muctepoB 1o 14 TabneTok BMECTE ¢ HHCTPYKLMEN 110 MEIUIIUHCKOMY TIPUMEHEHUIO B
KapTOHHYIO TTauKy.

YCaoBusi XPAHEHUSA

B opuruHaibHON yIiakoBKe Ipu Temreparype He Bere 25 °C.

XpaHUTh B HEJIOCTYITHOM JUIsl IETeH MeCTe.

CPOK rOJIHOCTH

2 roza.

He npuMeHSTh 110 UCTEUEHUHU CPOKa I'OJTHOCTH.

YCJI0BUA OTYCKA

OTnyckaroT 1o peuenry.

HAMMEHOBAHUE M AJIPEC HOPUJIUYECKOIO JIMIIA, HA HMsI KOTOPOI'O BbIIAHO
PETUCTPAIIMOHHOE YIOCTOBEPEHHUE

Hosaptuc ®apma AT, Jluxtmrpacce 35, 4056 basens, IlIseiinapus / Novartis Pharma AG,
Lichtstrasse 35, 4056 Basel, Switzerland.

ITPON3BOMTEb

Hosapruc ®apmacsiotuka C.A., Ponja e Canra Mapus, 158, bap6epa Jlens Bannec, 08210,
Bapcenona, Wcnanus / Novartis Farmaceutica S.A., Ronda de Santa Maria, 158, 08210
Barbera del Valles, Barcelona, Spain.

IMOJIYYUTH JONMOJHUTEJBHYIO WH®OPMAIIMIO O NPEMAPATE, A TAKXE HAIIPABUTDH
NMPETEH3MH U UHO®OPMAIIMIO O HEXKEJATEJBHBIX SAIBJEHUAX MOXHO 1O CJHEAYIOUEMY
AJIPECY B POCCHU:

000 «Hosaptuc ®apma»

125315, r. MockBa, JIeHHHIpaJICKHii TIPOCTIEKT, I0M 72, KOpIy¢ 3;

ten.  (495) 967 12 70;
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bake (495) 967 12 68.

www.novartis.ru

Huxunen C.B.

1Kep MO PeryIATOPHBIM IPOEKTaM
000 «Hosaptuc ®apmar
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