CocrTaB

delicmeyrwuw,ue sew,ecmada: BajicapTaH, TUOPOXJIOPOTHA3U;

1 TabneTKa, moKpeITass 0007104KOM, cogepxkuT 80 Mr BajsicapTaHa u 12,5 Mr
TUAPOXJIOPOTHA3Ua;

acnomMmozeamesbHble sewecmasda:

SIOPO: JTaKTO3a, HATPUSI KPOCKapMeJlio3a, KPeMHUS TUOKCU KOJIJIOUIHBIN, MarHUsI
cTeapar;

obomnouyka tabnetku 80 mr / 12,5 mr (Mixture for coating the tablets - Type 2):
rurpomesio3a, makporoin 400, tutana guokcup (E 171), xkene3a okKcug KpacHBIN
(E172).

JIekapcTBeHHas1 popMa

TabeTKH, IMOKPHITHIE IIJIEHOYHOM 000JI0YKOM.
OcHoBHble (pu3uKko-xumuyecKkue ceolicmaa:

80 Mr / 12,5 MTI po30BEI€ TIPOOOJITOBATEHIE TBOSTKOBLINIYKJIbIE TAOIETKM, TOKPHITEHIE
IIJIEHOYHOU 00O0JIOYKOH.

®dapMakoTepaneBTHYECKasi rpynmna

BrnokaTops! penienTopoB auruoTen3uHa II (6mokatopsl AT1- perrenTopoB) u
OUYPETUKHU.

Kopg ATX C09D AO03.
dapMaKOOUHaAMHUKa

Baacapman

BancapTan saBisgeTcs epopailbHO aKTUBHBIM M CIIEIU(PUUIECKUM aHTarOHUCTOM
petnenitopoB aHruoteH3uHa II (Ang II). OH melicTByeT u3bupaTenbHO Ha ITOATUII
penenTtopoB AT1, KOTOPBIK OTBeYaeT 3a U3BECTHYIO AEUCTBHUE aHTHOTeH3rHa I1.
YBenuueHHble YpoBHU Ang Il B mna3Me KpoBu mociie O6i1okanel perenTtopa AT1
BaJIb3apTaHOM MOTYT CTUMYyNHpoBaTh Hebnmokupyemas pementop AT2, KOTOPHIH,
BIIOJIHE BEPOSITHO, HEUTpanu3yeT aeuctsue penentopa AT1. BancapTaH He IPOSBIsAET
aKTUBHOCTHY YaCTUYHOTO aroHucTa 1o penentopa AT1 u uMmeet ropasno Gosbliinee
cpozctBo c penentopoM AT1, yem c peuentopoMm AT2. BancapTal He UHTUOUPYET



ATI® (Takke M3BeCTHHEIM KakK KuHa3a II), kotopsiiz ipespaiiaeT Ang I B Ang I u
pas3pylinaeT OpaguKUHUH. B Xome KITMHNYECKUX UCCIIeJOBaHUM, I'lle BaJicapTaH
cpaBHUBAJMU ¢ UHruouTopoM AII®, yacToTa pa3BUTUS CYXOT0 Kalijs Oblia
3HauuTenabHO MeHblIe (P <0,05) y nanimeHTOB, IPUHUMABIIMNX BajicapTaH, YeM y TeX,
KOTOpHIE jieununuck nuaruoutopamu AIT® (2,6% mo cpaBHeHUio ¢ 7,9 %). B xome
KJIMHUYECKOTO UCCIeIOBaHM MallMeHTOB C CYXUM KalllJIEM B aHaMHe3€e BO BpeMs
neyeHus uHruoutopamu AII® 19,5% ucopITyeMbIX, IPUHUMAaBIIUX BajcapTaH, U 19%
TeX, KTO IPUHUMaJl TUa3UOHbIM OUYPETUK, UMEJIM Kalllellb 110 CpPaBHEHUIO C 68,5%
MaIMeHTOoB, JIeuuBIIuXcs nHruoutopom AII® (P <0,05).

Ha3HayeHue BajicapTaHa y HallUeHTOB C apTepHUaIbHOU THIIePTEeH31uel IPUBOOUT K
CHUJKEHUIO apTepUasbHOI0 JaBJIeHUs, He BJIUASA IPU 3TOM Ha 4acCTOTy Oyjbca. Y
OOJILIIIMHCTBA ITAIlMEeHTOB MOCJie IpreMa OOHOKPAaTHOM mepopasbHOM 03kl
aHTUTUNIEPTEH3WBHAas aKTUBHOCTh HAYMHAETCA [IPOUCXOOUTh B TeYEeHHUeEe 2 4acoB, a
MaKCUMaJIbHOe CHUXKeHue AJl gocTturaercsa B TedeHue 4-6 4acoB.  MITOTEeH3UBHBIU

9 deKT coxpaHsieTcs B TedeHHe 24 4acoB II0OCIIe IIprueMa npernaparTa. IIpu moBTOpHOM
npueMe O03 IIpemnaparta MaKCuMallbHOEe CHUXKEHHE apTepPUaIbHOTO JaBIeHUS IIPU
11000 T03€ B OCHOBHOM [IOCTHUTAETCS B TeUeHHe 2-4 HedeJlb U COXPaHsIeTCs B TeYeHUue
OJIUTENIbHOTO JIeYeHUusa. B coueTaHUU C TUAPOXIIOPOTHA3UAOM OOCTUTAETCS
CYLIIECTBEHHOE [IOIOJIHUTEJIbHOE CHUXKEHNE apTepUalIbHOIO JaBJIeHU.

Y nmanueHTOB C IIOBLIIIEHHBIM apTepPUAIbHEIM HaBleHueM, nuabetom II Tuma u
MHUKPOaANTbOyMUHYpPHEN OBIJIO MPOAEMOHCTPHUPOBAHO, YTO BajicapTaH YMeHbIIaJl
BHIIEI€HUE albOyMHHAa C MOYOH.

BriBoa: 160-320 Mr BajsicapTaHa OIPUBOOUT K KJIIMHUYECKU 3HAYUMOI'O YMEHBIIIEHUS
UAE y nainueHTOB C TIOBHIIIEHHBIM apTepUasibHLIM OaBjieHueM u nuabetom Il Tumna.

I'uopoxaopomuasud

MecTO melCcTBUS TUA3UOHBIX AUYPETUKOB, B IIEPBYIO OUYepenb, - IOYEYHEIE
OUCTaJIbHBIE U3BUTHIE KaHaAJIbLbl. BEIIO IPOOEMOHCTPUPOBAHO, YTO B KOPE IOYKU
SIBJISIETCSI BELICOKOA(PUHHBIMHU PELIETITOP, KOTOPHIA ABISIETCSA OCHOBHBIM CBSA3YIOIIUM
Y4aCTKOM OEeUCTBUS TUA3UOHBIX JUYPETUKOB U YTHETEHUE TPAHCIIOPTUPOBKU
xjopuctoro Hatpus (NaCl) B pucTtanbHBEIX U3BATHIX KaHalbllaX. MeXxaHU3M OeUCTBUS
TMA3UI0B 3aKiodaeTcsa B yrHeTeHun Na + Cl - opHOHanpaBJIeHHOTO IEPEHOCYUKa,
BO3MOXKHO, TyTeM KOHKypeHIuu 3a Cl- ygyacTok, BnusieT Ha MeXxaHu3Mbl peabcopOuumu
3JIEKTPOJIUTOB IIPSIMO - YBEJINYMBas BhHOEJIEHUE HaTPUs U XJIOPUa IPUMEPHO B
OOVHAKOBOU CTEIIEHU U KOCBEHHO IyTEeM TaKOU OUYPETUUYECKOI 0 IeUCTBUS, CHUXKASA
00BbeM I1JIa3MBI KPOBU C IOCJIEAYIOIIUM yBETUUYEHUEM aKTUBHOCTU PEHMHA MJIa3MHI,
CeKpelluu ajibgoCTePOHa, IoTepe Kajlusd C MO4YOU U CHUXKEHUEM KaJlud B Iljla3Me
KpPOBU. PeHVH-aIbIOCTEPOHOBOM CBA3b OIIOCPenyeTcsa auruoren3uHa II, mostomy npu



OOHOBPEMEHHOM IIpueMe BaJjicapTaHa CHMXKeHNe KaJIus B Ijla3Me KPOBU MeHee
BHIPAXKEHHOE, YeM IIPY MOHOTepPanuy THAPOXJIOPOTHASUIOM.

®dapMaKOKHHETHKA

CucteMHasi OMOJOCTYIIHOCTh TUAPOXJIOPOTHAa3uaa yMeHblllaeTcsa npuMepHo Ha 30%
IIPY OOHOBPEMEHHOM IIPUMEHEHUHU C BajicapTaHOM. OOJHOBpEMEHHOE IPUMEHEHUE
TUOPOXJIOPOTHA3uaa He OKa3blBaeT CyLIeCTBEHHOT O BIUSAHUS Ha KUHETUKY
BaJjicapTaHa. YKa3aHHAs B3aMMOJENCTBUE He BIUSAET Ha 9(PPEeKTUBHOCTD
KOMOMHHUPOBAHHOTO IPUMEHEHHUS BajicapTaHa U TUAPOXJIOPOTUAa3uaa, IIOCKOIbKY B
X07le KOHTPOJINPYEMBIX KIIMHNYECKHUX UCCIIeNOoBaHnM ObIJI 00HapyKeH YeTKUU
QHTUTUNIEPTEH3UBHLIN 9 GEKT 3TOM KOMOMHAIIUY, KOTOPHIN IIpPeBIIIan apdeKkT
aKTUBHOI'O BellleCTBa OTHEeJIbHO, a Takxke 3¢ deKT maiebo.

Bancapran

BcacwvisaHus

[Tocse mpueMa OTHEeIbHO BajicCapTaHa MaKCHMalbHEIE KOHIIEHTPAIIMK BajJicapTaHa B
IJ1a3Me KPOBU [IOCTUTAETCS B TedeHue 2-4 yacoB. CpedHsisi BeJIMUYNHA
o6uomocTtymHOCTH cocTaBnsieT 23%. Ema yMeHbIaeT BIusHue nmpuMepHo Ha 50%.

PacnpedeneHue

PaBHOBeCHBIN 00BbEM pacIpenesieHus BajicapTaHa I0oCjie BHYTPUBEHHOTO BBEIEHU S
COCTaBJIAeT OKO0JIO 17 MUTPOB, yKa3kblBast Ha TO, YTO BajicCapTaH He pa3fesisieTcs
IIUPOKO B TKaHSX. BajnicapTaH B 3HAUUTENILHOU CTEIIEHU CBSA3BIBAETCS C OeKaMu
m1a3mMel KpoBu (94-97%), rmaBHEIM 00pa30M M3 CHIBOPOTOYHOT'O ajibOyMHUHA.

Memaboausm

Bancapran HE MmeTabonu3upyeTcss B 3HAaUUTEIbHOM CTEIIeHHU, ITIOCKOJIBKY TOJIBKO
npuMepHo 20% [03kl BOCCTaHABIMBAETCS B BUIe METAaOOIUTOB.

BuvigedeHue

BancapTaH geMOHCTPUPYET KUHETUKY OaraToeKCIOHEeHIIMalIbHOTO pacnaga (tY2a <1
yac u t¥2 S mouTtu 9 yacoB). BasicapTaH B OCHOBHOM BBHIBOOHUTCS C KaioM (okoo 83%
mo3bl) U ¢ MO4OoM (0K0J10 13% mo3kl), rIaBHLEIM 00pa3oM B Hen3MeHeHHOM Bupe. [locre
BBeeHUS KJIMPEHC BaJicapTaHa COCTABJISIET OKOJIO 2 J1/ 4, a ero MOYeYHBIN KJIUPEHC
coctaBnseT 0,62 1/ 4 (okomo 30% ot ob1iero KnupeHca). [lepuop mosgypacnama
BaJicCapTaHa COCTaBIseT 6 4acoB.

T'UOpOXIOPOTHA3H]




BcacvieaHus

ITocne mpueMa BcaChkIBaHKME THUAPOXJIOPOTHA3UOA IIPOUCXOOUT OLICTPO (tmax okKoyo 2
4acoB) C aHAJIOTUYHBIMHU XapaKTEePUCTUKaMU IIOTJIOIIEHUS U B CYCIIEH3UH, U Y
Tabs1eTOK. BUomoCcTynmHOCTh ruApoxiopoTra3umga cocrasnsieT 60-80% mocie mpuema
npemnapara.

PacnpedeneHue

KuneTuka pacrpepesieHus U BeIBeleHUsI 0OBIYHO OIMChIBaeTCS PyHKIIMEHN Ou-
9KCIOHEHIIHaJIbHOTo pacianga. OxXugaeMblli 00beM pacipeneneHus coctaBnsget 4-8 i/
KT.

PacnpocTpaHsieMbll THAPOXJIOPOTHA3U CBSA3LIBAETCS C OemKaMu mia3Mbl KpoBu (40-
70%), B OCHOBHOM CBIBOPOTOYHEBIM albOyMUH.

BuwiseoeHue

YTo KacaeTcsi rugpoxjgopoTuasuga,> 95% ot abcopOupoBaHHOM NO3bI BEIBOOUTCS B
HEeNW3MEeHEeHHOM BUe C MO4YOM. [Io4euyHbIN KIIUPEHC COCTOUT U3 TaCCUBHOU
(punbTpanuu ¥ aKTUBHOU CEKPELIMU B IOYEYHLIX KaHalbllaX. [lepron monyBeIBEAEeHUS
cocTaBniseT 6-15 gacos.

Oco0bBle TPYINIEI TAllMeHTOB

ITayueHmul NoJHcuU1020 8O3pPACMA

OrpaHU4YeHHbIE JaHHbLIE YKA3bIBAIOT HA TO, YTO OOIIUM KIUPEHC T'UOPOXJIOPOTHA3UIa
CHUKAeTCs KaK y 3MOPOBBIX JOOPOBOJIBIIEB, TaK U Yy ITAlIMEHTOB ITOKMJIOTO BO3pacTa C
MTOBBIIIIEHHLIM apTEPHUAIbHBIM JaBI€HUEM II0 CPAaBHEHHUIO C MOJIOOBIMHU 300POBBIMHU
moOPOBOJIBIIAMHU.

IToueuHass HeOocmMamoyHOCMb

[Tpu npuMeHeHUU B peKoMeHayeMol no3e Banatekc KomOu He Hy2KHa KOPPEKIUI
OO3BI OJIs MallMeHTOB C KIupeHcoM KpeaThHuHa 30-70 M1 / MUH.

HeT maHHBIX ITO MPUMEHEHMIO ITpenapaTta BaHaTtekc KoM0Ou mamueHTaM C TSIKeJIou
MOYEe4YHOU HEeJOCTAaTOYHOCTHIO (KIUpeHC KpeaTuHHa <30 M1 / MUH) U HallieHTaM,
HaXoOsaIIMMCS Ha Ouasn3e. BajmcapTaH B 3HAUUTEILHON CTEIIEHU CBSI3LIBAETCS C
OenKaMH¥ IIJIa3Mbl M He BEIBOOUTCS C IIOMOIIBIO Hajiii3a, TOTga KaK BEIBO
TUOPOXJIOPOTHA3UOA OOCTUTAETCSA IyTEM OHasIn3a.

[ToyeuyHBIN KITUPEHC TUOPOXIOPOTUA3uga COCTOUT U3 ITaCCUBHOU (PUITBTPALIUU U
aKTHBHOU CEKpPEeIlMM B MOYEeYHLIX KaHalnbllaX. Kak 1 0Kuganochk [OJjisd IIpenapara,



KOTOpBIﬁ BEIBOOUTCSA IIOYTH MCKJIIOUYUTEJIBHO IIOYKaMU, (I)YHKI_[I/ISI II0O4YEeK 3aMeTHO
BIINdAE€T Ha KHHETHUKY I'HIAPOXJIOPOTHa3nua.

ITeueHOYHas1 HeOOCMAMOYHOCMb

B xome papMaKOKMHETUUYECKOTO UCCIIeOBAaHUs MallieHTOB C JIeTKou (n = 6) u
yMepeHHOU (n = 5) nuchyHKUMEN IIeYeHN BIUsSHUE BajicapTaHa OblI OOJIbIITAM
IIPUMEPHO B 2 pa3a II0 CPAaBHEHUIO CO 3[TOPOBLIMU ITOOPOBOJIBIIEB.

OTCYTCTBYIOT JaHHBIE O IPUMEHEeHUH BajiCapTaHa MallueHTaM C TSXKeJIon
oucyHKIMen neyeHu. 3a00IeBaHUs IIeUeHU CYIIIECTBEHHO He BIUSET Ha
bapMakKOKMHETUKY TUOPOXJIOPOTUA3UOA.

HemenaHomHo20 PAaK KO3 Cu

PesynbTaThl ABYX MOCIEeOHUX (hapMaKOSMHUAEMUOIOTUYECKOT0 UCCIeIOBaHUM C
KUCIIOJIb30BaHUEM JaTCKUX 00IeHallnOHaIbHEIX HCTOYHUKOB NHGOPMAIIUY ITOKa3aaIu
COBOKYITHEIM [0303aBUCUMEIUA CBA3b MeXy ['XT3 u BO3HUKHOBEHUEM
0a3aJIbHOKJIETOYHBIM KaPIIMHOMBI U MJIOCKOKJIETOYHOM KapluuHOMbI. OOHO
uccnenmoBaHue [1] Bkmroyano momnysnsanuio ¢ 71533 namueHToB ¢ 6a3albHOKIIETOYHOMN
kapuuHoMou (BKK) u 8629 maliueHTOB C IIJIOCKOKJIETOYHBIM KapuuHoMmou (ITKK),
KOTOpHIe cpaBHUBanuch ¢ 1430833 u 172462 nanueHETaMu U3 KOHTPOJILHOU
TIOITYISIIIUK COOTBETCTBEHHO. Bricokoe nmotpebnenue I'XT3 (= 50 000 Mr cymmMapHO)
CBSI3BIBAJIOCHh C CKOPPEKTUPOBaHHEIM KoaddumuerTom pucka (KP) 1,29 (95%
moBeputenbHbI nHTEpPBan (CI): 1,23-1,35) onsa BKK u 3,98 (95% CI : 3,68-4,31) ons
[TKK. Hab6miomanack 3aBUCUMOCTh COBOKYITHBIN mo3a-apderT ana BKK u ITKK.
Hanpuwmep, coBokynHas go3a 50000 mr coorBetrcTByeT 12,5 Mmr I'XT3 npu
eXeIHEeBHOM IIpHeMe B TedeHue oKoso 11 ner.

IIpyroe uccnegoBaHue [2] moka3ano BO3MOXKHYIO CBSI3b Mexkay pakoM ryost (ITKK) u
ucrnonb3oBanueM ['XT3: 633 marneHToB ¢ pakoM ryonl (ITKK) cpaBHuBanuch ¢ 63 067
nangueHTaMy U3 KOHTPOJIbHOM MOMYISALIMY C UCIIOIb30BaHUEM CTPATETUM CIIy4alHOU
BBLIOOPOYHOM COBOKYITHOCTH. 3aBUCUMOCTb COBOKYITHOTO 03a-3¢¢deKT Obla
MpoAeMOHCTPUPOBaHa ¢ ckoppektupoBaHHbeIM KP 2,1 (95% CI: 1,7-2,6) nipu ob1iiemM
ucnonb3oBaHuM C noBeiieHueM KP mo 3,9 (3,0-4,9) npu BEICOKOM UCIOJIb30BaHUM (~
25000 mr) u KP 7,7 (5,7-10,5) mpu BEICOKOM COBOKyHmHOU mo3e (~ 100 000 mr) (cm.
Pa3gen «Oco6eHHOCTH MPUMEHEHUSI»).

IToxa3zaunus

ApTepuanbHasi TUIEPTEH3US Y MAllMeHTOB, JaBJIeHe KPOBHU B HUX COOTBETCTBEHHO He
perynupyeTcss MOHOTepanued BajcapTaHOM UJIU TUAPOXTIOPOTUA3ULOM.



IIporuBONOKa3aHUA

[ToBHINIIEHHAS YYBCTBUTEJIPHOCTD K BaJICAapTaHy, TMAPOXJIOPOTHA3UIY, APYTUM
JIeKapCTBEHHBIM IIpeliapaTaM Ha OCHOBe CylbdbOoHaMuUma UM K 1000 13
BCIIOMOT'ATEJIbHBLIX BEIIECTB.

e TsixKerasi medeHOYHAs HEOJOCTATOYHOCTh, IIMPPO3 MeYeHN U X0JIecTa3s.

e TsiKerasi moYedyHasi HEJOCTAaTOYHOCTD (KIIUPeHC KpeaTuHUHaA <30 MII / MUH),
aHypHUs.

e CTOlKa ruImoKajanueMusi, TUIIOHaTPUEMU I, TUIEPKAJIbIINEMUS U
CUMIITOMaTHU4YeCcKas TUIIePyPUKEMHUSI.

e bepeMeHHbIe XKEHIIMHBI UJIN XKEHIWHBI, IIaHUPYIolue 3abepeMeHeTh (CM.
«[IpuMeHeHUE B riepuof 0epeMEeHHOCTU UJIM KOPMJIEHUS TPYObI0»).

e OOgHOBPEMEHHOE IPUMEHEHNE aHTAarOHNUCTOB pPelleliTopa aHTuOTeH3WHAa UITU
UHTruOuTOPOB AII® Cc anuCcKUpPEeHOM MaleHTaM C CaXapHBIM TuabeToM MUJIH
HapyueHueM QYHKIIUU IT0YeK (CKOPOCTh KiiyboukoBou ¢punbTrpaumuu (III'P) <60
mia/vun /1,73 M2).

B3auMoOOeHCTBHE C IPYTrHMH JIEKapCTBEHHBLIMH CPEeICTBAMH H IPyrue BHIBI

B3aMMOIEMCTBHH

Bszaumoodeiicmseus, c8s13aHHble KAK C 84/1b3APMAHOM, MAK U C 2u0pox.10pomud3udom

OoHOBpeMeHHOe IPpUMEHEeHHe He PeKOMEHIyeTCs
JIumutu

OOpaTuMoe MOBHIIIIEHNE KOHIIeHTPAIIUY JINTHUS B IJlTa3Me KPOBU U IIPOSIBIEHUS
TOKCUYHOCTH OBIIM 3apPETruCTPHUPOBAHEI IIPU OJJHOBPEMEHHOM NPUMEHEHUHU
MHTuOUTOPOB AITI® 1 THA3MUOOB, B TOM YHCJIe TUOPOXJIopoTHua3una. B cBs3u ¢
OTCYTCTBHEM OIIbITAa OOHOBPEMEHHOTI0 IPUMEHEHU BajiCapTaHa U JINTUS TaKas
KOMOMHaIMs He peKOMeHOyeTcs. B cimyyae HeOOXOOUMOCTY IIPUMEHEHUS TaKOU
KOMOMHAIIMY PEKOMEHYEeTCS IMPOBOOUTD TIIATEIbHBIM MOHUTOPUHT YPOBHS JIUTUS B
ja3Me KPOBH.

OO0HoB8peMeHHoe NnpuMeHeHue, mpebyruL,ee 0CMopPoOICHOCMU

[Ipyrue aHTUTHUIIEPTEH3UBHEIE ITPenapaThl

Banatekc Kom0Ou MoXkeT yCcunuBaTh OeUCTBUE OPYTUX IperapaToB C
AHTUTUIIEPTEH3UBHLIMY CBOMCTBaMu (Hampumep, uHruobuTopsl AII®, 6eTa-6710KaTOPHI,
6JI0KaTOPH! KaJIbLIMEBHIX KaHaJIOB).

ITpeccopHble amuHbl (Hanpumep, HOPaAOpPEeHAAUH, AOPEeHAAUH)



Bo3MmoxHa CHUXKEHa PeaKIusa Ha IIPECCOPHEBEIE aMHUHEI, HE SABJIAE€TCA OOCTATOYHEIM,
4YTOOBI MCKJIIOYHUTH UX MCIIOJIb30BAHUE.

HecmepoudHbie npomusosocnaaumenvHvle npenapamul (HIIBII), skaovas
cesnekmueHble uHeubumopu! L[OI'-2, auemuacaauyuaosyo Kucaomy> 3 2/ cym u
HecesnexkmueHble HIIBII

HITIBC MoryT ocnabisiTh aHTUTUIIEPTEeH3UBHEIN 3(pPEeKT KaK aHTarOHHUCTOB
aHruoTeHs3uHa lI, Tak ¥ rTUOPOXJIOpPOTHA3KOa IPU OJHOBPEMEHHOM IPUMEHEHUH.
Kpome Toro, omHoBpeMeHHbIM ITpueM BanaTtekca Kom6u u HIIBIT MoxXeT ITpUBECTHU K
YXYOIIeHUI0 QYHKINY ITI0YEK ¥ YPOBHS KaJus B MJjla3Me KPOBU. TakKuM oOpa3om,
PEKOMEeHOyeTCsI KOHTPOJIb QYHKIIMU II0YEK B HayvaJjie JIe4eHUsI, a TaKXKe afJeKBaTHasd
rugpaTtalus malreHTa.

Bsaumodetlicmasusi, cesa3aHHble C 84d/1b3dpmdadHOM

IleotliHas 6a0Kada peHuH-aH2uomeH3uHosol cucmembl (RAS)

KnuHnyeckue MccieqoBaHus IIOKA3kIBAIOT, YTO ABOMHAA OJI0Kaga PeHUH-
aHruoreH3uH-(RAAS) nmyTeM oIHOBPEMEHHOTO IIPUMEHEHUSI UHTUOUTOPOB AIID,
QHTArOHMCTAarOHUCTUB PEILEIITOPOB aHTUOTeH3UHa Il UMK anMcCKUpPeHOM MOBHIIIAaeT
PHCK PaA3BUTHUS TAKUX IMOOOYHBIX PeaKIUi KaK apTepuajbHas TUIIOTeH3US,
TUIepKaaueMus 1 HapyluieHusa QyHKIIUU IOo4YeK (B TOM YKCJIe OCTPOM ITOUYEeYHOU
HeIOCTATOYHOCTH) II0 CPAaBHEHHIO C IPUMEeHEeHNeM KaKoro-1u00 OmHOT O U3
JIEKaPCTBEHHBIX CPencTB (cM. pa3aerntbl «I[IpoTuBonoka3lanusa», «OcobeHHOCTHU
npumMeHeHus» nu «PapMakoguHaAMUKa>»).

OJIHOBpeMeHHOG IIpUMEHEeHHe He PeKOMeHOyeTCs

KanuticGeperaroiye OIUypeTUKY, IpenapaTsl Kajius, 3aMeHUTEeIN COJIU, ComepIKallie
KaJIui U OpyTue BeIllleCTBa, KOTOPhIE MOTYT IIOBBICUTH YPOBEHb KaJlus

Ecnu npuMeHeHMEe TeKapCTBEHHOT O CPEACTBa, KOTOPHIM BIUSET Ha YPOBEHDb Kallus,
cumMTaeTCs HeoOXOOMMBIM B COYETAaHUHU C BaJicAapTaHOM, PEKOMEHIyeTCSI IPOBOOUTH
MOHUTOPUHT KaJIus B IIJTa3Me KPOBH.

TpaHcnopmepul

[To pe3ynbTaTaM MCCIEOOBaAHUM in Vvitro BajicapTaH siBAsieTCSI CyOCTpaTOM [OJIs
ne4yeHO4YHOro tTpancnoprepa 3axsata OATP1B1 / OATP1B3 u ne4eHOYHOI 0
TpaHcnopTepa BeiBoga MRP2. KnuHn4Yeckoe 3HaYeHUe 3TUX JaHHBIX HEU3BECTHO.
OnHOBpEeMEHHOE IIpUMEHEHNEe NHIT'MOUTOPOB TPaHCIIOpTEPa 3axBaTa (HalpuMep
pudamMnuiimia, MUKIOCIIOPHUHA) NN TPaHCIOPTEPa BLIBOMA (HallpuMep PUTOHABUP)
MOZKET YBEeJIMUUTh CUCTEMHYIO 3KCIIO3UIIMIO BajicapTaHa. CienyeT cobmogaTh



HagJieXKallrue MePEL 0e30I1aCHOCTH B HadaJjie Uil B KOHIIE€ COIIYTCTBYIOIIIET O
IIPUMEHEHHUsI 3TUX JIEKAaPCTBEHHEBIX CPEOCTB.

Omcymcmaeue 83aumodeticmeus

B nccnepgoBaHusax JeKapCTBEHHOT'0 B3aMOIENCTBUS BajicapTaHa He OBIJI0O OTMEYEeHO
KJIMHAYECKU 3HAaUYMMbBIX B3aMMOAENCTBUM BajicapTaHa U JII000T0 U3 CJedyoIIuX
mpernapaToB: MUMEeTUONUH, BapdapuH, GypoceMu, TUTOKCHUH, aTEeHOJIOI,
WHOOMETAIIUH, TUAPOXJIOPOTUA3U, aMJIOOUIIUH, TTuOeHKIaMu. [IUTOKCHUH U
UHOOMETAallMH MOTYT B3aUMOOEUCTBOBATh C TUAPOXJIIOPOTHA3UIHUM KOMIIOHEHTOM
Banatekca Kom0u (cM. «B3auMoeicTBHSI, CBSI3aHHBIE C TUAPOXJIOPOTHA3HUIOM»).

Bzaumoodeiicmseus, ces3aHHble ¢ 2u0pox/a10pomua3udom

OmpHOBpEeMEeHHOe IIPHMEHEeHHe, TPeOdyinee OCTOPOKHOCTH

JlekapCTBEHHEBIE IpelapaThl, IPUMEHEeHUEe KOTOPBIX CBSI3aHO C IIOTEPEU Kalus U
TUIoKanmeMuen (HampuMep, IIpu OOHOBPEMEHHOM Ha3HaYeHUHU OUYPETHUKH,
KOpTuUKOocTepounsl, ciaburtenbubie, AKTT, amdpoTepuiiiia, KapOeHOKCOJIOH,
neHuUIInH G, canuuuioBasi KMCJIOTa U IPOU3BOOHEIE).

Ecnu ecTh HEOOXOOMMOCTh B Ha3HAUYEHUHN 9THUX JIEKAPCTBEHHBIX CPECTB C
KoMOMHAaIMel TUAPOXIOPOTHA3uIa U BajicapTaHa, PEKOMEHIyeTCsI IPOBOOUTD
MOHUTOPUHT YPOBHS KaJIus B IJla3Me KPOBU. DTHU JI€eKapCTBEHHLIE CPeNCTBa MOTYT
ycunuBaTh 3pPeKT rumpoxiopoTua3ua Ha YPOBEeHb Kalus B IJlTa3Me KPOBH.

JlekapCTBEHHEIE IpeIapaThl, KOTOPEIE MOTYT BBI3BaTh OIBYHAITPABJIEHHYIO TaXUKaAPAUIO
(torsades de pointes):

e AHTHApPUTMHUUYECKHE IIpenapaTs Ia Knacca (HanpuMep, XUHUOUH, TUAPOXUHUINH,
OU30mUpaMup);

e AHTHMapuTMHYecKue npemnapartsl III kimacca (aMuogapoH, COTasnos, HoheTUINnaa,
UOyTUIU);

e HekoTophie HEUPOJNENTUKY (HalpuMep, TUOPUAA3UH, XJIOPIIPOMa3KH,
JIEBOMEIIPOMa3uH, TpUuGIyoIllepa3uH, ImaMeMa3uH, CyJIbIIUPU, CYIbTOIPUIOM,
aMUCYIBIIPU, THAIIPUL, ITMMO3U]I, TaJIONEPUI0JTI, APOIIEPULOI);

e [Ipyrue (HanpuMep, Oenpuouns, HU3anpun, gudeMaHul, 3pUTPOMUIINH,
ranodanTpuH, KeTaHCepuH, MU30JIaCTHUH, IEHTaMUONH, clap(IOKCallUH,
TepdpeHaarH, BUHKaMUH BHYTPUBEHHO).

B cBsI3U C pUCKOM Pa3BUTUS TUNOKAJIMEMUN THIPOXJIOPOTUA3UT, CIIeqyeT IPUMEHATh C
OCTOPOKHOCTHIO OTHOBPEMEHHO C JIEKapCTBEHHBIMU CPEACTBaMU, KOTOPHIE MOTYT
BBI3BaTh ABYHAIIPaBJIEeHHYIO TaxuKapauio (torsades de pointes).



JlekapcmeeHHble cpedcmea, 8AusilouLue Ha ypos8eHb Hampus 8 njia3me Kposu

TunmonaTpueMuuHu 3PHEeKT TUYyPETUKOB MOXKET YCUINUBATHCS IPU OTHOBPEMEHHOM
MIPUMEHEHUU TaKUX JIEKAaPCTBEHHBIX CPEICTB KaK aHTUIEIIPECCAHThl, HEUPOJIEIITUKH,
ITPOTUBO3NUJIETITUYECKME JIEKAPCTBEHHBIE CpelcTBa U apyrue. CnenyeT ¢
OCTOPOIKHOCTBIO Ha3HaYaTh BanaTekc KoM0Ou npu OIUTENbHOM JIeUEHUU TaKUMU
JIEKapCTBEHHBIMU CPEICTBaMHU.

I'nuko3udvl HanepcmAHKU

HupgynupoBaHHas TUA3UOAaMU THIIOKAJIUEMUS WU TUIIOMarHUEeMUSI MOXKET
BO3HUKHYTb KaK IMOO0OYHBIN 3(PEKT, YTO CIIOCOOCTBYET PAa3BUTHUIO CEPOEYHOMN
ApPUTMUM, UHOYIIMPOBAHHOM ITpenapaTaMy HAIePCTSIHKH.

Coau Kaavyusi u eumamuH D

[TpuMeHeHNEe THA3UIOHBIX OUYPETUKOB, BKIIIOYasi THAPOXJIOPOTHA3HU]], OOHOBPEMEHHO C
BUTAMHUHOM D UM COJISIMM KaJIbIIMSI MOXKET CIIOCOOCTBOBATh MOBHIIIIEHUIO YPOBHSI
KaJblius B my1a3Me KpoBu. OIHOBPEMEHHOE ITPUMEHEHNE TUA3UIHBIX TUYPETUKOB C
COJISIMU KaJblIMS MOKET IPUBECTU K TUIEepPKaIblIMEMUH y MAIIMUEHTOB CO CKJIIOHHOCTBIO
K TUNIepKalblIueMUu (HallpuMep, TUIleprapaTiupeo3, 3T0KaueCTBEHHBIE OIyX0JI WU
BUTaMUH D-ommocpefgoBaHHBIE YCIIOBHS) 3a CUET YBeJIMYeHUsI peabcopOIuy KalbIus.

ITpomusoduabemuueckue cpedcmea (nepopasbHblie npenapamsul U UHCYAUH)

JledueHue THa3ugaMu MOXKET BJIIUATH Ha TOJIEPAHTHOCTE K I'JTIOKO3€. KOppeKHI/Iﬂ O3Bl
aHTI/IJII/IaGGTI/I‘-IeCKOFO JIEKapPCTBEHHOI'O CpeacCTBa MOZKeET HOTpe6OBaTbCH.

CnenmyeT C OCTOPOXKHOCTBIO MCIIOTb30BaTh MET(POPMHUH H3-3a PUCKA JTAaKTATAIUI03a,
WHOYIIIPOBAHHOTO BO3MOXKHOM (PYyHKITMOHAILHOM ITOYEYHOM HeJOCTAaTOYHOCTHIO,
CBSI3AHHOM C TUAPOXJIOPOTUA3UAOM.

Bema-6.10kamopbl u dua3okcuo

OnHOBpEeMEHHOE ITPUMEHEHNEe THA3UIHBIX JUYPETUKOB, BKIIIOYasi TUAPOXIOPOTHA3HU]I,
c 6eTa-06710KaTOpaMU MOBHIIIAET PUCK TUIIEPTINKEMUN. TUa3uOHbIE TUYPETUKH,
BKJTIOYas TUOPOXJIOPOTUA3UI, MOTYT YCUIUTDb TUMIEPTIINKEMUYECKUN 3D HEKT
Oua30KCcua.

JlekapcmeeHHble npenapameul, NpuMeHsaeMble 8 1edyeHuU nodazpul (npobeHeyuo,
CY/A1b(pUHNUPA30H U ANA0NYPUHO)

MoxkeT BO3HUKHYTh HEOOXOIUMOCTh KOPPEKIINY OO3HI JIEKapPCTBEHHBIX CPECTB,
CIIOCOOCTBYIONIIUX BHIBEIEHNIO MOUYEBOM KUCIIOTHI, IIOCKOJIbKY THUAPOXJIOPOTUA3UL
MOZKET ITOBBIIIATh YPOBEHb MOYEBOM KUCJIOTHL B IJTa3Me KPOBU. M0OXKEeT BO3HUKHYTh



HeoOXOOUMOCTh YBEeIUUYEeHHUS 035l NpoOeHeIuaa Uin CyIbGUHINPa30Ha.
OnHOBpEeMEHHOE ITPUMEHEHNEe THA3UIHBIX JUYPETUKOB, BKIII0Yasi TUAPOXIOPOTHA3HU],
MOKET YBEJIMYUTDL YaCTOTy PeaKIMi T'HIIePYyBCTBUTEILHOCTU K aJIJIONYPUHOITY.

AHmMuxoauHepa2udeckue cpedcmaea u opyaue npenapamel 8AusilowW,Uue Ha MOMopuKy
KUuWwevHUuKa

BuomoCcTynmHOCTh THA3UOHLIX TUYPETUKOB MOXKET OLITH YBeJIn4deHa
AHTUXOIUHEPTUUYEeCKUMHU CpeacTBaMU (HallpuMep, aTPOoIuH, OulepuneHa), BEPOsITHO,
M3-3a CHUXKEHUS MOTOPUKHU KeJIYNOYHO-KUIIIeYHOT 0 TPaKTa U CKOPOCTH OIOPOXKHEHUS
XKenynka. C Ipyro CTOPOHBI OKUAAETCS, YTO IPOKMHETUKM, TaKUe KaK LIU3anpum,
MOTYT YMEHBIIUTL OMOAOCTYITHOCTh TUA3UAHBIX TUYPETUKOB.

AMaHmMaouH

Tuas3upgsl, BKIII0Yas TUAPOXJIOPOTHA3UI, YBEJIMYNBAIOT PHUCK HeXKeJlaTeTbHbIX
a¢pdpekTOB, amMmaHTagUHA.

Cmovbl xosilecmupamuH U Kos1ecmunosa

AGcopbiuusa THa3uOHBIX TUYPETUKOB, B TOM YMCJIe TUAPOXJIOPOTHAa3uIa, HapyllaeTcs B
MIPUCYTCTBUU @HUOHHBIX CMOJI. DTO MOKET ITPUBECTU K CyOTepaneBTUUYECKO’
9¢pHeKTOB THa3UAHBIX TUYPEeTUKOB. OQHAKO, BO3MOXKHO MUHUMU3UPOBATH
MMOTEHIINAIbHYIO0 B3aUMOEMCTBHE THAPOXJIIOPOTHA3Uda U CMOJIEI ITYyTEM IPUMEHEHHUS
TUAPOXJIOpOTHA3uga He MeHee 4yeM 3a 4 4yaca [0 unu 4-6 4 mocjie BBeOeHUs CMOJI.

ITlumomokcuueckue cpedcmea (Hanpumep, yukaopocpamud, memompekcam)

Tuazupgel, BKIro4Yas TrugpoXyIOopoTHa3ua, MOTYT YMEHBIIATh ITIOYEYHYIO 3KCKPEIIUIO
OUTOTOKCHUYECKHUX CPEOCTB U YCUJIMBATH UX MUEJIOCYIITPECCHUBHOT' O 3(1)(beKTBI.

Heodenosaspu3yru,ue peaakcaHmsl CKe/emHbIX Mblwl, (Hanpumep myboKypapuH)
Twazuasl, BKiIIO4Yas TUOPOXJIOPOTHA3U, YCUINBAIOT OEeHCTBUE ITPOU3BOOHBIX Kypape.
IMukaocnopuH

OnHOBpeMeHHOE Ha3HaYeHUe C IIMKIIOCIOPUHOM MOXKET YBEIUUYHUBaTh PUCK
TUNEPYPUKEMUU U OCIIOKHEHUM, TOJOOHBIX TOAarpHl.

A/Ko20/1b, aHecmemuku u ce0amueHble npenapamebul

OpmHOBpeMEHHOE IPpUMEHEHNEe THAa3UHLIX JUYPETUKOB C IIpermapaTaMu, KOTOPhIe
TaKzKe MOTYT CHU2KAaTh apTepHasibHOEe JaBlieHue (HalpHUMep, 3a CUEeT CHUKEHUSA
CHUMIIQTUYECKOU OesiTEeJIbHOCTU LIeHTPaJIbHOM HEPBHOU CUCTEMBI UJIU IIPSIMOU
Ba3opuaTalel) MOXKeT YCUJINBATh OPTOCTAaTUUYECKOU TUIIOTEH3HUH.



Memuadona

HOHY‘-IGHHBIG OTHOeJIbHBIE COO6H.I€HI/IH 0 TeMOJINTUYECKOU aHEMUU Y IIalTUE€HTOB,
KOTOPHBEIM Ha3Ha4aJIh OOJHOBPEMEHHOE JIEYEHHUEe MGTHJ’IJIO(I)OfI U THOPOXJIOPOTHA3HUOOM.

KapbamazenuH

Y manueHTOB, MOTYYaoIIuX THAPOXJI0POTHA3U OJHOBPEMEHHO C Kapb6aMa3ennHOM,
MOZKEeT Pa3BUTHCS TUIOHATPUEMUSI. TaKUX IMAIMeHTOB CJIeAYeT COOOITUTD O
BO3MOXKHOCTHY TUIIOHATPUEMHUYECKOMN peakIuy M HaOJII0gaTh MOIXKHEIM 00pa3oM 3a ux
COCTOSIHHEM.

Konmpacmnuie sew,ecmeaa, cooepacauiue oo

B cnydae BEI3BaHHOU OUYPETUKOM JOeTUOpPaTaAlliU CYIIECTBYET ITOBLIIIEHHBIA PUCK
Pa3BUTHS OCTPOM MOYEYHON HEeOOCTATOYHOCTH, 0OCOOEHHO ITPHU BBICOKUX M03aX
Imperapara, comepakaiiero on. CnenyeT IPOBECTH aJileKBaTHOE BOCIIOJIHEHUS ITOTePU
XKUOKOCTH y TallMeHTa IIepe MpuMeHeHueM.

OC00EeHHOCTH MPUMEHEHHSI

HN3meHeHUsa KOHIIEHTPaIIuN 3JIEKTPOJIUTOB.

He pekoMeHOyeTCsi IpU COBMECTHOM npuMeHeHuu BanaTtekcy KoMmOu ¢ conmsamu
Kanus, KanuicOeperamoIiuMy JTUyPeTUKaMU, 3aMEHUTEJIIMU COJIU, COepPKaluMU
KaJui, UIU OPYyTUMU JIEKaPpCTBEHHBIMUM CPEICTBAMU, KOTOPHIE MOT'YT IOBHIIIATh
YPOBeHb Kanus (Hampumep remnaput). CooOI1anoch 0 CliydasX TUIIOKaIueMUU Ipu
JIeYeHUM TUa3UuOHBIMU OUypeTUKaMUu. PEKOMeHOyeTCcs MepUOONYECKH ITPOBEPSATH
copepzKaHue KaJjius B CLIBOPOTKE KPOBU. THAa3UOHBIE OUYPETUKU YMEHBIIAIOT
BLIBEIIEHME KaJIbIIUs, MOXKET BhI3BATh TUIlIepKajbIiueMuu. [TarimeHTaM, IPpUHUMAOIIUM
OUYPETUKHU, CIIedyeT IMEePUOUYECKU ONPenelsiTh YPOBEHb 3JIEKTPOJIUTOB B IIJlTa3Me
KPOBH.

JledyeHue THa3UOHBIMU OUYPETUKAMU YaCTO CBA3dHO C BOBHUKHOBEHUEM
TUIIOHATPHUEMHH U T'UIIOXJIOPEMHNYECKOI'O aJIKaJIo3a. Tuasuger YCUIIXMBAIOT BEIBEIEHHUE
MarHus C MOYOM, 4YTO B pPe3yyibTaTe MOZXKeT ITPUBECTU K THIIOMalroHueMuu.

[TanmeHTH ¢ AeUIIMTOM B OpTaHU3Me HaTpus U / ujam obbemMa IIUPKYIUPYyIolel KpoBU

(OLIK).

[TarmeHTOB, TPUHUMAIOIINX THA3UOHBIE OUYPETUKH, TUIPOXJIOPOTUA3UI B TOM YUCIIE,
crnenyeT o0CIeoBaTh OTHOCUTEIIFHO KIIMHUYECKHUX CUMIITOMOB BOOHO-3JI€KTPOJIUTHBIX
HapyIIeHUH. Y MalMeHTOB C BHIPAXKEHHBIM AeUIIUTOM HAaTPUs U / uiu oobeMa
IIMPKYJIUPYIOIe KPOBH B OpraHu3Me, HallpuMep B TeX, KOTOPBIE IIOJIyYaloT BEICOKHE



OO3bl UYPETUKOB, B PEIKUX CJIy4Yasx B Hauaye Tepanuu Banatekcom KomOu MoxkeTt
HaOJII0gaThCs CUMIITOMATUYeCcKasi TUIOoTeH3us. [[09ToMy nepen HavyajloM Tepanuu
IIperapaToM CIeayeT IIPOBECTU KOPPEKIINIO COOepKaHUs B OpraHu3Me HaTpUs U / Ui
oO6beMa IUPKYJIUPYIOIIed KPOBH.

[TaIMeHTH C TSIXKEI0M XPOHUYECKON CepIeyHol HeJJOCTaTOYHOCTRIO UK APYTUMU
COCTOSTHHSIMH C TIOBLIIIIEHHOM aKTUBHOCTBIO PEHUH-aHTMOTEeH3WH-

Y manmeHTOB, QYHKIINSA TOYEK KOTOPHIX 3aBUCUT OT aKTUBHOCTH PEHUH-aHTUOTEH3UH-
(HammpuMep y IMallieHTOB C TSAXKeJIOW 3aCTOMHON CePOedYHOM HeJOCTaTOYHOCThIO),
nedyeHnune uuruoutopamu AII® cBsI3aHO C OMUTYPUEN U / UITH ITPOTPECCUpPyIoIIein
a30TeMUEN U PEOKO - C OCTPOM ITOYEeYHON HEeJOCTAaTOYHOCTHIO U / U JIeTaJIbHLIM
ucxomom. OlleHKa ITallMeHTOB C CEePOeYHOM HeJOCTaTOYHOCThIO UM I10CJIe nH(papKTa
MUOKapOa Bcerga OoIXKHa BKIII0UATh OIeHKY QYHKIIMM IT04YeK. [IpuMeHeHne
BanaTtekcy KomM0Ou OOIBHBEIM C TS2KEeJIOM XPOHUYECKOM CepaedYHOM HeJOCTaTOYHOCThIO
He00OOCHOBAHHO.

[TockONBKY HEe MOKeT OBITh UCKJIIOUEHO, YTO M3-3a IOAaBJIeHUs PEHUH-aHTUOTEeH3UH-
npuMeHeHUs Banatekcy KomOu Takke MOxKeT ObBIThH CBSI3aH C HapylleHHeM QPyHKIMU
nmoyek, Banatekc Kom0Ou He cnenyeT NPUMEHSITh TAKUM ITallU€HTaM.

CmeHo03 noye4yHoUu apmepuu

He cnenyet npuMeHATh IIpenapar HaleHTaM C OOHOCTOPOHHUM UJIU OBYCTOPOHHUM
CTEHO30M II0OYEYHOU apTEePUM UJIM CTEHO30M, BEI3BAHHBIM €QUHCTBEHHOU IOYKOH,
IIOCKOJIbKY y TaKHUX HallieHTOB MOTYT YBEJIMYMBAThCS YPOBHE MOYEBUHBI U
KpeaTUHHWHA I1JIa3MHlI.

ITepsuyHblll 2unepasabo0ocmepoHU3M

He cnengyet npuMeHsiTh BanaTekc Kom6u manueHTaM C IIepBUYHBIM
TUIEepabIOCTEPOHNU3MOM, IIOCKOJIbKY UX PEHUH-aHTMOTEeH3WHOBAasI CUCTEMA He
aKTUBHUPOBaHa.

CmeH03 aopmasbHO20 U MUMPA/AbHO20 K/AAdNdHda, 2unepmpoguyueckas
obcmpyKkmueHas kapouomuonamus

Kak u mpu npuMeHeHUU OPYTUX Ba30AuIaTaTOPOB, MAIlMEeHTH CO CTEHO30M
A0PTAJILHOTO ¥ MUTPAJIBHOTO KJIallaHa UJIN THIEPTPOPUIECKOo 00CTPYKTHUBHOM
kKapauomuonatueir (FOKM) tpebyroT 0co60i 0CTOPOXKHOCTH.

HapymeHnue GyHKIIUY ITI0YEK

[171s1 MalleHTOoB C JIETKUMU ¥ YMEPEHHBIMU HapyLIeHUsIMHU (PYHKIIUYU IT0YeK (KJIIUPEeHC
KpeaTuHuHa = 30 MJI / MUH) KOPPEKIIUU NO3HI He TpebyeTcs. PekomeHayeTcs



NepuoOuYeCKU MOHUTOPUHT Kalus B CHIBOPOTKE KPOBHY, KpeaTUHUHA U YPOBHSA
MOY€BOM KUCJIOTH IIPY NPUMEHEeHUH BajicCapTaHa / TUAPOXJIOPOTHAa3u y OOJIBHEIX C
IIOYEeYHOM HeJOCTAaTOYHOCTBIO.

CnenyeT C OCTOPOXKHOCTBIO IPUMEHATh BaHaTekc KoM0Ou npu TsaxKeJou IMo4YeYHOU
HeOOCTaTOYHOCTH (KIupeHC KpeaTuHuHa <30 My / MuH). THa3ugHble TUYPETUKHT
MOTYT IPOBOIIMPOBATh @30TEMUIO y MAIIMEHTOB C XPOHUYECKUM HapyIleHneM QyHKIINU
noyek. OHM He 3(P(PeKTUBHE B Ka4eCTBE MOHOTEPAIIUH IIPU TAXKEIOU ITOYEeYHOU
HeOoOCTAaTOYHOCTHU (KIupeHCc KpeaTuHnHa <30 MJI / MHUH), HO UX MOXKHO IIPUMEHSTD C
Hafjiexalllel 0OCTOPOXKHOCTHIO B KOMOWHAIIMY C TIETJIEBRIMU IUYPETUKAMU HaxKe
naleHTaM C KIUPEeHCOM KpeaTuHuHa <30 M1 / MUH.

TPaAHCIIJIAHTaIluAd II049YEK

B Hacrosiee BpeMs HET OIIbITa OTHOCHUTEJIBHO 0e301macHOCTH IIPUMEHEHUs IIpellapaTa
IIalITM€eHTaM, KOTOPBIM HeaBHO ITPOBEOEHO TPaAHCIIJIAHTAIluH IIOYKH.

HapymeHnue GyHKIIUY IIeYeHU

Il71sT TTAaIMeHTOB C He3HAYUTEIbHEIMU U YMEPEHHBIMU HapPYIIEHUIMU QYHKITUY eYeHU
0e3 xoJiecTal3a KOppeKIus n03kl He TpebyeTcsi. OgHako BanaTtekc Kombu cienmyer
IIPUMEHSITH C OCTOPOXKHOCTHIO. CJIelyeT C OCTOPOXKHOCTHIO Ha3HAYaTh THA3UTHBIE
OUYyPETUKY OOJILHEIM C HapPYIIeHUIMU PYHKITUYU IIeYeHU U ITPOTPECCUPYIOIINM
3a00JIeBaHUEM MeYeHHU, TOCKOIbKY He3HAYUTEJIbHbIe HaPYIIeHusT BOIHO-
3JIEeKTPOJIUTHOro 6asaHca MOTYT YCKOPUTh Pa3BUTHE MeYEHOYHOM KOMEHI.

CucreMHas KpaCHas BOJITHaHKa

Coo0011aJ10Ch, YTO THA3UIHBIE TUYPETUKH YCUIITUBAIOT WU aKTUBUPYIOT ITPOSIBJIEHUS
CUCTEMHOM KPaCHOM BOJTYaHKHU.

[pyrue MmeTabonudeckre HapyLIeHUS

TrasungHble [UYPETUKHA MOT'YT U3MEHSATh TOJIEPAHTHOCTD K I'JIIOKO3€ U IIOBHIIIATH
YPOBEHB XOJIECTEPUHA, TPUTTUILIEPUAOB U MOUYEBOM KUCIIOTHI B CBLIBOPOTKE KPOBH. 17151
00JIbHBIX ArabeToM MOXKET MOTPeOOoBaThHCS KOPPEKIIUS A03bI MHCYJIMHA UITU
IepopasbHBLIX ITPOTUBOANA0Ee TUUECKUX IIperapaToB. Tua3uabl MOTYT YMEHbBIIATh
BhIBE[IEHME KaJIbLIMS C MOUYOM U BhI3BATh HENOCTOSSHHOE U HE3HAUYUTEJILHOE
MIOBBIIIIEHNE YPOBHS CHIBOPOTOYHOTO Ka/JIbIUs IIPKU OTCYTCTBUY HapyLIEHUU
MeTaboIu3Ma Kaiblusa. 3Ha4YuTeIbHas TUIepKaablieMUs MOXKET CBULETEJIbCTBOBATh
0 HaJIM4uu y nanmeHTa poHOBOTO rumnepraparupeo3a. CnengyeTr IpekpaTUuTh



IIpPUMEHEeHHNEe THA3KUO0B IIepen IIPOBEJEHMEM TECTOB I10 OIIEHKE (1)YHKLII/II/I
IIapallu TOBUOHBIX 2KeJIe3.

Q)OTOqYBCTBHTeHbHOCTb

Coo0611aoch 0 ciy4dasix BOSHUKHOBeHUS poToceHCUOunm3anuus Ipu NpuMeHeHu
TUA3UOHBIX OUYPETUKOB. Ecnu peakuys (pOTOUYYBCTBUTENbHOCTH BO3HUKAET BO BpeEMS
JIeYeHusI PeKOMEeHOYeTCs IIPEeKPaTuTh. ECIu MOBTOPHOE IPUMEeHeHNe MOYEeTrOHHOTO
Cpe[CcTBa CUUTAETCS HeOOXOOUMBIM, PpEKOMEHOYEeTCS 3alIUIaTh OTKPBITEIE YYACTKU
KOXXHU OT COJTHEYHHIX JIy4Yel UJIM UCKYCCTBEHHOTO YIbTPadr0IeTOBOTO U3TYyYEeHUS.

0epeMeHHOCTbD

B mepuopn 6epeMeHHOCTH He CIeOyeT HauWHaTh IPUMEeHEeHNe aHTarOHUCTOB
pellenTopoB aHruoTeH3uHa II. Eciu TOIbKO IMPOOOIKeHUsI Tepaluy aHTarOHUCTaMU
pelenTopoB aHTruoTeH3nHa Il He cuuTaeTcss HeOOXOOUMEIM, ITAlTUEHTOK,
IJIAaHUPYIOMIUX 0epeMeHHOCTD, CIIelyeT IIepeBeCcTU Ha albTePHATUBHELIE BUILI
QHTUTUIIEPTEH3UBHOTO JIEYEHUSI, UMEIOT YCTAHOBJIEHHBIN ITPOPUIb 6€30IaCHOCTHU IJIs
KCIIONIb30BaHUs B Ilepuoy 6epeMeHHOCTHU. [Ipu oOHapyxkeHU 0epeMeHHOCTH JIeueHue
AHTAarOHMCTAaMU PELEeINTOPOB aHTUOTeH3UHa Il clmenyeT HeMeOJIeHHO IIPEeKPaTuTh, U,
ITpU HeOoOXOOMMOCTH, HayaTh aJlbTEPHATUBHYIO TEpPAIIHio.

o01Ire peKoMeHOaIuu

CnenyeT co06irogaTh OCTOPOXHOCTD ITPU IPUMEeHEeHUH ITpelapaTa IallieHTaM C
IIOBBIIIEHHON YyBCTBUTEJILHOCTHIO K IPYTYM aHTarOHUCTOB PEeLeITOPOB
aHruoreH3uHa Il B aHaMHe3e. Peakiuu MOBHIIIIEHHON YyBCTBUTEIBHOCTH K
rUapoxIopoTHa3uaa 0ojee BEPOSTHR Y ITAllMEHTOB C aljieprhueld U aCTMOM.

T'upgpoxiopoTHasud MOXKET CHUXKAaTh YPOBEHb CBSI3aHHOTO ¢ Oe/TKaMu Hoda B IIJIa3Me
KPOBHU U IIOBHIIIATh KOHIIEHTPAIINIO CBOOOIHOTO OMIupPyOrHa B CBIBOPOTKE KPOBH.

AQHT'MOHEBPOTUYECKHUU OTEK

BosuukHOBeHUEe oTeKa KBUHKe (B TOM 4YHCJie OTeKa TOPTaHU U T'OJIOCOBOU IIENIU, UTO
MIPUBOOUIIO K OOCTPYKIIMU ObIXaTeJIbHBIX IYTEU U / UK OTeKa Jiuiia, ry0, TTIOTKY U /
WUJIM S3bIKa) HaOJII04aoCh y NalMeHTOoB, IOIy4YaBIINX BaJcapTaH, HEKOTOPhIE U3 9TUX
HaleHTOB UMeJIM B aHaMHe3e 0TeK KBUHKe ITpu MPpUMEHEHUU OPYTrUX IIpernapaTos, B
TOM YHCJI€ U IPU IPUMEHEHUUN OPYTUX aHTarOHUCTOB PELeNITOPOB aHruoTeHn3uHa II. B
cilydyae pa3BuTus oTeKa KBUHKE jiedyeHUsI aHTarOHUCTaMU PeLEeTOPOB aHTuOTEH3UHa
IT cnepyeT HeMeqnJIeHHO IIPEeKPaTUTh. [IpOTUBOIIOKA3aHO IIOBTOPHOE IIPUMEHEHUE
npemnapara.

OCTpaH T'IIayKOMa



[IpuMeHeHUEe TUOPOXIJIOPOTHA3UIA, CyJIb¢oHaMuaa ObIJIO CBI3aHO C BOBHUKHOBEHUEM
UOWOCUHKpPaTUYEeCKUU peaKlvy, KOTopas MOXKET IPUBECTU K OCTPOU IEePEeXOqHOU
OIM30PYKOCTU U OCTPOU 3aKPHITOYTOJIBHOM I'JIayKOMEI. OTMeYaeTcs OCTPOe CHUXKEHUE
OCTPOTHI 3peHus unau 00k B rTa3ax. 9T CUMIOTOMBI OOBIYHO HAOJII0O[al0TCSA B TeYeHUEe
HECKOJIbKUX YacCOB B HEEJII0 IIpU IIpueMe pernaparta. HejledeHHas riiaykomMa MOXKET
MIPUBECTU K HeoOpaTUMOM MoTepe 3PEeHUs.

CnenyeT HeMeOJIEHHO IPEeKPaTUTh IpUMeHeHue npernaparta. MoxeT ImoTpedoBaThCs
MeOUKaMeHTO3HOe HJIH XUPyprudeckoe nedenune. PakKTopoM pucKa Pa3BUTHUS OCTPOU
3aKPBITOYTOIbHOM T'JTAaYKOMBI SIBJIIETCS aJZIepruYecKasi peakiius Ha IPUMeHeHHe
cynbdoHaMUIa UIU ITIEHUIUIIINHA.

IIBotiHast O6/I0KaJla peHuH-aHTHOoTeH3uH-(RAAS)

EcTh maHHBIE, YTO OMHOBPEMEHHOE ITPUMEeHEeHNE UHTUOUTOPOB ATID,
aHTArOHKWCTAarOHNUCTUB PELEIITOPOB aHTUOTeH3uHa [l WK alMCKUPEHOM MOBHIIIaeT
PHCK Pa3BUTUS apTePUaIbHOU THIIOTEH3UU, TUIIEPKAIUNEMUMN U CHUXKEHUS QYHKIUU
noYeK (B TOM 4YHCJIIe IIOSBJIEHUS OCTPOM ITOYEeYHOM HeOOCTAaTOYHOCTHU). 1711 IBOMHOU
06J10Kabl peHUH-aHTHoTeH3UH-(RAAS) He peKOMEHOyeTCsI OMHOBPEMEHHOE
npuMeHeHrue UHTruOuTOopoB AII®, aHTAaroHMCTAarOHUCTUB PEIeIITOPOB aHTHoTeH3uHa 11
WY aJlucCKupeHoM (cM. Pa3pensl «B3auMopnencTBre ¢ OPyruMU JiIeKapCTBEHHBIMU
CpeacTBaMM U OPyTrHue BUOLI B3aUMOIOEUCTBUN» U «PapMaKOJIOTUUYECKHUE»).

Korpa koMOuHaIMs 3TUX JIEKapCTBEHHBIX CPEICTB (IBOoMHAasA O6JI0Kama) CUYUTaeTCs
abCoJTI0THO HEeOOXOIUMBIM, JTeYeHUEe NOJI?KHO IIPOUCXOOUTh TOJILKO MO Hab/MogeHueM
Bpaya U IIpHU yCJIOBUU YaCTOTO TIIATEIbHOT0 KOHTPOJISA (PYHKIIMU ITOYEK, BOOHO-
9JIEKTPOJIMTHOTO OajlaHca 1 apTepHuabHOTO AaBneHus. Muruoutopsr AII® u
0JI0KaTOPHI PEIEeNTOPOB aHTMOTeH3UHa II, He cilegyeT NIPUMEeHSITh OTHOBPEMEHHO
manueHTaM ¢ nuabeTuyeckoi HedpomaTHue.

IHOMUHT-KOHTPOJIb

CnenyeT HMMEThb B BUY, YTO 3TOT IIPEeIlapaT MOZXKET IIPUBECTHU K IIOJIOKUTEJIbHOM
PeaKInu IIPHU aHTUOOIIMHTI'OBOT'O KOHTPOJIA.

BCIIOMOTI'aTeJILHBIE BEIIlEeCTBa

[TanreHTaM C peOKNMU HACIeICTBEeHHLIMU NPobjieMaMU HEIIepPeHOCUMOCTHU
rajakTOo3hbl, JIJaKTa3HOM HeJOCTaTOYHOCTH UJIM CUHAPOMOM MaJjibaOCOPOIIUHU TJTIOKO3HI
He cJiegyeT IpPUHUMATh 3TOT IIpeIlapar.

HemenaHOMHOr 0o pak KOXHU



PesynbTaThl apMaKO3IUOEMHUOJIOTNYECKOTO HUCCIeNOBaHNM ITI0Ka3aid BEICOKUUN PUCK
HeMeJIaHOMHOTO pakKa KoXHu (0a3aIbHOKJIETOUYHBIM KapPIIMHOMBI 1 ITJIOCKOKJIETOYHOM
KapIMHOMEI) IIPY IPUMEHEHNH BRICOKUX CYMMapHBIX 403 rugpoxnopoTtua3uga (I'XT3).

- [TatimenToB, npuHuMamux ['XT3 oToenbHO UM B KOMOMHAIIUU C AIPYTUMU
JIeKapCTBEHHBIMM CPEJCTBaMHU, CIedyeT IIPOMH(GOPMUPOBATh O PUCKE BO3HUKHOBEHU S
HeMeJIaHOMHOTO pakKa KOXH U PEKOMEHOOBATh UM PETryJIsSPHO IIPOBEPSTH KOXKY Ha
npeoMeT HOBBIX 04YaroB IIOPaXkKeHUs, a TaKKe U3MEHEHUU B CyIIeCTBYIOIIUX, 1
Ccoo0MIaTh O JIIOOBIX TOAO3PUTEIILHBIX ITOPAXKEHUS KOXKU .

- [Tomo3puTenbHBIE MOPAXKEHUST KOXKKW HE0OX0OUMO ITOTEHITNAIbHO TUCTOJIOTUYECKH
HCCJIegoBaTh METOOOM OMOIICUH.

- [TanimeHTaM cienyeT PeKOMEHIOOBaTh OTPAaHUYUTh ITpeObIBaHKE IO OENCTBUEM
COJIHEUYHEIX JIYyYelu U

Y®-nydeur ¥ UCIIOIB30BaTh Ha[JIeXKalllyio 3alllUTy C L[eJIbI0 MUHUMU3alluy pUCcKa pakKa
KOXMU.

- Ucnonw3oBanue ['XT3 TakXkKe ciiefyeT TUIAaTeJIbHO II€EPECMOTPETH [JIs [TallueHTOB C
pakKoM KoxKu B aHaMHe3e. (CM. Pa3nen «ITIoO00YHBIE PeaKIIuU»).

XOpI/IOI/IJIaHBHOfI BHITIOT, OCTpPasd 6HI/I3OPYKOCTL Y BTOPpHUYHAA I''tayKOMa

[IpenaparTsl, comepxkailiyie CynbGoHaAMUA UM IIPOU3BOAHBEIE CYIb(pOoHAMUIA MOTYT
BBI3BATh UAUOCUHKPATUUYECKUU PeaKlXIo, BEI3bIBAET XOPUOUOAJIBHOU BEIIIOT C
nedeKTOM 3PUTEILHOTO II0J1sI, TPAH3UTOPHOU MHUOIIUEN ¥ OCTPYIO 3aKPLITOYTOJIBHOU
rimaykoMou. CHMIOTOMBI BKJIIOYAIOT OCTPOE Hadajio CHUXKEHUS OCTPOTHI 3PEHUS UJTU
0051b B I'71a3y U, KaK IIPaBUJI0, BO3HUKAIOT B TeUEeHNE HECKOIbKUX YaCOB UJIU HENENb C
HayvaJlla IpUMeHeHus mpelapara.

HeneueHHas ocTpas ririaykoMa MOXKET MPUBECTH K IIOCTOSSHHOM MOTEPEe 3PEHUSs.
OCHOBHOE JIeYeHHeE - 9TO CKOpee IIPeKpaTUTh IPUMEHEeHNe JIEKaPCTBEHHBIX CPEeACTB.
Ecnu BHYTpHUTIa3HOE [aBJIEHUE OCTAeTCsI HEKOHTPOJIUPYEMBIM, BO3MOXKHO,
HEeoO0XOAMMO MIPUMEHSTh OIlePAaTUBHbIE MEIUKAMEHTO3HbIE NI XUPYPTrUIECKUe
MeTOomHl TeueHusi. PaKTOpaMM PUCKa PAa3BUTHUS OCTPOU 3aKPBITOYTOJIBHOM T'ITayKOMEI
MOZKeT OBITh aJJIeprus Ha Cy/Ib(GoHaMUI UK MeHULNIIINH B aHaMHe3e.

[IpuMeHeHUe B riepuo 0epeMeHHOCTU UM KOPMJIEHUS T'PYObIO.
0epeMeHHOCTbD

BaJICapTaH



[IpuMeHeHMEe aHTarOHUCTOB PELENTOPOB aHruoTeH3uHa Il (Apau) npoTuBOIOKa3aHO B
TedeHue BCero neproga 6epeMeHHOCTH.

ONUOEeMUOJIOTUYECKUE NaHHbIe OTHOCUTEJIBHO PUCKa TepaTOreHHOTI 0 BO3eNCTBUSA
BCJIEACTBHE IIPUMEHEeHUsI UHruouTopoB AIT® B TeueHue I TpuMecTpa 6epeMeHHOCTH
He yOeouTesbHBI, OOHAKO HE3HAUYUTEIbHOE YBEIUUEHNEe PHUCKa HEIb351 UCKITIOUHUTh.
ITocKOMbKY HET KOHTPOJIUPYEMBIX SMUAEMHUOIOTUYECKUX OaHHBIX 10 PUCKA IIPU
IIPpUMEHEHNHN aHTarOHNUCTOB PELEIITOPOB aHTUOTeH3UHa [I, puCK TepaTOreHHOro
BO3[EeUCTBUA MOXKeT CyILIeCTBOBaTh U [OJIs 3TOr'0 Kjlacca IIperapaToB. 3a
HUCKJITIOUEeHNEM CJTy4YaeB, KOTa ITPOAoJIKeHNe Tepaluu CUUTAeTCsA He0OXOOUMBIM,
nanveHTKaM, IIJIaHUPYIOIINM 0epeMeHHOCTh, ClIefyeT Ha3HaYUTh aJlbTePHATUBHYIO
AQHTUTHUIIEPTEH3UBHYIO TEPAIIUNIO C YyCTaHOBIEHHBIM IIpoduieM 6e30IIaCHOCTH 110
IIPUMEHEHUIO B Itepuo 6epeMeHHOCTU. Eciiu guarHocTupoBaHa 0epeMeHHOCTh,
jle4yeHre aHTaroOHMCTaMU PelenTOPOB aHruoTeH3uHa Il cienyetr HeMeOIeHHO
MIPEeKpPaTUTh U, eCIIU He0OXOOMMO, Ha3HAYUTh APYTroM mperaparT, pa3pelleHHbId IIs
IpuMeHeHUsT OepeMeHHBIM.

H3BeCTHO, 4TO IpUMEHEHNE aHTAarOHUCTOB PELENTOPOB aHruoTeH3uHa Il B Teuenue I1
u Il TpuMecTpoOB 6EPEMEHHOCTY UHAYIIUPYET V YeloBeKa GeTOTOKCUYHOCTh
(ocnabrmeHue GyHKIUM ITOYEK, OJIMTOTUAPOAMHMOH, 3afiepKKa occuuKaluu KocTeln
yepena) U HeOHaATaJIbHOM TOKCUYHOCTHU (IToUYedYHasa HeJOCTaTOYHOCTh, apTepuasbHas
TUIIOTEH3USs, TUIIePKaIueMus).

Ecnu ¢ U1 TpumMmecTpa 6epeMeHHOCTH ITPUMEeHsIIu Apan, peKOMeHI0BaHO IIPOBECTH
yIIbTPa3BYKOBOE 00ciiefoBaHUE [JI1 MPOBEPKU PYHKIIMU MOYEK U COCTOSTHUS KOCTEN
yeperma.

CocTosiHUEe HOBOPOXKAEHHBIX, MAaTEPU KOTOPHIX TPUMEHSIN Apau, CJIeyeT TIIaTeIbHO
IIPOBEPSATH 10 PA3BUTHIO apTepUaIbHOM TMIIOTEH3UH.

THUAPOXJIOPOTHA3U]

CyliecTByeT OrpaHUYE€HHBIM ONBIT IPUMEHEHUS THAPOXJIOPOTHa3nuaa B IIE€PUOL
6epeMeHHOCTH, 0COOeHHO B I TpuMecTpe OepeMeHHOCTH. BBemeHre TUAa3UIHOT O
OUypeTHKa B IIOJIOCTh MAaTKH IIPUBOOMNIIO K PA3BUTUIO TPOMOOIIUTOIIEHUH Y TIJIOAa MU
HOBOPOXKEHHOTO, a TaKKe K Pa3BUTHUIO OPYTUX HexKeJlaTeJIbHBIX SIBIE€HUN.
['ugpoxnopoTua3ug NPOHUKAET B IVIALIEHTY. YUYUTHIBasA (papMaKOJIOTUYeCKUMN
MeXaHU3M OEeMCTBUS THOPOXJIOpoTHa3uma ero npuMeHenus Bo Il u III TpumecTpax
MOZKEeT IIPUBECTHU K yrpo3e peTonsalneHTapHOu TepPy3un U MOXKET BEI3BaTh TaKue
HapyIIeHus y IIJI0Ja U HOBOPOXKAEHHOT 0 KakK JKeJITyXa, HapylleHue 3JIeKTPOIUTHOT O
O0aaHca U TPOMOOITUTOIIEHHUS.

KOpMJIeHUEe TPYyObIo



N3-3a oTcyTCcTBUS MHGOPMAILUM 110 IPUMEHEHUIO BajicapTaHa B IePUO[ KOPMJIEHUS
rpyabio Banatekc KomMOu He peKOMeHAyeTCs MPUMEHSTDh B 3TOT IIEPUOL.

l'uopoxmopoTra3ug NPOHUKAET B TPyaAHOe MOJIOKO. TakuM oOpa3oM, BanaTtekc KomOu
He PeKOMEeHOyeTCs MPUMEHSATh B IIePUOJ KOPMJIIEHUS TPYObIO.

Ecnu 6epeMeHHOCTh BBISIBIIeHA B IEPHUOL JIeUeHUs, ITperaparT cjiedyeT OTMEeHUTh KaK
MOKHO OBICTpEe.

CriocoOHOCTB BIUSTH Ha CKOPOCTh PeaKIIuy MPHU yIIPaBIeHUU aBTOTPAHCIOPTOM UIIU
OPYTUMHU MeXaHN3MaMMU.

B Hayane nmpuMeHeHUs IIpemnapaTa (Iepuoy onpenenseTcss UHOUBUAYAIbHO BpauyoM)
3ampelraeTcs yIIpaBiIsaTh aBTOMOOUIIEM U BBHIIOIHATL Pab0Ty, YTO MOXKET IMPUBECTH K
Hec4YacTHOMY ciy4dalo. [103kKe cTeneHb 3alpeTa OIpenesisseTcss BpadoM.

Crioco0 mpuMeHeHus U JO35I.
Pekomenpgyemasi mo3a Banatekc Kom6u 80 mr / 12,5 mr - 1 TabneTka 1 pa3 B CyTKH.

ITpy HEmOCTAaTOYHOM CHUXKEHUU apTepPUuaJbHOr0 JaBjieHUus depe3 3-4 HeOenu JIeYeHus
PEKOMEHyeTCsI paCCMOTPETh BO3MOKHOCTh IPOOJI2KEHHUS JIEYUEeHUs C JO3UPOBKOU 1
tabnetka 160 mr / 12,5 mr 1 pa3 B cytku. Tabnetku 160 mMr / 25 Mr Ha3Ha4aTh
nangueHTaM, Y KOTOPBIX He HOCTUTaeTCs JOCTAaTOYHOEe CHUXKEHUEe apTepUuabHOIr 0
OaBIeHUus Ipu npuMeHeHuu TabneTtok 160 mr / 12,5 mr. Eciu B manbHEHIIEM IpU
npuMeHeHUHN TabneTok 160 Mr / 25 MT apTepualbHOE OaBlIeHNe CHUXKAeTCs
HEeOOoCTaTO4YHO, PEKOMEHOYEeTCS PaCCMOTPETh BO3MOXKHOCTD IIPOOOIKEHUS JIeYeHUs C
po3upoBkou 320 mr / 12,5 Mr (mjisi BO3MOXKHOCTHU IIOJIy4eHUsI TaKOI'0 JO3UPOBaHUA
clenyeT IPUMEHSTh BajicapTaH U T'UOPOXJIOPOTUA3ULL B OIPYTOU JIeKapCTBEHHOU
dopme). o3y 320 mr / 25 MIr Ha3Ha4dYaTh HallieHTaM, Y KOTOPHIX He IOCTUTaeTCs
OOCTAaTOYHOE CHUXKEHNE apTepUuaibHOTO JaBJIeHUs IIPU IpuMeHeHuU 0o03bl 320 Mmr /
12,5 mr.

MaxkcuMarsibHasi cCyTodHas go3a cocrtasnsaeT 320 mr / 25 mr (2 Tabnetku 160 / 12,5 mr).

MaxkcuMasibHBIM aHTUTUIIEPTEH3UBHEBIN 3 (HEKT HOCTUTAETCSA B TedeHue 2-4 HeHelb.
HekoTopsIM mamueHTaM MOXKeT IToTpeboBaThCs 4-8 Henesnb JIeYeHUs.

Banatekc KoMOM MOKHO IPpUHUMATh HE3aBUCHUMO OT IIpHeMa ITHUINM, 3alluBasi BOOOM.
IomonHUuTenbHAas UHPOPMAIIMA OJIsT 0COOBIX T'PYIII ITAllMEHTOB

II0O4Y€e4YHad HeJOCTaTO4YHOCTD



[TanreHTaM C KIUPEeHCOM KpeaTuHuHa = 30 MJI / MUH KOPPEKIINS MO3bl He TpebyeTcs.
OpmHOBpEeMEHHOEe IpUMeHEeHHe BajicapTaHa C aluCKUPEHOM IallieHTaM C HapyIlleHueM
byHKITMM TOYeK (CKOPOCTh KiTy0ouKoBol ¢punbrparnuu (III'®) <60 mn / muu / 1,73 M2)
MIPOTHUBOMIOKAa3aHOo.

W3-3a Hanmuuusa rugpoxiaopoTtrasuga Banatekc KomOu npoTuBOoIIOKa3aH malueHTaM C
TSKEJIOU IMT0YeYHOoU HeagoCcTaTO4YHOCThiO (IIT'®) <30 M1 / MUH U aHypPUEH.

caxapHbIM OuabeT

OnHOoBpeMeHHOe npuMeHeHne BanaTtekcy KomMOu ¢ alMCKUpPEHOM ITallieHTaM C
CaxapHHBIM TuabeToM IMPOTUBONOKAa3aHO.

IIedeHOYHasd HeJOCTaTOYHOCTDb

I71s1 MallMeHTOB C JIETKOM U YMEPEeHHOU MeUYeHOYHOU HeOCTaTOYHOCThIO 0€e3
X0JlecTa3a [g03a BajicapTaHa He OoJixkHa IpeBbinath 80 Mr. Koppekuus go3sl
TUOPOXJIOPOTHA3UOa He HyKHa [JI MallMeHTOB C JIETKOM U YMEPEHHOU IIeYeHOYHOU
HeJIOCTAaTOYHOCTHIO. TaK Kak JiIeKapCTBeHHOe cpencTBo Banatekc KomOu nmeeT B
CBOEM COCTaBe BajiCapTaH, OH IIPOTUBOIIOKA3aH HallieHTaM C TSXKeIO0U Me4YeHOUYHOU
HEeIOOCTaTOYHOCTBIO, UJIU IallMeHTaM C OMIMapPHBLIM ITMPPO30M HJIU TellaTUuToOM (CM.
Paspenbl «IIpoTuBonokasanusi» 1 « OCOOEHHOCTY IIPUMEHEHUS»).

[TarieHTHI TOXKUIIOTO BO3pacTa

[TomGop mo3bl He TpeOyeTCs OIS IMallieHTOB IOXKUJIOT0 Bo3pacTa.

Hetu.

[IpenapaTt BanaTtekc Kom6u He peKOMeHAyeTCs OJisg IPUMEHEeHUS V IeTel B BO3pacTe
no 18 neT B CBSI3U C OTCYTCTBHEM JIaHHBIX 0 6€30I1aCHOCTU U 3¢ (GHEKTUBHOCTH.

[Tepeno3upoOBKH.

CumnToMmebl. Ilepengo3upoBKa BajicapTaHOM MOXKET IIPUBECTU K 3aMETHOM
apTepuajbHOU TUIIOTEH3UH, YTO, B CBOIO 0Uepeb, MOXKET IIPUBECTU K YTHETEHUIO
CO3HaAHUS, MUPKYJIATOPHOIO KoJjarca (COCyAuCTOM HeIOCTaTOYHOCTH) U / UJIM III0Ka
(3amsaToit). Kpome TOro, Takue Npu3HakKy U CUMIITOMBEI MOTYT BOSHHUKATh U3-3a
Iepeao3upPOBKY T'UAPOXJIOPOTHA3KAa: TOIIHOTA, COHJIMBOCTD, TUIIOBOJIEMUS U



3JIEKTPOJINTHHIE HaPYIIIE€HHN A, CBA3aHHEIE C CEPOEYHBEIMHU aPUTMHUAMHK U MBIIII€YHBEIMHU
CIIa3MaMHu.

Jleuenue. TepaleBTUYECKHE MEPONPUATHS 3aBUCSIT OT BpEMEHU IpHeMa MUIIA U TUIla
U TSI2KECTU CUMIITOMOB, UYpe3BbIYallHO BaKHa CcTabunu3alius KpoBooOpalleHus.

TepaHeBTquCKHe MEPOIIPUATHUA 3aBUCAT OT JAaBHOCTHU IIPHMMEHEHU A M30BITOYHOM
OO3EI, a TdKZKe BHUOad U TA2XKECTHU CUMIITOMOB IIPDHX 3TOM HepBooqepenHoﬁ Mepoﬁ
ABJIAETCA HOPMaAJIN3allud 'eMOIINPKYJIAITHUHN.

Ecnu nipemapat ObII IPUHST HEeJaBHO, CIeNyeT BbI3BaTh PBOTY. Eciu mocie
IMPUMEHEHUS IpelapaTa IIPOoIes IJIUTeJIbHOe BpeMsi, He0OOXOOUMO OaTh MallueHTy
OOCTAaTOYHOE KOITUYECTBO aKTUBUPOBAHHOTO YT IIsI.

HpI/I apTepI/IaJ'IBHOfI TUIIOTEH3UHU CIIeOyeT IIOJIOZKUTL ITIallTUEeHTa B TOPU30HTAJIbHOE
IoJIoZKeHue 1 0e30TIaraTeIbHO 00eCIedYnuTh BOCCTAHOBJIEHUE BOOHO-COJIEBOT O
OayaHCca IIyTeM BBEOEHUA N30TOHNYECKOT' O COJIEBOTO PaCTBOPA.

BancapraH Henb3s BEIBECTH M3 OpraHKM3Ma C IIOMOIIbI0 TreMOoAguan3a BCIeACTBUE ero
CBSI3BIBAHUS C OeIKaMH I1JTa3Mbl, HO [JI51 BRIBEIEHUS U3 OpraHu3Ma
TUOPOXJIOPOTHA3Uma reMonuanu3 3ppeKTUBEH.

[To6ouHBIE PEAKIIUH.
[ToGounHble peaKlUy BajicapTaHa / THAPOXJIOPOTHAa3uaa

Co CTOPOHEL oOMeHa BeIllecTB 1 MUTAaHUA: He4yacTo - 00e3BOKUBaHUeE.

Co CTOpPOHBI HEPBHOM CUCTEMBI: OYEHb PEIOKO - TOJIOBOKPYKEHNE HeYacToO -
rmapecTe3uu, TUIIeCTE3Us; HEM3BECTHO - 0OMOPOK.

Co CTOPOHEI OPTraHa 3PEeHHUsA: HeHaCTO - HEYEeTKOCTh 3PEHHN A, HAaPYIIIEeHNne 3PEeHNI;
YaCTOTa HENM3BEeCTHA - XOPHUOUOHOT' O BHIIIOT.

Co CTOPOHBI OPTAHOB CJIyXa: HEYaCTO - 3BOH B yIIax.
Co CTOPOHHI CEPHEeYHO-COCYOUCTON CUCTEMBI: HEYACTO - apTepHasbHas THIIOTEH3USI.

Co CTOPOHEL HbIX&TeHbHOfI CHUCTEMEI: HEYACTO - KallleJib; HEU3BECTHO -
HeKapJII/IOI"eHHBIfI OTEK JIETKHUX.

Co ctoponsl XKKT: oueHbs pegKo guapes.

Co CTOPOHBI KOCTHO-MHBIIIIEYHOM CUCTEMBI: HEYACTO - MHaNTHus (00/Ib B MBIIIIAX) OYEHb
PenKo - apTparus.



Co CTOPOHBI MOYEBBIIETUTETBHON CUCTEMBI: HEU3BECTHO - HapylleHue QYyHKIINU
MOYeK.

OO61mye HapylIeHUsa: He4acTo - YCTaJIOCTh.

JlabopaTOpHEBIE TTOKa3aTeJIl: HEU3BECTHO - YBEJINYEHNEe MOYEBOU KHUCJIOTHL B
CBIBOPOTKE KPOBH, yBeIndeHue OnIupyOrHa U KpeaTUHMHA B CHIBOPOTKE KPOBH,
TUIIOKaJIneMusi, TUIIOHaTPUeMU s, IIOBHIIIIEHNE YPOBHSA a30Ta MOYEBUHEI KPOBH,
HEUTpPOIEeHU.

,]IOHOJ'[HI/ITGTIBHB}I I/IH(bOpMaLII/IH IIO OTOEJIBHBIM KOMIIOHEHTaM

HecnpsiTnuBu moO0O4YHBIE PeaKIuK, 0 KOTOPBIX CO00IaioCh paHee, BEI3BAaHHBIE OOHUM
U3 OTOENIbHBIX KOMIIOHEHTOB, MOTYT OBITh TaKXKe IMOTEeHIMalbHLIM HeXKeJlaTeTbHbIM
Bo3mencTBueM BaHaTexkc KomOu.

[ToGouHBIE PEaKIUY BajicCapTaHa.

Co CTOPOHBI CUCTEMBI KPOBU U TUM(paTUUECKOM CUCTEMBI: HEU3BECTHO - CHUXKEHUE
reMorjio0nMHa, CHUKeHHe reMaTOKpPUTa, HEUTPOIIEHU S, TPOMOOILIMTOIEHUS.

Co CTOPOHEI I/IMMYHHOfI CHUCTEeMEI: O4Y€eHb PegKo - HGKpOTPIEBHpYIOH.[I/II;I BACKYIJIUT,
PeakKnnu rmIepyYyBCTBUTEIILHOCTHU / aJlIliepru4eCKmue peakinuu.

Co CTOPOHEL obMeHa BEIlIEeCTB U IIMTaHUA: 94aCTO - TUIIOHATPHUEMUSA, THIIOMarHueMusi,
TUIIEPYPUKEMUH, ITIOTEPA aAlllIETUTAd HEM3BECTHO - YBEJIMYEHNE KaJIusd B IIJIa3Me€ KPOBH.

Co CTOPOHBI OPTraHOB CiIyXa: HeYacCToO - TOJIOBOKPYXKeHHE (BEPTHUTO).
Co CTOPOHBI CEPAEYHO-COCYAUCTON CUCTEMBI: HEU3BECTHO - BACKYJIUT, TUIIOTEH3US.
Co CTOPOHBHI ITUINEBAPUTEIILHOTO TPAKTa: PeaKo - 00JIb B JKUBOTE.

Co CTOpPOHBHI MHUIlleBapUTEILHOU CUCTEMBI: HEU3BECTHO - IIOBBIIIIEHNE TOKa3aTelen
byHKITMY TeyeHU, BKIIIOYas MOBHIIIEHNE YPOBHS OUIMPyOrHA B CHIBOPOTKE KPOBMU.

CO CTOPOHHBI KOXKMU U ITOOKOXKHBIX TKaHEN: HEU3BECTHO - OTeK KBUHKE
(aHTMOHEBPOTUYECKUM OTEK), CHIIb, 3y, OyJII€3HbIA OepPMaTHUT.

Co CTOPOHBI MOYEBHIIETUTENTBHON CUCTEMBI: HEU3BECTHO - IT0YEYHasd
HeOOoCTaTOYHOCTh U HapylleHue QYHKIINY IT0YEK, TTOBHIIIEHNE YPOBHSI KpeaTUHUHA B
CBIBOPOTKE KPOBH.



Co CTOPOHBI OBIXaTEIbHOM CUCTEMEL: OYEHb PEIKO - UHPEKIINU BEPXHUX AbIXaTeJIbHBIX
IyTeun.

I[To6ouHEIE PeaKIny TUAPOXJIOPOTHA3HUAA

FPIJIpOXHOpOTPIa3I/IJI IOIMPOKO ITPUMEHMAJIN B TEHEHNE MHOT'HUX JIET, 4aCTO B BEICOKHX
103aX, 4eM y KOTOPBIX Ha3HAa4YaJlnu BanaTekc Kom06u. MMeroTcs C006U.IeHI/I$I 0}
MOOOYHBIX PeaKIusaX y IIallMeHTOB, IIOJIYUHABIINX MOHOTEPAIITNI0 THA3NOHBIMHA
ONYPETHUKAaMH, BKIIIO4Yad THIPOXJIIOPOTHUA3HU].

Co CTOPOHBI CUCTEMBI KPOBU U TUM(PaATUUECKON CUCTEMBI: PEOKO - TPOMOOIIMTOIIEHUS,
WHOT[la C MYyPIIypoOr; OYeHb PEKO - arpaHyJIOIUTO3, JIeUKOIIeHN I, TeMOIUTUYEeCKas
aHeMUsl, yTHeTeHue QyHKIIMHM KOCTHOTO MO3ra HEU3BECTHO - alljlaCTU4YeCKasi aHEMUS.

Co CTOPOHEI HMMYHHOfI CHUCTEMEI: O4Y€Hb PEOKO - aJIJiIeprudyeCkKue peakKionuu (peaKHI/II/I
FI/IHGPHYBCTBI/ITGHBHOCTI/I).

Co cTopoHBI 0OMeHa BEILEeCTB: YacCTO - TUIIOKaJIueMUs, TIOBHIIIIEHNE YPOBHS JIUIIUIOB B
Ijia3Me KpoBU (B OCHOBHOM IIPU IPUMEHEHWHU BHICOKUX J03) 4aCTO - THIOHATPUEMUS,
TUIIOMarHe3ueMusi, TUIePYPUKEMUS; PEOKO - TUIepKaableMusi, TUIIePTINKEMHUS,
TJIIOKO3YPUS U YXYOIIeHrne quabeTuyeCcKux MeTaboInyeCKUX COCTOSIHUN; OYE€Hb PEJKO
- TUIOXJIOPEMUYECKUN ajiKaio3.

Co CTOPOHBI IICUXUKM: PEOKO - IEePEeCcCUsi, HapyIlleHue CHa.

Co CTOPOHBI HEPBHOM CUCTEMBI: PEOKO - TOJIOBHAsT 00JIb, TOJIOBOKPYXKEHHE,
IMapecTe3uu.

Co CTOPOHBI OpraHa 3PeHHUs: HeYacTO - HeYeTKOCTh 3PeHUsI; HEM3BECTHO - OCTpas
riIaykKoMa.

Co CTOPOHEI CGpJIG‘IHO-COCYJIHCTOIZ CUCTEMEI: PeJKO - cCepaedHasa apuTMUA; 9aCTO -
OpPTOCTaTH4YECKad I'IIOTEeH3udA, KOTOPad MOZXKET YCUIINBATHCA IIPU IPUMEHEHNN
aJIKOT'0JIsA, aHECTETHUKOB, CEedaTHUBHEIX IIPEIIapaTOB.

Co CTOPOHEL ObIXaTEIbHOU CUCTEMBI: OUEHb PEeOKO - AbIXaTeJIbHasd HeJOCTaTO4YHOCTS,
BKJIIO49asa ITHEBMOHHUIO 1 OTEK JIETKUX.

CoO CTOpPOHBHI ITUIIIEBAPUTENBHOTO TPAKTA: YaCTO - IOTEPS alllleTUTa, JIerKas TOIIHOTa U
pPBOTa penKo - 3arop, uapesi, KeayaodYHO-KUIIIeYHbIN TUCKOM@OPT; OUYeHb PeOKo -
IMaHKpeaTur.

Co CTOPOHHI ITIEYEHU U KEJTYHOT0 ITY3BIPs: PEIOKO - X0JIecTas, XKeJITyxa.



Co CTOPOHBI MOYEBBIIETUTETBHON CUCTEMBI: HEU3BECTHO - HapylleHue QYyHKIINU
IIOY€eK, OCTpasi MouyevyHasi HeJOCTaTOYHOCTb.

Co CTOPOHBI KOXKU U ITOAKOXKHBIX TKaHEeM: 4aCcTOo - KpalluBHUIIA U OPYTHEe BUIOBI
BBICHITIAHUM; PEIKO - CBETOYYBCTBUTEJILHOCTD; OUYEHb PEIKO - HEKPOTU3UPYIOIIUU
BaCKYJIUT U TOKCUYECKHNU 3NUOepMalbHbIl HEKPOJIM3, CUCTEMHAasA KpacHas BOJTYaHKa,
epUTEMAaTO3HOIIOOAUOHY PeaKIIny, peaKTUBAIIUsI KOXKHOT0 KpaCHOM BOJTYaHKM; 4aCcTOTa
Heu3BeCTHa - MyIbTU(GOPMHAs SpUTEMA.

CoO CTOPOHBHI ITIOJIOBLIX OPIaHOB: YACTO - UMIIOTEHIIH .

OOuIre HapyllleHUs U pPeakKlu B MeCTe BBeeHUs IIpenapaTa: HeU3BECTHO -
MOBHINIIEHNE TEMIIEPaTyPhl, aCTEHUS.

Co CTOPOHEI OIIOPHO-ABUTATEJILHOT' O allllapaTa 1 COEOUHUTEJIbHOM TKaHMW: HEM3BECTHO
- MHBIITIEYHBIE CIIA3MEI.

HoBooOpa3oBaHus, 3710KaYeCTBEHHBIE U HeclleupUuieckre (B TOM YHUCJIe KUCTH U
TIOJIUIIBI): HEM3BECTHO - HEMaJlaHOMHUU pak Koxku (ba3anbHOKIETOYHBIN KapuHOMa U
IJIOCKOKJIETOYHAs KapIuHOMa).

OnwucaHue BEIOPAHHLIX TOOOYHBIX PeaKIUi

HemenaHOMHOTO pak KOXKHU: COTJIaCHO HOCTYIHBIM JaHHBIM 3NUOEMUOTIOTUYECKUX
HUCCJIeqOBAHUU CYILIECTBYEeT COBOKYITHEIN J0303aBUCUMEBIN CBA3b MeXkay [ XT3 u
BO3HUKHOBeHVEM 0a3aIbHOKJIETOUHBIN KaPIIMHOMBI U IIJIOCKOKJIETOYHON KapPIIMHOMEI
(cm. Pasgen «®apMakokuHeTuKa» U « OCOOEHHOCTY ITPUMEHEHUST»).

Cpok rogHocTu. 3 roga.

YcnoBusa xpaHeHU.
XpaHUTh B CyXOM, 3allJUIIIEHHOM OT CBeTa MeCTe npu TemiepaTtype He Boile 30 ° C.

XpaHUTh B HEJOCTYIIHOM [Jid IeTel MecTe.

YnakoBxka.

ITo 14 TabeToK, MOKPHITHIX IIJIEHOYHOM 000JI04YKOM, B 61ucTepe, mo 2 61ucTtepa B
KapTOHHOM KOpPOOKeE.



Kateropusa otniycka. ITo penenty.

[TpousBoguUTEID.
dapmarieBTrYeckui 3aBon «ITonbdapma» C.A. /

Pharmaceutical Works «Polpharma» S. A.

MecToHax0OXKOeHue IIPOU3BOOUTEIIA U apeC MeCTa OCYIIIEeCTBIIEHUA €ro
OEeATEJIbHOCTH.

Vn. IlenpnnuabcKa 19 83-200, Ctaporapn I'manbcku, ITonbina.

CnocoOHOCTH BIHSITHh Ha CKOPOCTH PEaKIHH [IPH yIIPaBJIeHUH
ABTOTPAHCIIOPTOM HJ/IM PadoTe C MeXaHHu3MaMH

B Hayarne nmpuMeHeHUs IIpemnaparTa (Iepuo onpenensieTcss UHAUBUAYAIbHO BpauyoM)
3amnpeniaeTcs YIpaBJIsTh aBTOMOOUIIEM U BBIIIOIHSITh Pab0Ty, YTO MOXKET ITPUBECTH K
Hec4YacTHOMY ciy4dario. [103ke cTemneHb 3alpeTa OIIpenesisseTcss BpadoM.

IIpuMeHeHHEe B NIepHo] 0epeMEeHHOCTH H/IH KOPMJIEHHSI IPYyIbIO

bepeMeHHOCTDH

Baacapman

[IpuMeHeHMEe aHTarOHUCTOB PELENTOPOB aHruoTeH3uHa Il (Apau) npoTUBOIOKa3aHO B
TedeHue BCero nepruoga 6epeMeHHOCTH.

ONUOEeMUOJIOTUYECKUE NaHHbIe OTHOCUTEJIBHO PUCKa TePpaTOreHHOTI 0 BO3[eNCTBUSA
BCJIEACTBUE IIPUMEHEeHUsT UHruouTopoB AIT® B TeueHue I TpuMecTpa 6epeMeHHOCTH
He yOeguTesbHBI, OOHAKO HE3HAUYUTEIbHOE YBEIUUYEeHEe PHUCKa HEIb351 UCKITIOUHNTh.
ITocKONMbKY HET KOHTPOJIUPYEMBIX SMUAEMHUOIOTUYECKNX OaHHBIX 10 PUCKA IIPU
IIPpUMEHEHNHU aHTarOHNUCTOB PELEIITOPOB aHTUOTeH3UHa [, puCK TepaTOreHHOro
BO3[EeUCTBUA MOXKeT CyILIeCTBOBaTh U [OJIs 3TOr'0 Kjlacca IIpelapaToB. 3a
HUCKJITIOUEeHNEM CJTy4YaeB, KOTa ITPOAoJIKeHUEe TePaluu CUUTAETCSA HeOOXOOUMBIM,
nmanveHTKaM, IIJIaHUPYIOIINM O0epeMeHHOCTh, ClIefyeT Ha3HaYUTh aJlbTePHATUBHYIO
QHTUTHUIIEPTEH3UBHYIO TEPAIUNIO C YyCTAaHOBIEHHBIM IIpoduieM 6e30I1aCHOCTH 110
MIPUMEHEHHIO B Ilepuo 6epeMeHHOCTU. Eciiu guarHocTUpPoBaHa OepPeMeHHOCTh,



JleyeHre aHTarOHUCTAaMU PellelITOPOB aHTuoTeH3uHa Il cnegyeT HeMeOJIeHHO
MIPEeKPaTUTh U, eCIIU HeoOXOOMMO, Ha3HAYUTh APYTroM mperapar, pa3pelleHHbIN s
IpuMeHeHUsT OepeMeHHBIM.

HN3BeCTHO, 4TO IpUMEHEHNE aHTAarOHKUCTOB PELIeNTOPOB aHruoTeH3uHa Il B Teuenue I1
u III TpuMecTpoB 6€peMeHHOCTH UHAYLMPYET Y YeloBeKa (eTOTOKCUYHOCTD
(ocnabmenue GyHKIUM ITOYEK, OJIMTOTUAPOAMHMOH, 3aflepKKa occuuKaluu KocTekn
yepena) 1 HeOHATaJIbHOM TOKCUYHOCTHU (IT0oUYeYHasa HeJOCTaTOYHOCTh, apTepuasbHas
TUIIOTEH3USsI, TUIIePKaIueMus).

Ecnu ¢ U TpuMecTpa 6epeMeHHOCTU IPUMeHsIIu Apar, peKOMeHO0BaHO IIPOBECTHU
yIIbTPa3BYKOBOE 00cjiejoBaHUE [JI MPOBEPKU (PYHKIIMU MOYEK U COCTOSTHUS KOCTEH
yeperma.

CocTosiHMEe HOBOPOXKAEHHBIX, MAaTEPU KOTOPHIX TPUMEHSNIN Apau, CIIeyeT TIIaTEIbHO
ITPOBEPSATH 10 PA3BUTHIO apTepUaIbHOM TMIIOTEH3UH.

I'uopoxaopomuasud

Cy1iecTByeT OrpaHUYeHHBIN OIBIT IIPUMEHEHUS TUAPOXJIOPOTHa3uaa B IEPHUOL,
6epeMeHHOCTH, 0COOeHHO B I TpuMecTpe OepeMeHHOCTH. BBemeHre TUAa3UIHOT O
OUYypPEeTHUKA B MIOJIOCTh MATKU ITPUBOAUIIO K PA3BUTHUIO0 TPOMOOIIMTOIIEHUN Y TIJIOAa UITU
HOBOPOXKOEHHOTO, a TaKKe K Pa3BUTHUIO OPYTUX HexKeJlaTeJIbHBIX SIBI€HUN.
['ugpoxnopoTua3ug NPOHUKAET B IJIAIIEHTY. YUYUTHIBasA (papMaKOJIOTUYeCKUM
MeXaHU3M OEeUCTBUS T'HOPOXJIopoTHasuma ero npuMeHenus Bo Il u III TpumecTpax
MOZKEeT IIPUBECTHU K yrpo3e deTonsialeHTapHOu ITepPy3ur U MOXKET BEI3BaTh TaKHUe
HapyIIeHus y IJI0Jda U HOBOPOXKAEHHOT0 KakK JKeJITyXa, HapylleHue 3JIeKTPOIUTHOT O
O0aaHca ¥ TPOMOOITUTOIIEHHUS.

KopmaeHue 2pyovio

H3-3a oTcyTCcTBUS MHGOPMAIINU 110 IIPUMEHEHUI0 BajicapTaHa B ITepruoa KOPMJIEHU S
rpynbio Banatekc KoMOu He peKOMEHOYeTCs MPUMEHSATDH B 3TOT IIEPUOI.

l'upgpoxmopoTHa3ug IPOHUKAET B TPyAHOe MOJIOKO. TakuM oOpa3oM, BanaTtekc KomOu
He PEKOMEHOYEeTCS IIPUMEHSATh B IIEPUOL KOPMJIEHUS T'PYABIO.

Ecnu 6epeMeHHOCTE BEISIBJIEHA B IEPHUO JIeUeHHUsI, IIpelapaT ClIeyeT OTMEHUTh KakK
MOKHO OBICTpEE.

Cnoco0 mpuMeHeHHUsI U T03bI

Pekomenpgyemasi mo3a BanaTtekc Kom6u 80 mr / 12,5 mr - 1 TabneTka 1 pa3 B CyTKH.



[Tpy HemOCTAaTOYHOM CHUXKEHUU apTepUuaIbHOI0 JaBjieHUus yepe3 3-4 Helelu JIeueHus
PEKOMEHyeTCsI paCCMOTPETh BO3MOXKHOCTh IPOOJIXKEHUS JIeYUeHUs C JO3UPOBKOU 1
tabnetka 160 mr / 12,5 mr 1 pa3 B cytku. Tabnetku 160 mMr / 25 Mr Ha3Ha4aTh
namueHTaM, Y KOTOPBIX He JOCTUTAeTCSA JOCTAaTOYHOE CHUXKEHHE apTepualIbHOr 0
OaBJieHUs Ipu nNpuMeHeHuun TabneTok 160 mr / 12,5 mr. Ecnu B manbHeWllIeM Ipu
npuMeHeHuu TabimeTok 160 Mr / 25 MTr apTepuaibHOE OaBJIeHHe CHUXKaeTCs
HEeJOCTaAaTO4YHO, PEKOMEHOYeTCsI paCCMOTPETh BO3MOXKHOCTD IIPOOOJIKEHUS JIeUeHUs C
no3upoBkou 320 mr / 12,5 Mr (g1 BO3SMOXKHOCTHU IOJIy4E€HUS TaKOT0 JO3UPOBaHUS
clenmyeT MIPUMEHATH BajJiCapTaH U T'MAPOXJIOPOTHUA3U[ B IPYTrOX JIeKapCTBEHHOU
¢popme). o3y 320 mr / 25 MIr Ha3Ha4aTh HaleHTaM, Y KOTOPHIX HEe JOCTUTaeTCs
OOCTAaTOYHOE CHUXKEHMNE apTepUasibHOTO JaBJeHUS ITPU IpUMeHeHUU 03kl 320 Mr /
12,5 mr.

MaxkcuMasibHasi CyTodHas fo3a cocrtasisieT 320 mr / 25 mr (2 Tabnetku 160 / 12,5 mr).

MakcuManbHBIM aHTUTUIIEPTEH3UBHBINA 3P HEKT JOCTUTAETCS B TedeHue 2-4 HeOeb.
HekoTophIM IamueHTaM MOKeT IToTpeboBaThcs 4-8 HeOenb JIeueHus.

Banatekc KoMOM MOKHO IpUHUMATh HE3AaBUCHUMO OT IIpHeMa ITUINM, 3alliBasi BOOOH.

L OTIOJTHUTEIbHASA I/IH(I)OpMaLII/ISI OJIsA 0COOBIX TPVIIII ITalTMEHTOB

IToueuHass HeOocmamoyHOCMb

[TanyeHTaM C KIUPeHCOM KpeaTuHuHa = 30 MJI / MUH KOPPEKIIUS OO3bl He TpebyeTcs.
OpHOBpEMEHHOEe IPpUMEHEHHEe BajicapTaHa C aluCKUPEHOM IallieHTaM C HapyllleHueM
yHKIIMY TOYeK (CKOpOCTh Kity0oukoBou punbrpanuu (IIT'®) <60 mn / muu / 1,73 M2)
MIPOTHUBOMIOKAa3aHOo.

W3-3a Hanmuuus ruagpoxjaopoTrasuga Banatekc KomOu mpoTHBOIIOKa3aH MalleHTaM C
TS2KEJION IT0YeYHOU HemoCTaTOYHOCThIO (IIIT'®) <30 M / MUH U aHYpPUEH.

CaxapHulli Ouabem

OpHoBpeMeHHOe npuMeHeHNe BanaTekca KoMm0Ou ¢ anucKUpeHOM ITalieHTaM C
CaxapHHBIM OTuabeToM IMMPOTUBOMNOKA3aHO.

ITeueHoYHass HeOocMamoyHOCMb

II71s1 TTAIlMeHTOB C JIETKOM M YMepPeHHO! ITeYeHOYHOM HeJIOCTaTOYHOCThIO 0e3
XoJiecTa3a [go3a BajicapTaHa He [OoJIKHa IIpeBHIaTh 80 Mr. Koppeknus go3bl
TUAPOXJIOPOTHUA3UAa He HyzKHa [JI1d ITallMeHTOB C JIETKOU ¥ YMEPEHHOU IIeYeHOYHOU
HeJIOCTAaTOYHOCThIO. TaK KakK JiIieKapCTBeHHoe cpencTBo BanaTtekc KomOu nmeeT B
CBOEM COCTaBe BajiCapTaH, OH IIPOTHUBOIIOKA3aH IMalleHTaM C TSXKeJIOU TeYeHOYHOU
HEeI0CTAaTOYHOCTHIO, UJIM MTallMueHTaM C OMINapHBIM [IUPPO30M HJIU TeIaTUTOM (CM.



Paspenbl «IIpoTuBomoKa3anusi» 1 « OCOOEHHOCTHU IIPUMEHEHUSI»).
ITauueHmul NnoXHCUN020 BO3pPACMA

[TomGop mo3bl He TpeOyeTCs OIS MallieHTOB IOXKUJIOT0 Bo3pacTa.
et

[TpenapaTt BanaTtekc Kom0Ou He peKOMeHAyeTCs OJisg NIPUMEHEHUS V IeTel B BO3pacTe
0o 18 neT B CBSI3U C OTCYTCTBUEM JaHHBIX 0 6€301acHOCTU U 3(PPEeKTUBHOCTH.

Ilepego3upoBKa

Cumnmowmbi. [Tlepeqo3upoBKa BajICAPTAaHOM MOXKET ITPUBECTHU K 3aMETHOMH
apTepuaJbHOM THIOTEH3UN, YTO, B CBOIO OUepPelb, MOKET IIPUBECTH K YTHETEHUIO
CO3HAHWUS, ITUPKYJIATOPHOTO KOJIjIarca (COCYOUCTOM HeHOCTAaTOYHOCTH) U / UJIH IIIOKA
(3amsaToit). KpoMe Toro, Takue IpPHU3HAKH U CUMIITOMBI MOTYT BO3HUKATh M3-3a
IIepeqo3uPOBKYU THAPOXIIOPOTHA3UA: TOIITHOTA, COHJIMBOCTD, TUIIOBOIEMUS 1
9JIeKTPOJIUTHEIE HAPYIIEeHUsI, CBI3aHHBIE C CEPAEeYHBIMH aPUTMHUSMH U MBIIIT€UYHBIMU
Crla3MaMHu.

JleueHue. TepalleBTUYECKNE MEPOIIPUSITUS 3aBUCAT OT BpEMEHU IIpreMa MUIIHA U TUIa
U TSAXKECTU CUMIITOMOB, UYPEe3BbIYallHO BaXkKHa CTabuIu3aius KpoBooOpalleHus.

TepamneBTUYECKHE MEPONPUATHS 3aBUCAT OT JABHOCTHU IIPUMEHEHUS U30LITOUHOU
OO3HBI, @ TAaKXKe BUIOA U TSXKECTHU CUMIITOMOB IIPU 3TOM IIePBOOYEPENHON MEepPOou
SIBJISIETCSI HOpMasu3alus TeMOIUPKYJIIIHH.

Ecnu npemapart ObIJT IPUHAT HeJaBHO, CJIEAYEeT BEI3BaTh PBOTY. Ecnu mocie
MIPUMEHEHU IIpenapaTa Ipollesl OJIUTEIbHOe BpeMs, He0O0X0AMMO AaTh NallueHTy
NOCTaTOYHOE KOJIUYEeCTBO aKTUBUPOBAHHOTO YT JIs.

HpI/I apTepI/IaHLHOfI TUIIOTEH3UH ClIeayeT IIOJIOZKUTE ITIallTMEeHTa B TOPU30HTAJIbHOE
IoJI02KeHue U 0e30TaraTeabHO 00eCIIedYruTh BOCCTAHOBJIEHHE BOOHO-COJIEBOTO
OaylaHca IIyTeéM BBEOEHUSA N30TOHNYECKOT'O COJIEBOTO PACTBOPA.

BancapraH Henb3sl BRIBECTH U3 OpraHM3Ma C IIOMOIIbI0 TeMOoguanu3a BCIeqCTBUE €T0
CBSI3bIBAHUS C OeJIKaMU MJIa3Mbl, HO OJIsS BEIBEOEHUS U3 OpraHu3Ma
TUOPOXJIOPOTHAa3UOa reMoguanus 3ppeKTUBEH.

ITo6GouHBbIE pEeaKIuu

ITobouHblE pedKuuu 8asacapmaHa / 2udpoxsopomuasudda




Co cmopoHbl 06MeHa seuw,ecmes u NuUMaHusi: He4acTo - 00e3BOXKHUBAHUE.

Co cmopoHbl HEPBHOUI cucmeMbl: OUeHb PeOKO - TOJIOBOKPYKEeHHe He4acTo -
IMapecTe3uu, TUIEeCTe3UsI; HeU3BECTHO - 0OMOPOK.

Co cmopoHbl Op2aHa 3peHus: He4acTo - HeYeTKOCTh 3PeHUsi, HapyIllleHue 3PeHus;
YacTOTa HEeM3BECTHA - XOPUOUTHOTO BBITIOT.

Co cmopoHbl Op2aHOo8 Ccayxa: HedacTo - 3BOH B yIIIaX.
Co cmopoHbl cepdedHo-cocyoucmotl cucmembl: He4acTo - apTepuaabHasd TUIIOTEH3U .

Co cmopoHbl ObixameibHOU cucmeMbl: He4acTo - KallleJIb; HEM3BECTHO -
HEeKapOuOTeHHBIN OTEK JIeTKHUX.

Co cmopoHbl 2KKT: o4eHb PeOKo auapes.

Co cmopoHbl KOCMHO-MblWeEYHOU cucmeMbl: HedacTo - Muaiarus (00jb B MBIMIIIAX)
O4YeHb PEeOKo - apTpasrus.

Co cmopoHbl MouesblO0e1umesbHOU cucmeMbl: HEU3BECTHO - HapylleHrue QyHKIINNA
MMOYeK.

Obujue HapyweHUus: He4acTo - YCTaJIOCTh.

JlabopamopHble noka3ameau: HEU3BECTHO - YBeJIMUEHNE MOYEBOM KUCIIOTHI B
CBHIBOPOTKE KPOBH, YBeJIMueHre OUMupyOrHa U KpeaTUHNHA B CHIBOPOTKE KPOBH,
TUIIOKaJIueMHUs, TUIIOHATPUEMU S, IIOBLIIIEHE YPOBHS a30Ta MOUYEBUHBI KPOBH,
HEUTPOIIEHUS.

IlonoaHumeavHas uHpopmauusa no omoesbHbiM KOMNOHEeHMam

HecnpsiTnuBu moO0O4YHBIE PeaKIIuK, 0 KOTOPBIX CO00IaioCh PpaHee, BEI3BAaHHBIE OOHUM
U3 OTHENIbHBIX KOMIIOHEHTOB, MOTYT OBITh TaKXKe IMOTEeHIMalbHbIM HeXKeJlaTeTbHbIM
Bo3xericTBueM BanaTtekc KomOu.

ITobouHble peaKuuu 8aicapmaHd

Co cmopoHbl cucmembl Kposu U AuM@pamuyeckoll cucmembl: HEU3BECTHO - CHUXKEHNE
reMorjio0nMHa, CHUXKEHNE IeMaTOKPUTA, HeUTPOIeHUsI, TPOMOOIIMTOIIEHUSI.

Co cCmoOpOHbl UMMYHHOU cCuCMeMbl: 0O4€Hb PEOKO - HEKPOTU3UPYIOLIUY BaCKYyJIUT,
peakIuy TUIepYyBCTBUTEJILHOCTH / aJlyIeprudecKue peakivu.

Co CMOPOHbI obmeHa gewecmes u numdaHusA: 94aCToO - TUIIOHaATPpUeMH4,
TUIIOMaTrHueMud, TUIIEPYPUKEMHH, IIOTEPSA allllIeTHTa HEN3BECTHO - YBEJIMYEHHUE KaJIuid



B IIJITa3Me KPOBH.
Co cmoOpoHbl 0P2aHOB CAYXAd: HeY4acCTo - TOIIOBOKPYKeHUue (BEPTHUTO).
Co cmopoHbl cepdedHo-cocyoucmotl cucmembl: HEU3BECTHO - BACKYJIUT, TUIIOTEH3U .
Co cmopoHbl nuuw,esapumesibHo20 mpakKkma: peako - 601k B XKUBOTE.

Co CMOPOHDbI nuueeapumeﬂbHoﬁ cucmembl: HEU3BECTHO - IIOBBIIIIEHWE TOKa3aTenen
(I)YHKLII/II/I IIe9YeHH, BKIII0Yad IIOBhIIIIEHNEe YPOBHSA 6I/IJII/IPY6I/IH8 B CEIBOPOTKE KPOBH.

Co cmopoHbl KOXCU U NOOKOJNHCHBIX MKAHel: HEN3BECTHO - 0TeK KBUHKe
(QHTMOHEBPOTUYECKUM OTEK), ChIIlb, 3y, OyJIJIe3HbIN TepMaTUT.

Co cmopoHbl MouesbideaumebHOU cucmembl: HEU3BECTHO - ITI0YeYHas
HEeOOCTAaTOYHOCTh U HapyIlleHue QYHKIINY IT0YEK, ITOBHIIIEHNE YPOBHSI KpeaTUHNHA B
CLIBOPOTKE KPOBH.

Co cmopoHbl ObixameabHOU cucmembl: 0OUYeHb PEOKO - MHPEKIUN BEPXHUX
ObIXaTEeJIbHBIX IIyTEu.

IToOo4YHBIEe peaKIUU TUOPOXIOPOTHA3HUOA

I'mopoxnopoTHa3un MIMPOKO NIPUMEHSITIM B Te€UeHNEe MHOTHX JIET, YaCTO B BEHICOKHX
mo3ax, YeM y KOTOphIX Ha3Havanu BanaTtekc KomOu. MeroTcss cOOOILIEHUS O
MOOOYHBIX PEAKIIUSIX YV TAIIMEHTOB, IIOJIyYaBIINX MOHOTEPAIINI0 THA3UIHBIMU
OUypeTUKaMu, BKIIIO4Yas TUApPOXJI0OpoTUa3um.

Co cmopoHbl cucmembl Kpo8u U AuMpamuieckol cucmembl: pegko -
TPOMOOIIMTOIEHU ST, MHOTAA C IIYPIYyPOi; 0OUeHb PEOKO - arPpaHyJIOINUTO3, TENKOIIeHHUS,
reMOJIUTUYECKasi aHEeMHUSI, yTHeTeHue QYHKIIMY KOCTHOTO MO3Tra HEM3BECTHO -
arIacTu4yeckasi aHeMus.

Co cmopoHblL UMMYHHOU cucmembl: 04eHb PeOKO - ajlylIeprudeckue peakiuu (peakuuu
TUIIEPYYBCTBUTEIBHOCTH).

Co cmopoHbl 06MeHa eew,ecma: 4aCTo - TUTIOKAJIMeMUsi, ITIOBLIIIIEHNE YPOBHS JIUIIUIOB
B IIJlTa3Me KPOBU (B OCHOBHOM ITpU MPUMEHEHUHU BBHICOKUX [03) 4acCTo -
TUIIOHATPUEMU S, TUTIOMarie3neMusi, TUIIEPYyPUKEMUST; PeOKO - TUIIEPKaIbIIUEeMUS,
TUMIEPTIUKEMUS, TIIIOKO3YPUS U YXYOIIeHue guabeTuyecKux MeTabommiyecKux
COCTOSTHUM; OYEeHb PEIIKO - TUIIOXJIOPEMHUYECKUH alKaso3.

Co CMOpPOHbI NCUXUKU: PEOKO - HelIpecCusi, HapyIlleHue CHa.

Co cmopoHbl HepPB8HOU cucmeMbl: PEIKO - TOJIOBHAS 00JIb, TOJIOBOKPYXKEHHE,
IIapecTe3uHu.



Co cmopoHbL Op2aHa 3peHusi: HeYacTo - HeYeTKOCTb 3PeHUsI; HEU3BECTHO - OCTpast
riaaykoMa.

Co cmopoHbl cepdevyHo-cocyoucmotl cucmembl: PeOKO - cepaedHass apuTMUS; 4acTo -
OpTOCTAaTUYECKas TUIIOTEH3US, KOTOPasi MOXKEeT YCUIUBAThCS ITPU TPUMEHEHUHN
aJIKOT'0JIsI, aHECTETUKOB, CEIaTUBHLIX ITPEapaToB.

Co CMOPOHbI dbixamebHOol cucmembl: OYeHb PenKoO - ObIXaTeJIbHad HeJOCTAaTOYHOCTS,
BKJIIO49ad ITHEBMOHHIO U OTEK JIETKHX.

Co cmopoHbl nuuesapumeibHO20 MpPAKmMa: 4acTo - IIOTeps alleTUTa, JTerkKas
TOIIIHOTA ¥ PBOTA PEOKO - 3alI0p, Auapes, XKeayIoUHO-KUIIIeYHbIN JUCKOM(POPT; O4YeHb
pPenKo - MaHKpPeaTuT.

Co CMOPOHbBlI NevYeHU U JHce/14HO20 Ny3suipA: PedKo - X0J1eCTal, ZKeJITyXa.

Co cmopoHbl MoYyesbl0eumeibHOU cucmeMbl: HEU3BECTHO - HapylleHue QyHKIIUN
II0YEK, OCTPast MoYeuHasi HeJJOCTaTOYHOCTb.

Co cCmoOpoOHbI KOXHCU U NOOKOJHCHBIX MKAHeU: 4aCTOo - KpaluBHUIA ¥ OPYyTrHUe BUOLI
BBLICBITIAHUM; PEOKO - CBETOYYBCTBUTEIBHOCTD; OYE€HDb PEIOKO - HEKPOTUIUPYIOITUH
BACKYJIUT U TOKCUYECKHUU SMUAEePMaJIbHEIM HEKPOJIN3, CUCTEMHAs KpacHas BOJTYaHKa,
epUTEeMaTO3HONOAUOHY pPeakKIuy, peaKTUBAIUs KOXKHOI0 KPAaCHOM BOJTYAHKH; 4YaCTOTa
HeU3BEeCTHA - MyJIbTU(GOPMHAs dpuUTEMa.

Co cmOpoOHbL N008bIX OP2AHOB8: YACTO - UMIIOTEHIIHS.

Obujue HapyweHUus U peakuuu 8 mecme 8sedeHuUs npenapamad: Heu3BeCTHO -
IIOBLIIIIEHKE TEeMIIePaTypPhl, ACTEHHUSI.

Co CMOPOHbI onopHo-deueameﬂbHoeo annapama u coeduHuUmMe bHOU MKAaHU:
HEen3BECTHO - MBEIIIIEYHbBIE€ CIIa3MHEI.

HoBooOpa3oBaHusI, 3T0KaYeCTBEHHBIE U Hecllenudruyeckue (B TOM YHCJIe KUCTH U
IIOJINIILI): HEM3BECTHO - HEMAa/JIaHOMHHUM pakK K01 (ba3albHOKIETOYHLIM KapIIHHOMA U
MIJIOCKOKJIETOYHAas KaplimHoMa).

OnucaHue BHIOPAHHBIX HOOOYHBIX PeaKIINN

HemenaHOMHOTO pakK KOXH: COTJIACHO HOCTYIHBIM JaHHBIM 3NUOEMUOTIOTUYECKUX
HUCCJIeOBAHUU CYILIECTBYeT COBOKYITHBEIN 00303aBUCUMEIN CBA3b MeXkAy [ XT3 u
BO3HUKHOBeHVEM 0a3aIbHOKJIETOUHBIN KaPIIMHOMBI U ITIJIOCKOKJIETOYHON KapPIIMHOMBI
(cMm. Pazpmen «®apmakokuHeTHKa» U «OCOOEHHOCTH ITPUMEHEHUSI»).

CpoK rogHoctu



3 ropma.
YcnoBusi xpanenusi

XpaHUTh B CyXOM, 3allIUIIIeHHOM OT CBeTa MecCTe IIpu TeMiepaTtype He Boimle 30 ° C.

XpaHUTh B HEOOCTYIIHOM [JIs IeTel MecCTe.
YnakoBKa

ITo 14 TabneToK, MOKPHITHIX IIJIEHOYHOM 000JI0YKOM, B O1ucTepe, mo 2 61ucrepa B
KapTOHHOM KOpOOKe.

Kareropus ornycka

ITo penenty.

IIpousBoourtennb

dapmarnieBTryeckuit 3aBop «ITonbdapma» C.A.

MecTOHaxo0OXKOeHHe IIPOU3BOIHUTEJIsA M €0 aJipeC MeCTa OCyIlIeCTBIICHHUA
oesiTeJIbHOCTH

V. Ilenpnnuubscka 19 83-200, Ctaporapp I'marbsckuy, Ilomnbiia.
N CTOYHHUK HHCTPYKIUH

HNHCTpyKIUS TEeKapCTBEHHOTO CPeACcTBa B3siTa U3 OPUIHMATIbHOTO UCTOYHUKA —
"ocymapCTBEHHOTO peecTpa JIeKapPCTBEHHBIX CPEeACTB YKPauHHI.
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