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MHCTPYKIIUSI 8543 2017
no Me}lﬂu“HCKOMy “pHMeHeHﬂm ﬂeKaPCTBeHHOFO npenapaTa
CAPTBAJI
(SARTVAL)

Memyﬂaponﬂoe HEMMaTeHTOBAHHOC HA3BAHHE: BaJiICapTaH

CocraB

1 Tabnerka conepxut 80 mr uimm 160 Mr BasicapTaHa;

6CcnomozamenibHble 6euyecmed.

CAPTBAJI 80 me: uemnono3a MUKPOKPHCTAJUIMYECKAs, KPOCIOBUIAOH, KPEMHHUs JHOKCHI
KOJUIOW/IHBIA O€3BO/HBIA, MarHMsi creapar, rHIpoMesuiosa, Tthtana auokcun (E171),
makporoi 8000, xxenesa oxcua kpacHsiil (E172), xenesa oxeup xentsriit (E172).

CAPTBAJI 160 me: uenmono3a MAUKPOKPUCTAIIIMYECKAs, KPOCIIOBH/IOH, KPEMHHUS JTHOKCH]T
KOJUIOWHBIA O€3BOJHBIN, MarHumsi creapar, rumpomeiuioda, Tutana guokeuna (E171),
makporon 8000, »enesa okcua kpacubni (E172), xenesa oxcupn xentbiid (E172), xenesa
okcup uepusii (E172).

JlekapcTBennas popma
TabneTku, mOKpHITHIE 000T0YKOH.

®apmakoTepaneBTHYECKAs IPYNIA ,
AHTaroHUCTHI pEUENTOPOB aHTHOTEeH3UHA . Irae 0“2 -06- 7073 FIE
Kox ATX: C0O9CAO03. Kt :

Iloxa3zanus k NpUMeHeHHIO

— AprepuanbHas TUNEPTEH3HsS Y B3pOCIBIX M jAered or 6 go 18 ser (cM. pasgens
«IIpoTuBOonokazanus», «Mepbl Mpe1oCTOPOKHOCTUY, «B3auMoaelcTBuE ¢ APYyrUMHU
JeKapCTBEHHBIMH CpeCTBaMH u Jpyrue BUJIbI B3aUMOJICHCTBUI Y,
«DapMakoITMHAMHUKAY).

— Cepaeunas HEIOCTATOYHOCTH: JICUCHUE CEPJICUYHON HEOCTATOUYHOCTH ¢ KIMHHUYECKOU
CUMITOMATHKOH y B3pOCIBIX TIAHEHTOB, HE TMOJYYalOIIUX HHIHOMTOPEI
aHruoTeH3uHnpeBpamatomero ¢pepmenta (MAIID), unu B kayecTBe JAONOTHUTEIBHOU
tepanuu K WAIID y nanuentoB, He nosrydarommx Oera-010KaTOphl, €CIIM HEJb3s
UCIIOJIb30BATh AHTArOHUCTHI MUHEPAIOKOPTUKOMIHBIX PELENTOPOB (CM. pa3Jeisl
«Cnoco® mpumeHeHHs U J103bI», «Mepbl MpeaoCTOPOKHOCTHY, «B3aumoaencTere ¢
JPYTUMHU JICKQPCTBEHHBIMH CpEACTBAMH M JIpYyTH€ BHJBI B3aUMOIECHCTBUIY,
«DapMakoIMHAMHUKAY).

— HenaBuo nepenecennsiii nH(GapkT MHOKap/a (y KIMHUYECKH CTAOMIIBHBIX B3POCIBIX
MALMEHTOB C KIMHUYECKHMMH TIPOSIBICHUSIMH CEpACYHONW HENOCTATOYHOCTH HIIH
OECCUMIITOMHOH  CHCTOJIMYECKOH  JIUCYHKIMEH JIeBOro JKelmyJo4ka I0cie
nepereceHHoro (12 gacos — 10 aneit) nndapkTa MHOKap/a).

IIporuBonoka3zanus
— IloBblieHHass YyBCTBUTENIBHOCTh K BajCapTaHy WM K J0O0MY H3 KOMIIOHEHTOB
npemnapara.
— bepemMeHHOCTB.
— Tsokenasi me4eHOYHasE HEJOCTATOYHOCTh, OMJIMAPHBIA IUPPO3 MEYEHH U OOCTPYKIHs
JKETYHBIX Iy TEH.

14 nexabps 2022 r. Valsartan_oral_10_2018 Crp. 1 u3 12



HO PB
CAPTBAJI - TekcT MHCTPYKIMH (OJHOBPEMEHHO JINCTKA-BKJ1a/IbILIA) BY
8543 -2017
—  OpnoBpemeHHOe npuMeHenue HAIID wim 6I0KaTOPOB (aHTArOHMCTOB) PELENTOPOB
anruorensuna Il (BPA) ¢ mpenaparamu, coaepXaiiuMu aTUCKUPEH, Y NAllMEHTOB C
caxapHbIM JMA0E€TOM WM yMEPEHHON/TSKETIOW IOYEYHOW HEJOCTaTOYHOCTHIO
(CK® < 60 mn/mun/1,73 M?).

Cnocod npuMeHeHUA U 103bI

Cnocob npumenenus

CAPTBAJI npuHAMAIOT BHYTPb HE3aBUCHMO OT IIPHEMA IHINH, 3aliBas BOJOH.

Prcka crocoOCTBYET pas3iaMbIBAHHIO ISl 0OJIErdeHus TII0TaHUs ¥ He 00eCTIeYnBaeT JETICHUs]
tabnerku 80 mr u 160 Mr Ha iBe paBHBIE J103BI.

Apmepuanvras cunepmen3us

Pexomen ryemas craprosas no3a npenapara CAPTBAJI s B3pocibix cocrapiser 80 Mr uim
160 Mr omuH pa3 B CyTKH. AHTUTUIEPTEH3UBHBIA 3((eKT nocTuraercss B TEUEHHE JBYX
HeJlelb, a MaKCUMaJTIbHBIN 3¢ dekT HacTymaer yepe3 yeTbipe Heenu. [lanuentam, y KOTOPBIX
HE yJaeTcs IOCTHYb aJC€KBAaTHOTO CHHIKCHHS apTCPHAIBHOTO JABJICHHsA, CYTOYHYIO 03y
MOYXHO IOBBICHTE 10 160 Mr, wiHM, MakCHMaibHO, 10 320 MI; BO3MOXHO JIONOJHUTEIBHOE
Ha3HaueHHWE TNy PETUKOB.

CAPTBAJI MoxHO Ha3HauaThb TaK)X€ COBMECTHO C JPYTMMH aHTHUTMIIEPTEH3MBHBIMH
cpeacrBaMu  (cm.  pasmensl  «lIpoTuBomokazanusi»y, «Mepbl  IPEAOCTOPOXKHOCTHY,
«B3aumopeiictBue ¢  ApYrMMH  JIEKAPCTBEHHBIMH  CpEACTBaMH M APYTHE  BHIBI
B3aMMO/ICUCTBUIY», « DapMaKoIMHAMHUKA ).

Cepoeunas HedocmamoyHocmo

Pexomennyemass nHawanpHas jgo3a CAPTBAJIa cocraBiser 40 Mr jaBa pa3a B CYTKH.
[Topimenne n03b1 10 80 Mr m 160 mMr gBa paza B CyTKH JOJDKHO OCYINECTBIIATHCS C
UHTEPBAIIOM HE MeHee 2 HeJellb, C Y4YeTOM MEPEeHOCHMMOCTH IIpernapara IaldeHTOM.
MakcumanbHass CyTo4Has J/103a, KOTOpas MPHUMEHsJIach B KJIMHUYECKHX HCCIIEIOBAHUIX,
cocraBuiia 320 Mr, pacnpe/ielieHHas Ha HECKOJIbKO MpreMoB. [Ipu comyTcTByIOImEM JI€UYECHHH
JLYPETUKOM CIIEYET paCCMOTPETH BONIPOC O CHHXKEHUH JI03bI IIOCIIETHETO.

[TockonbKy HamHuue pUCKH He 00ecrieynBaeT BO3MOXKHOCTE AeneHus Tabnerku 80 mr Ha 1Be
paBHBIE YaCTH, JaHHAs JieKapcTBeHHas (opMa He MoxeT obecrnieunTh 103upoBKy 40 mr. [Ipu
HEOOXOZIMMOCTH Ha3HAYeHHs BajicapraHa B go03e 40 Mr creayer BOCIOJIB30BATHCS
JIEKapCTBEHHBIM CPEJICTBOM, KOTOpOE o0ecreunBaeT TpedyeMyo pa3oByIo J103Y.

CAPTBAJI moxer Ha3HAyaThCi COBMECTHO C JPYTHMH JIEKAPCTBEHHBIMH CpPEJICTBAMH,
OPUMEHSIEMBIMH  JUIS  JICYEHUs CepAeYHOM HepoctaroyHocTd. He pexkomenayercs
OJIHOBPEMEHHBIN MpueM TpoitHoi koMOuHaiu UAIID, Basicaprana u Gera-O6imokaTropa WU
KaymiicOeperatomero  auyperuka  (cM.  pasgensl  «Mepbl  IIPEIOCTOPOXKHOCTHY,
«DapmMaKkoJMHAMHKAY ).

Onenka COCTOSHMSI MALMEHTOB C CEp/ICYHOM HEJOCTATOYHOCTHIO BCET/ia JO/DKHA BKIIIOYATh
MOHHUTOPHUHT (YHKIIUH MOYEK.

IHocmungapxkmuoe cocmosnue

VY KIMHHYECKH CTaOMIIBHBIX ITAIMEHTOB JICYCHHE MOXKHO HayaTh yXxe 4depe3 12 4acoB mocie
uHapkra mMuokapza. [locne HawanbHO#M 10361 20 Mr aBa pa3a B CyTKH 03y BajcapTaHa
HeoO0xo Mo yBeu4uBaTth 10 40 mr, 80 Mr u 160 Mr 1Ba pa3a B CyTKH B T€YEHHE CJIEIYIOIIAX
HECKOJIbKUX HEJIEJIb.

Jlannas nexkapcTBeHHas ¢Qopma He MoxeT obecneunts Jgo3upoBky 20 wmr. Ilpm
HEOOXOMMOCTH Ha3HA4YeHHWs BajicapTaHa B o3¢ 20 Mr HeoOXOAMMO BOCIIOJIB30BATHCS
JIEKAapCTBEHHBIM  CPEJCTBOM, KOTOpoe obecrmeuynBaeT TpeOyeMyio pa3oBylO  J103Y.
MakcumanbHas 103a — 160 Mr 1Ba pa3a B cyTku. B nienom pekomenayercs, ytoosl go3a 80 mMr
JIBa pa3a B CyTKH JIOCTUTAJIaCh B T€UEHHE JIBYX HEJ/EJb IOCJIe Haydaia JICYCHHUs, a LeseBas
MakCUMaJlbHasi J103a — B TE€YEHUE TPEX MECSALEB, MCXOJs M3 IEPEHOCHMOCTH NAIlHEHTOM
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BaJicapTaHa B IMIEPHOJ TUTPOBaHUS /103bl. ECII BO3HMKaeT CHMIITOMATHYeCKas apTepUaibHas
THIIOTEH3HSl WK TI0Ye€YHas TUCHYHKIHS, CIIeAyeT PACCMOTPETh BOIIPOC O CHHXKEHUH JI03bI.
Bancapran MOXXHO Ha3Ha4aTh IAlMEHTaM, KOTOPhHIE JIEYMIIMCh JPYTHMH Ipenaparamy,
PEKOMEH/IOBaHHBIMH ~ Toclie  WHpapkra MHOKapaa (HampuMep, TPOMOOJIHTHKAMH,
aleTHJICAIUIMIOBON KHUCJIOTOM, Oera-OimokaTtopamu W craTuHamu). He pexomeHayercs
OJIHOBPEMEHHBII TpreM TpoiHoi kombuHau HAII®D, 6era-610kaTOPOB U BajcapTaHa.
OneHka COCTOSIHMS TMAllMEeHTOB Tociae WH(apKTa MHOKapja Bcerja JI0JDKHA BKIOYATh
MOHHUTOPHUHT (QYHKITHH TOYEK.
CAPTBAJI moocem npumensimocs ONsi le4enus 2UNnepmen3uu y nayuenmos ¢ HapyuleHHOU
MONePAHMHOCMbIO K 21I0KO3€¢ U PUCKOM  CepOeyHO-COCYOUCMOU  HeOOCMAmo4HOCMU.
PexoMeHqanum no JO3MPOBAHHUIO CM. B pa3zielie « ApTepraibHasi THIIEPTEH3U.
[Ipemapar MOXHO TPHHAMATh HE3ABHCHMO OT MpHeMa I[UINHM, 3anuBas HEOOJBIIAM
KOJINYECTBOM BOJIbI.
Omoebibie epynnvl NAYUeHmos
ApTrepuanbHas THICPTEH3US Y JIETEH W MOJIPOCTKOB
Jlemu om 6 0o 18 nem
Jlns netei ¢ Maccoii Tesla MeHee 35 Kr HadalibHas J103a coctaBiiseT 40 Mr ouH pa3 B JI€Hb.
[TockobKy HaTH4He PUCKH HE 00eCreunBaeT BOZMOXKHOCTH JeneHus tabnetku 80 Mr Ha /Be
paBHBIE YaCTH, JIaHHAs JieKapCcTBeHHas (hopma He MoxeT obecriednts q03upoBKy 40 mr. I1pu
HEOOXO/IMMOCTH Ha3HaueHWs BaicaprtaHa B 103e 40 Mr crieayer BOCHOJIb30BAaTHCS
JIEKapCTBEHHBIM CPEJICTBOM, KOTOpOE obecreynBaeT TpedyeMyro pa3oByIO 103y .
Jlns nereit ¢ maccoit Tena 35 kr u 6onee HavabHas 03a cocTaBisieT 80 Mr OUH pa3 B JI€Hb.
Jlo3y crnenyer KOppeKTHpPOBaTh B 3aBUCHMOCTH OT JCHCTBHS Ha apTepHAlIbHOE JIaBJIEHHE.
MakcuMalibHble J103bl, W3Yy4YEHHBIE B KIMHHYECKMX HMCIBITAHUAX, NMPUBEICHBI B Tabiuie
HIKe. J[03b1, MpeBhINArONHe yKa3aHHble, He ObUTH W3yYEHBI U I0ITOMY HE PEKOMEHYIOTCS.

Macca tena MakcumanbHbI€ 103bl, U3y4YEHHBIE B KIIMHUYECKUX UCIIBITAHUAX
> 18 kr... <35kr 80 mr
>35kr... <80 kr 160 mr
>80 kr ... <160 kr 320 mMr

Jlemu 0o 6 nem

besonacHocte u addextuBHocTs npemapara CAPTBAJI y nereit mmamme 6 jer He
yCTaHOBJICHA.

Cepneynas HEJIOCTaTOYHOCTH W HEJIAaBHO IEPEHECEHHbIH MH(ApKT MHOKapjaa y JeTed |
IOJPOCTKOB

CAPTBAIJI He pexomenjayercs JJsl JICUCHHs CEPACYHON HENOCTATOYHOCTH HWIIM HEIABHO
IEepeHeCeHHOro HH(papKTa MUOKap/a y JIeTeil U MOAPOCTKOB B Bo3pacte 10 18 jer B cBsA3M C
OTCYTCTBHEM JIaHHBIX 0 0€30macHOCTH U 3P PEeKTHBHOCTH.

ITanmeHThI NOXKUIIOrO Bo3pacTta

Het He0OX01MMOCTH B KOPPEKIIMHU JI03bI Y MAIMEHTOB MOXKUJIOTO BO3pacTa.

ITanmenTsl ¢ HapymeHreM GYHKIUH HOYEK

Jlemu om 6 00 18 1em

[Ipumenenue y nereii ¢ kKiupeHcoM KpeatnHuHA <30 MJI/MHH MM HaXOJAIIMXCS HA JHAIA3€E
HE H3y4aioch, MMOITOMY TaKHM MAlMeHTaM BajcapTaH He pekomenmyercs. He tpebyercs
KOPPEKIMHU JI03bI Y JIeTell ¢ KIupeHcoM KpeatuHuHa Oonee 30 mu/muH. CieyeT TIareIbHo
KOHTPOJIMPOBATh (DYHKIMIO TMOYEK W YPOBEHb Kallis B CHIBOPOTKE KPOBH (CM. pa3/ejibl
«Mepsl 1ipeIocCTOPOIKHOCTU» U « DApMAKOKUHETHUKAY).

B3spocnwvie
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Her HEOOXOIMMOCTH KOPPEKIMHU J103bl y B3POCIBIX IMAIACHTOB C KIMPEHCOM KpeaTHHHHA

6onee 10 mi/MuH.

[TanueHTsl ¢ HapyIneHHeM (YHKIUY I€YECHH

Bajicapran NpOTHBOINOKa3aH IAIHEHTaM C TSDKENIOH MEYCHOYHOHW HEI0CTaTOYHOCTHIO,

OUIMAPHBIM [UPPO30M MEYEHH MM 0OCTPYKIHEH JKETIHBIX MyTeH. Y NMalMeHTOB C JIETKOH 1

YMEPEHHON IMEYEHOYHON HEJOCTaTOYHOCThIO O€3 XojecTa3a J103a BajcapTaHa HE JOJDKHA

npesbimarh 80 Mr (cM. paszen « Mepbl IpeI0OCTOPOKHOCTH ).

IToGouHoe neiicTBHE

YacToTa BO3HHMKHOBEHHs MOOOYHBIX pEAKIMil OINEHUBAETCS CIEAYIOMUM 00pa3oM: OYEeHb
gacto -> 1/10, wacto — ot > 1/100, <1/10, meyacro - ot > 1/1000, < 1/100, penko - ot >
1/10000, <1/1000, o4ens peako - < 1/10000.

Co cmoponsl Kpoéu u 1umM@amuyeckoil CUCmeMbvl: YacTOTa HEU3BECTHA — *CHMIKEHHE
reMoryo6uHa, *CHIDKEHHE reMaToOKpHTa, *HeHTponeHus, **TpoMOOMTONEHH S

Co  cmopombr  umMmynHoii  cucmemvl: — 9acTOTa  HEW3BeCTHa —  *'peaKiym
TUNIEPYyBCTBUTEIILHOCTH, BKJIIOYAsi CHBIBOPOTOYHYIO OOJIE3Hb.

Hapywenue obmena eewjecms. 4acToTa HEM3BECTHA — *yBEIMYEHHE COJIEPXKAHUA KajlHs B
KpoBH, *'rHroHaTpueMus; HevacTo - “runepkanuemus.

Hapywenusi co cmoponbl HepeHoil cucmembl: 49acTo — 'TONOBOKPYXEHHE, 'TOCTypanbHOE
roJIOBOKPY’KEHHE; HEYacTo — "0OMOpOKH, “rooBHas 6oJb.

Co cmoponwt opeanoé cyxa: nedacto — **pepruro.

Co cmoponbL cepdeyno-cocyoucmoii cucmempl: 4acToTa HEM3BECTHA — *BacKysuT, 4acTo -
#oprocraTnueckas runorensus, ‘runorensus; nevacto — “cepaednas HeIOCTATOUHOCTD.

Co cmoponbi ObixamenbHoil cucmeMbl: HedacTo — **karmers.

Co cmoponbl nuwesapumensHoii Cucmemul: He4acTo — *6oJTb B XKUBOTE, " Tuapes, “TomHoTa.
Co cmoponv 2enamobunuaproii cucmemvl; 4acToTa HEH3BECTHA — 'MOBBINIEHHE YPOBHS
IEYEHOYHBIX (PEPMEHTOB, *MOBBINICHHE YPOBHS MEYEHOYHbIX (EPMEHTOB, BKIKOYas
NOBBIINIEHUE YPOBHS OUMMpyOnHa B KPOBH.

Co cmoponbl KOJMCU U  NOOKOJICHO-JICUPOBOU  KIemyamiKu: 4YacToTa HEU3BECTHA —
*aHrHOHEBpPOTHUEeCKHi oTek, *Gymnesmpri nepmarur, **cemb, *3ym; mewacro —
*aHrmoHeBpOTHYECKHIl OTEK.

Co cmoponbl ckelemHo-MbluieyHOTl CUCMeMbl: YacTOTa HEU3BECTHA — *' MUAITHsL.

Co cmoponvl MO4enono8oil cucmempl: 4aCTOTa HEU3BECTHA - *HapylIeHHe (yHKIHHU IOYEK,
*nmoyeyHass HEJOCTAaTOYHOCTh, *IOBBIIIEHHE YPOBHS KpEaTHHHHA B CBIBOPOTKE KpPOBH,
‘yBenuueHwe colepKaHMS MOYEBHHBI KPOBH; 4YacTO — 'HapymieHHe (YHKUMH [OYEK,
#lloYedHas HENMOCTATOYHOCTH, HEYACTO — "OCTpasi MOYeYHas HEJOCTATOYHOCTD, 'TOBBIIIEHAE
YPOBHS KpeaTUHHHA B KPOBH.

Ob6wyue napywenus: nevacto — *'crmabocts; “acTenus.

Crnenyromue nobounbie 3¢ ¢dexTsl HaOMONAIUCh B XO0J€ KIMHHYECKUX HCCIIEIOBAHUM
HE3aBHCHMO OT MX TNPHYMHHON CBS3M C MCCIEIyeMbIM TpenapaTtoMm: *'aprpanrus,
*a6nomunanbhas Gomb, *actenus, **6onp B ciuHe, *Mapes, *roJ0OBOKpY)KEHHE, *roJIOBHAS
6o1b, **6ecconnnna, **camkenne 60, *Heitrponenus, *romuora, **orexu, **apunrur,
* punut, * cunycut, **undexnuyu BepXHUX IBIXaTeNbHBIX MyTel, *'BupycHble MHpEKIHY.

* 06 ysenmuenuu conepkaHus Kanus B KPOBH (WacTOTa HEM3BECTHA) COOOIMIANOCH B MOCT-
MapKETHHTOBBIi TTEPHOI.

Ipumeuanue

Coo6manoch NpH: *THNEPTEH3HH; 'CepaedHOl HEeJ0CTATOYHOCTH /WM MOCTHH(MAPKTHOM
COCTOSTHHH.

Ileouampuyeckue nayuenmol (2unepmen3us)

AHTHTHIIEPTEH3UBHBIM (G (eKT BajicapTaHa OLEHHBAICS B JIByX DPaHIOMH3HPOBAaHHBIX,
JIBOMHBIX CIIENBIX KIMHHYECKUX HCCienoBanusx y 561 gmereir or 6 no 18 mer. He Gbuio

#
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BBISIBJIEHO 3HAYMMBIX OTJIMYMIi 110 THIy, YacTOTE M TSDKECTH IOOOUYHBIX 3&)(béKTOB MEXTY
npodunem Ge3omacHocTH i JAeTed B Bo3pacte oT 6 g0 18 yer ¥ paHee H3BECTHBIM
npodusieM 6€30MacHOCTH Y B3POCIIbIX ITAMEHTOB.
OneHKa HeHpPOKOTHUTHBHON (DYHKIMM W pa3BUTHs y JeTeil B Bo3pacTe oT 6 jno 16 ner He
BBISIBHJIA KJIMHHYECKH 3HAYMMOTrO oTpuuaresibHoro BimsHus mocne jedenuss CAPTBAJIom
IPOJIOJDKUTENBHOCTHIO 10 OJIHOTO TO/1a.
B 11BOIHOM CJIENOM paHIOMH3MPOBAHHOM HcclieoBanuu y 90 nereit B Bospacrte oT 1 roza 10
6 711eT, 32 KOTOPBIM MOCIIEIOBAIO OTKPHITOE MPO/UIEHHE Ha OJIMH I'0Jl, /[Ba YeJI0OBeKa yMEpJIU U
Ha6I0IATICh OT/IEJIbHBIE CITy4al BHIPKEHHOTO MOBBIECHAS MEYCHOYHBIX TpaHcaMuHa3. Bo
BTOPOM HCCIIEZIOBAHHH, B KOTOPOM ObLIH paHIOMH3MPOBaHbI 75 neTel B BoszpacTe oT 1 roxa
no 6 sier, He OBUI0 HH OJHOTO CIyd4as CMEPTH M OTMEYalCs OJHH Clly4aldl BBIPQKEHHOTO
MOBBILIEHHS NIEYEHOYHBIX TPAHCAMHHA3 B TEYEHHE OTKPHITOrO MPOJUICHHS Ha OMH Iojl. DTH
Cllyyad HMENId MECTO B IMOMYJISIMM MAlMEHTOB CO 3HAYHUTENILHBIMH COITYy TCTBYIOUIMMH
3abosneBaHussMU. He OBLIO YCTaHOBIICHO NPHYHMHHO-CIEACTBEHHOH CBA3H C IPHEMOM
CAPTBAJla.
V nereit B Bo3pacte oT 6 10 18 jer ¢ xpoHnueckumu 3ab0sieBaHUSIMH MOYEK HaOIIOnanach
THIIEPKATHEMHUSL.

IlepenosnpoBka

Benencreue nepenozupoBku CAPTBAJIa MoxeT pa3BUTHCS BbIpOKEHHas apTepHalIbHas
TUIIOTEH3Hs], YTO MOXET MPHUBECTH K YTHETCHHIO CO3HAHHS, KOJUIancy W/wmiaM moky. Ecim
npenapar ObUl IPHUHSAT HEIABHO, CIIEAyET BBI3BAaTh pBOTY. lIpu aprepuanbHO TMIIOTEH3HH
O0OBIYHBIM METOJIOM TEPAITMHU SBJISIETCS BHY TPUBEHHOE BBE/IEHUE COJIEBOTO pacTBOPA.
BriBeieHne BajicapTaHa U3 OpraHu3Ma ImyTeM IreMoIiaiin3a MaJoBepOsSTHO.

IIpumenenne B nepuoj 6epeMEeHHOCTH HJIH I'PY/IHOI0 BCKAPMJIMBAHHUSA
bepeMeHHOCTH

Pe3iome puckoB

Kak u gpyrue mnpenapaTel, HamnpsAMyl0 BO3JEHCTBYIOIIME HAa PEHHH-AHTHOTCH3UH-
anmpocteporoByto cucremy (PAAC), CAPTBAJI Henb3st mpuMEHATH TPH OEpeMEHHOCTH (CM.
paszaen «IIpotuBonokazanusy»).

VYuuThiBasi MeXaHW3M JIeHiCTBHsI OJIOKaTopoB penentopoB aHruoreHsuHa II, Henb3s
UCKITIOYaTh PUCK Ui mioja. Mimerotcst coobieHust o ToM, uto JeiictBue HAIID (oaun u3
KJIaccoB mpemnaparoB, BosaeicTByromux Ha PAAC) Ha niof, B ciydyae UX NPUMEHEHHS BO
BTOPOM M TPETHEM TpPUMECTpe OEPEMEHHOCTH, MOXXET NPHUBOAUTH K €ro IMOBPEXICHHIO H
rubenu. Coolmanock 0 ciydasx CIOHTaHHBIX aOOPTOB, OJIMTOTUAPOAMHHUOHE M HapyIIECHHIX
(YHKIMM TI0Y€K Yy HOBOPOX/ICHHBIX, MAaTepH KOTOPHIX BO BpeMs OEpEMEHHOCTH IO
HEOCTOPOXKHOCTH MPUHUMAIIH BaJICAPTAH.

Ecnu 6epemenHOCTh ObLTa OOHapy)keHa B XOJI€ JICYEHHS ITIpernaparoM, IpUEM BajcapTaHa
JIOJDKEH OBITh HEMEJICHHO IpEKpalleH.

Kiaunnveckue coobpaxxeHus
Puck ons mamepu w/unu smbpuona/niooa, cesasannwiii ¢ 3a6one6anuem

['unepren3uss Bo BpeMsi OEpeMEHHOCTH YBEIMYMBAET MATEPUHCKUN PHCK IPEIKIAMIICHH,
IE€CTAllMOHHOrO auabeTa, NpeXAEBPEMEHHBIX POJIOB M OCIIOKHEHHH IpU pojax (HampHMep,
HEOOXOIMMOCTh B KECApeBOM CEUCHHH M IOCJIEpOJIoBoe KpoBoTeueHue). g miona
TUIIEPTOHMS YBEMYMBAET PHUCK 3aJIEP)KKH BHYTPHYTPOOHOTO poOcTa M BHYTPHYTPOOHOH
CMEpTH.

Puck ons nnooa/noeopodicoenno2o
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OunurorupaMano3 (MajoBoJue) y OepeMEHHBIX JKCHIUMH, NPHHMMAIOMMX Mpernaparkl,
Bo3jeiicTytomue Ha PAAC, BO BTOPOM H TPETbeM TPUMECTpPaX OEPEMEHHOCTH MOXKET
NPUBOJUTE y TUIOJA K: CHIDKEHHIO (YHKI[MH MOYEK, NPUBOJSIEH K aHypHH, W IOYCIHOH
HEJI0CTATOYHOCTH, THIOIUIA3HH JIETKUX, JedopmanusaM cKejera, BKIIIOYas T'MIIOIUIA3HIO
yeperna, TMIOTOHUU U CMEPTH.

B ciyuae ciydaitHoro npuMmeHeHus: Matepbio BPA He06Xx0auMMO MpOBEACHHE HAJUIEKAIIETO
MOHHMTOPHHTA IIJI0/IA.

HoBOpOXI€HHBIE, MATEPH KOTOPHIX MPUHMMaIH BPA, MO/DKHBI BHUMATENILHO HaOJIONAThCS
13-32 BO3MOXKHOW apTepHalIbHON THIIOTEH3UH.

Jlannwvie, nonyyennwvle 8 UCcie008aHUAX HA HCUBOMHBIX

B uccnenoBanusix HSMOpuodeTalbHOrO pa3BUTHUSL Yy  MBIIIEH, KpbIC M KPOJHKOB
(eTOTOKCHYHOCTh B COYETAHHH C MATEPHHCKOW TOKCHYHOCTBIO Y KpbIC Habmojanach IpH
npueme 1036l Bajicaprana 600 Mr/Kr/meHb, 4TO MpUMEpPHO B 6 pa3 Oosblie MaKCHMaIbHOM
PeKOMEH/TyeMOii JI03bI JUTS YeloBeKa NPH MPUBEICHHH JI035I K MI/M> (pacueThl MPe/oNararoT
103y BHyTph 320 Mr/neHsr ¥ Maccy nanuenTta 60 Kuiorpamm), a y KpojaukoB mpu gose 10
MI/KI/ieHb, 4TO cocTaBiseT npumepHo 0,6 0T MakCHMaIbHOM PEKOMEHIYEMOW 03Bl IS
yeNloBeKa MpHU MPUBEICHHH 10351 K MI/M> (pacueThl MPeANoNaraioT 103y BHYTpb 320 Mr/aeHb
U Maccy nanuenTa 60 kuorpamm). Y Mbliieit npu npueMe /10361 Basicaprana 600 Mr/kr/aeHs,
4TO MPHUMEPHO B 9 pa3 Oosblie MaKCHMaJIbHOW PEKOMEHIYeMOH /03Bl /IS 4YEJIOBEKa IPH
IPUBEJICHUH /1036l K MI/M> (pacyeThl TpeAroNaraioT 103y BHYTpb 320 MI/IeHb W Maccy
nanuenTta 60 KujIorpaMMm) JA0Ka3aTesbCTB MATEPUHCKONH TOKCHYHOCTH WK (PETOTOKCHYHOCTH
IOJTy4€HO He OBLIO0.

I py1HOE BCKapMJIMBAHHUE

Pe3ome puckon

OrcyrctByer MH(OpManus O BBLIEIEHHHM BajicapTaHa ¢ IpyJHbBIM MosiokoM. OmHako B
MCCIIEIOBAaHUSAX HA KpPbICaX BajJcapTaH BBIIEISUICS B MOJOKO KOPMSIIHUX KpBIC, MO3TOMY Y
TOJIeH MPUMEHEHHUE BajicapTaHa BO BpeMsi KOPMIICHHS I'PY/IbI0 HE PEKOMEH/TyeTCsl.

JKeHIUHBI 1 MY )KYHHBI PEOPOAYKTUBHOT'O BO3pacTa

Kak u npyrue npemnapatsl, Hanpsmyto Bo3zaeictByromue Ha PAAC, CAPTBAJI e nomxen
HCIIOJIb30BAaThC Y  OKEHIIMH,  IUIAHUpYROmMX  OepeMeHHOCTh.  CrenuaiucTsl
3/IpaBOOXPaHEHUs], Ha3HavYalomue oOble npenaparsl, Bo3jaeiicTByomue Ha PAAC, 10KHBI
KOHCYJIbTUPOBATh JKEHIIMH JIETOPOJHOTO BO3PACTa O MOTEHIIHAILHOM PHUCKE pUEMa JaHHBIX
[IpenaparoB BO BpeMs OEpeMEHHOCTH.

becroamne

WUudopmanus o BiIMSHHH BajicapraHa Ha (EpTHIBHOCTH dYeJOBeKa OTCYTCTBYET.
HccnenoBanust Ha Kpbicax HE MOKa3ald KakuX-TH00 3G (EeKTOB BIMSHHS BajcapTraHa Ha
(bepTUIIBHOCTD.

MepsI nipe1ocTopoKHOCTH

Ilayuenmor ¢ Oepuyumom 6 opeanuzme Hampusi w/unu 06vema YupKyIupyloujet Kpoeu
(O[K). Y nauumeHTOB C TSDKENOM CTemeHplo Jgeduumra HaTpus wu/wim obbema
LUPKYJIMPYIOLIEH KPOBH B OPraHU3Me, HallpUMeEp, Y Te€X, KOTOPBIE MOJIyYatOT BBICOKHUE J103bI
JUYPETHKOB, B OT/AEIbHBIX CIy4yasXx [IOC/ieé Hayajla Tepanu¥ MOXeT HabmoaaTbes
cHUMIITOMaTH4ecKas runotensus. [lepen Havanom jedeHUs clemayeT NMPOBECTH KOPPEKIHIO
COZIEp)KaHHUs B OpraHU3Me HATpUs W/HiIHM 00beMa UPKYIUPYIOMEH KPOBU, HAIPUMED, IIyTEM
CHIDKCHUS JI03bI JINYPETHKA.
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[Ipd THIOTEH3MH TMalMeHTa CIeAYeT YJIOXHTh M, €CIH HEeOOXOJIMMO, IPOBECTH
BHYTPHBEHHYIO MH(Y3HIO COJEBOTO pacTBopa. JleueHHe MOXHO MPOAO/DKHTH Cpasy Mocie
cTabMIIM3aIMK apTEPUATIBHOTO JIaBIICHHS.
Tunepranuemus. Cnemyer coOmofaTh OCTOPOXKHOCTH IIPH  COBMECTHOM TPUMCHCHHH
CAPTBAJla ¢ mpemnaparaMd Kaius, KajauicOeperarommmu IHypEeTHKaMH, IpernapaTaMu,
coJiepKalMMK KaJlkii B BHJIE COJICH, MM JIPYTMMHM NpenapaTtamu, KOTOpbIe MOTYT IOBBICHTE
ypoBeHb Kanus (remapud u Jp.). PekoMengyercs KOHTPOJHPOBATh COJCPIKAHHE Kaius B
KPOBH.
Cmenos noueunoii apmepuu. Kparkospemennoe npumerenne CAPTBAJIa y 12 nanueHToB ¢
Ba30pEHAJILHON THUIIEPTEH3HEH, SBISIOMIEHCS BTOPUYHOM BCJIEJCTBHE OJHOCTOPOHHETO
CTEHO3a T[OYEYHOH apTepHd, He BBI3BAIO HHUKAKHX CYIIECTBEHHBIX H3MEHEHUH
reMOJIMHAMHYECKUX TapaMeTpOB IOYEK, KpPEeaTHHHHA CHIBOPOTKM MJIM a30Ta MOYEBHHBI
KpoBH. [1oCKOJIBKY JpyrHe JeKapCTBEHHbIE CPEACTBA, BIMSIOIIME HA PCHUH-aHTHOTECH3HH-
anprocrepoHoByo cuctemMy (PAAC), MoryT mNoBbIIATH YPOBEHb MOYEBHUHBI KPOBH H
KpeaTHHUHA CHIBOPOTKH y TMAIMEHTOB C OJHOCTOPOHHMM HIIM JBYCTOPOHHHM CTEHO30M
OYEYHOMN apTepPHH, KaKk Mepa 6€30MacHOCTH PEKOMEH/TyeTCs MOHUTOPUHT ITHX ITOKa3aTelIeH.
Hapywenue ¢pynxkyuu novex. Y NanueHTOB ¢ HapyImeHUEM (QyHKIUH ITOYEK KOPPEKIHS 03B
He Tpebyerca. OnHAKO B TKENBIX cilydasx (KIMpeHC KpeatmHHHa <10 Mi/MMH) ciexyer
co00/1aTh  OCTOPOXKHOCTb, TOCKOJIBKY OIIBIT IPUMEHEHHs Ipernapara B I3THX CllydasX
orcyTcTBYyeT. C 0OCTOPOIKHOCTBIO IPUMEHSATH Y NALMEHTOB, HAXOALIMXCS Ha FEMOIHAIIH3E.
B mHacrosiee BpeMsi OTCYTCTBYET ONBIT 1O Oe30macHOMY INPHMEHEHHIO BajcapTaHa y
MAIMEeHTOB, HAXOJAIUXCS Ha remojuanuie. OJHAKO BajcapTaH MMEET BBICOKYIO CTElEHb
CBSI3bIBaHMSI ¢ O€JIKaMM IJIa3Mbl, I0TOMY €r0 BBIBEJICHHE IIPH FeMOHAIN3€ MAJIOBEPOSATHO.
Oneir npumenenust npenapata CAPTBAJI y mnamueHTOB ¢ TpaHCIUIAaHTAlMEH IMOYKH
OTCYTCTBYET.
Hapywenue ynkyuu nevenu. Y TAIHEHTOB C JIETKOW M YMEPEHHOH II€YCHOYHOM
HEI0CTaTOYHOCTBIO 6e3 xosectaza CAPTBAJI momkeH NpUMEHSATBCS ¢ OCTOPOKHOCTBIO (CM.
pazzensl «[IpotuBonokazanus» u « DapMakOKMHETHKAY).
Cepoeunas neoocmamounocmv/Ilocmungpapkmnoe cocmosnue. Y TalMEHTOB C CEPAEYHOM
HEJI0CTATOYHOCTHI0 WM MOCTHH(QAPKTHBIM cocrosiHueM, npuHuMaromux CAPTBAJL B
OOBIYHBIX J103aX, HAOJIOJAeTCs HE3HAUYUTEIbHOE CHM)KEHHE apTEPHAILHOTO NaBJICHHS, HO
NpeKpalieHne Teparnuy 1U3-3a JUTUTEIbHOW CUMIITOMAaTHYECKON MMIIOTEH3UH, KaK IPaBHIIO, HE
TpebyeTcs, eciu coOMoaaTh MHCTPYKIMH IO J03MpOBaHMIO mpemnapara. Heobxomumo
coOMoAaTh OCTOPOXKHOCTH y MAIlMEHTOB C CEpACYHOH HEJOCTaTOYHOCThIO HIH B
HOCTUH(APKTHOM COCTOSHHH, HAUUHAIOLIUX TEPAITHIO.
Kak cie/icTBie yrHETCHUS] peHUH-aHTHOTEH3UH-aJIb10cTepoHOBO# cuctemsl (PAAC), y i ¢
TOBBIIICHHONW YyBCTBUTEILHOCTBIO MOTYT HAOIOAATHCS HapylIeHHs (YyHKIHHM IHOYeK. VY
MAIHEHTOB C TSDKEJION CEepJCYHOM HEI0CTATOYHOCTBIO, Y KOTOPBIX (DYHKIMs MOYEK 3aBHCHUT
ot aktuBHOCTH PAAC, neyenne uAll® uim BPA Moxer ctaTh NPUYHUHOM OJNUTYPUH W/HITH
MPOrPECCHPYIONIEH a30TeMHUH, OCTPOM IOYEYHOW HEJAOCTATOYHOCTH (PEIKO) W/MIH
JeTanbHOro ucxona. OneHka COCTOSHUS MAlMEHTOB ¢ CEPACYHOH HENOCTAaTOYHOCTHIO MM B
MOCTUH(APKTHOM COCTOSIHUH BCET/Ia JIOJDKHA BKJIIOYATh MOHUTOPUHT (YHKI[HH ITOYEK.
He pexomenjtyercs 0THOBpeMEHHBIH npueM TpoitHoi komOuHanmu HAII®D, Gera-6110kaTopoB
M BaJicapTaHa.
Cmenoz aopmanvno2o u MumpanbHo20 KIAnNAHo8, 2unepmpouueckas KapoOuoMuOnamus.
Kak u m1upu mnpuMeHeHWM JpYrHX Ba3OJMJIATATOPOB, CIEAyeT cobOmoaate 0colyro
OCTOPOXXKHOCTH TPU HA3HAYEHHH Mpernapara MalueHTaM C aopTaJbHbIM WM MHUTPAIbHBIM
CTEHO30M, a TaK)Ke THNepTpohUUECcKOr KapAUOMHUOIIATHEH.
Aneuonespomudeckuit omex.
Coo0manocy 0 ciay4asX aHTHOHEBPOTHYECKOTO OTEKa, B TOM 4YHCIE OTEKa IrOpTaHd H
TOJIOCOBOH /M, YTO NPUBOIMT K OOCTPYKIMH JbIXaTebHBIX ITyTeH H/HIH OTeKy JuIa, ryo,
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IJIOTKH M/WJIH A3bIKA y TIAIMEHTOB, TIOJIyYaBIIuX BajJiCapTaH; y HEKOTOPBIX U3 9THX TIAlMEHTOB
paHee pasBuBajics oTek KBHHKE NpH IpHeMe JpYTMX JIEKApCTBEHHBIX NPENapaToB, B TOM
gncie nAII®. Cremyer HemeieHHO npekpatuTh npueM npenapara CAPTBAJI nanuenTam,
y KOTOPBIX Pa3BHBACTCS aHTMOHEBPOTHYECKHH OTEK, M Ipernapar He JOJDKEH Ha3HA4aThCs
CHOBA.

Iepeuunwiii 2unepanvoocmeponusm. He pekomennoBano HasHayatb CAPTBAJI manuentam ¢
MEPBUYHBIM THIIEPAIIHIOCTEPOHH3MOM.

Jleotinas 61oxada penun-an2uomeH3uH-aiba0cTepoHoBo cucmemvr (PAAC)

JIBoiinas Onokama PAAC accouumupyercs ¢ NOBBIIIEHHBIM PHCKOM pa3BUTHs T'MIIOTOHUH,
TUIEPKAIMEMHH ¥ HapylleHueM (yHKIMM 1oyeKk (BKIIOYas OCTPYH  IOYCYHYIO
HEJI0CTATOYHOCTh) B CpaBHEHHMH ¢ MOHOTepanuei. J[BoitHas 61okana PAAC ¢ npuMeHeHHEM
UAII®, BPA wiu nmpenaparoB, COAEpXaIIUX AIUCKHPEH, HE MOXET ObITh PEKOMEHI0BaHA
06OMy MaIMeHTy, 0COOEHHO MalUeHTaM ¢ auadeTnueckoit HedpponaTue.

B otensHBIX ciiyyasx, Koraa coBmecTHoe npumenenne HAII® u BPA abGcomoTrHo nokasaHo,
HEOOXOMMO TINATEILHOE HAOIIOICHHE CIIEHAIMCTA U 00s3aTeIbHBIH MOHHTOPHHT ()yHKIIHH
MOYEeK, BOJHO-DJIEKTPOJIMTHOrO OanaHca, apTepUAIbHOTO JaBICHHS. OTO OTHOCHTCS K
Ha3HAYEHUIO KaHJecapTaHa WM BaJicapTaHa B KayecTBE JIONOJHHUTEIbHOM Tepanuu K
uaruouropam All® y manMeHTOB C XPOHUYECKOM CEpAEYHOM HENOCTaTOYHOCTBHIO.
[IpoBenenne aBoitHO#M Onokamsl PAAC moj TimaTenbHbIM HaOMIOJECHHEM CIIEHHAINCTA C
00s3aTeIbHBIM MOHHUTOPMHIOM (YHKIMH II0YEeK, BOIHO-DJIEKTPOJIMTHOrO Oananca
apTepHAIILHOTO  JIaBJIEHHS BO3MOXHO Yy TMAIMEHTOB C XPOHMYECKOH  CEpACYHOM
HEJIOCTATOYHOCTHIO TPH HEMEPEHOCHMOCTH aHTATOHUCTOB ANBIOCTEPOHA (CIMPOHOJIAKTOHA),
y KOTOPHIX HAOJIIOJAeTcsi MEPCUCTUPOBAHHE CHUMIITOMOB XPOHHYECKOHM — CEpAEeYHOM
HE/IOCTaTOYHOCTH, HECMOTPS Ha IPOBE/ICHUE HHOH a/IeKBaTHOM TEPAIIHH.

Jemckuii 6ospacm

[IpumeHeHue y fieTeit ¢ HapyleHHeM (QYHKIUH TOYEK

[IpumeHenne y jereil ¢ KiupeHcoM KpeaTHHHHA <30 MJI/MUH M y J€Ted Ha quaiu3e He
M3y4aioch, MOITOMY y TAKHX MAl[MEHTOB BaJcapTaH MPUMEHATh He pekomenayercs. He
TpebyeTcss KOpPpeKLMH 03kl y JeTel ¢ kiupeHcoM kpearmHuHa > 30 mu/muH. Cnenyer
TINATEIBHO KOHTPOJIMPOBATh (YHKIHUIO MOYEK M COJEp)KaHHEe KaIusi B CHIBOPOTKE. ITO
0COOEHHO KacaeTcsi Clly4aeB, KOIJla BajcapTaH IPHUMEHSETCS TP HAIWYHH JPYTUX
COCTOSIHMH (HAIIp., JIMXOpajKa, 00e3B0OXKHBAHHE), CIIOCOOHBIX BbI3BAaTh HapylIEHHUE (yHKIHH
HOYeK.

[IpoTHBOIOKA3aHO OJIHOBPEMEHHOE IPUMEHEHHE OJIOKATOPOB perenTopoB aHruoteHsuHa Il
(B T.u. CAPTBAJIa) umn uAll® ¢ npenapatamu, coaepKallldMU aJIMCKHPEH, Y TAIACHTOB C
YMEPEHHON/TSOKEIOM MouedHol HenocTatounocThio (CK® < 60 mn/mun/1,73 M).
[Ipumenenue y aereit ¢ HapyreHueM QYHKIUY 1€YEHH

Kak u y B3pociusix, CAPTBAJI mpoTtuBomokazaH y JjeTedl NpH TSDKEIOH INEYECHOUHOM
HEJ0CTAaTOYHOCTH, OMJIMapHOM [Uppo3e TmedeHH H 1npu  Xosecrase. CyecTByer
orpaHuYeHHbId KauHUYeckuil onbiT npumeHenuss CAPTBAJla y nereit ¢ nerkod u
YMEPEHHOH IEeYCHOYHON HEJO0CTaTOYHOCThIO. Y TakuX MNalMEeHTOB Jl03a BajcapraHa He
JI0JDKHA npeBbimaTh 80 Mmr.

CnocoOHOCTH BJHATH HAa CKOPOCTH PeaKIMHM NPH YNPABJICHHH ABTOTPAHCIOPTOM HJIH
APYTHMH MeXaHH3MaMH

Uccnenosanuii mo onenke Biusinusi npenapata CAPTBAJI Ha crnocoGHOCTH yNpaBlsiTh
aBTOMOOMJIEM ¥ paboTaTh C MeXaHM3MaMH He TpoBoAWiIoCh. llpu ynpaBieHUH
TPAHCIIOPTHBIMH CPEJICTBAMH HJIM PabOTEe C MEXAHU3MaMH CJIE/IyeT YYMTHIBATH BO3MOXKHOCTh
BO3HHUKHOBEHHS TOJIOBOKpYXeHUs wiu crnaboctu. Kak W npu HasHaYeHHH JIPYTHX
AQHTHIMIIEPTEH3UBHBIX CPEJCTB, HEOOXOAUMO COOMIOAAaTh OCTOPOXKHOCTH HPH YNPaBICHHH
aBTOMOOMIIEM U paboTe ¢ ABHKYIIUMHUCST MEXaHU3MaAMH. ™

14 nexabps 2022 r. Valsartan_oral_10_2018 | Crp. 8u3z 12



HO PB BY

CAPTBAJI - TekcT HHCTPYKLIMH (OHOBPEMEHHO JINCTKA-BKIIA/IbIIIA)
8543 -2017

4 £

B3aumopjeiicTBHe ¢ JPYrHMH JIeKADCTBEHHbIMH CPEACTBAMH M JpYrHe BH/BI
B3auMo/1eHicTBHI

B KIMHMYECKHX HCCIICJOBAaHUAX He OOHApY)KE€HO HMEIOIMX KIMHUYECKOE 3HAYCHHUE
B3aMMOJICHCTBUI BajicapTaHa Co CJIeIyIOUMMH JIEKapCTBEHHBIMU CPEICTBAMHU: HUMETH/IMH,
Bapapun, (ypocemui, IMTOKCHH, aTEHONIOJ, HHIOMETallMH, THAPOXJIOPOTHASHI,
aMJIOTUTTUH, TNIHOCHKIIaMHUI.

Jlumuil.

[Ipu oxnoBpemennom mpumenenun HAII® wmm BPA ¢ mpenaparamMy JIMTAS Ha0J110/1a710Ch
00paTuMO€ TMOBBIIICHHE KOHIEHTPAllMM JIMTHA B CHIBOPOTKE KpOBH K  IOSBJICHHE
Tokcudeckux 3¢¢exroB. Ecnu cymecTByeT HEOOXOAMMOCTh COBMECTHOIO NpHEMa TAHHBIX
JIEKApCTBEHHBIX ~ CPEJICTB, HEOOXOAMM  TINATENbHBIA  MOHMTOPHHI  CHIBOPOTOYHBIX
KOHIIEHTpanui JsiuTusi. ECIM  MOYEroHHOE CpEACTBO TAKXKE MCIOJIB3YETCH, MOXKHO
TIPE/ITIONOKUTh YBETMUEHHE PHCKA TOKCHIHOCTH JTUTHS 1py npumenennd CAPTBAJL
IIpenapamut, enusiowue na CYP 450.

[Tockonmsky CAPTBAJI He mozaBepraercs CyIIECTBEHHOMY METab0IM3My, KIMHAYECKH
3HAYUMOI'O B3aUMOJEMCTBHS C JIPYTMMHM JICKapCTBEHHBIMH T[IpenapataMM B BHIE
MeTab0IMuecKoi MHAyKIMM HMJIM YTHETEHHS CHCTEeMbl IUTOXpoMa Piso mpu COBMECTHOM
IPUMEHEHHH C BajcapTaHoM He Habmozaamock. Hecmorps Ha TO, YTO BajcapTaH HMECT
BHICOKYIO CTENeHb CBsS3bIBaHMS C OelkaMM IUIa3Mbl, MCCIEIOBaHWs in  Vilro He
IPOJEMOHCTPUPOBAIM HUKAKOTO B3aMMOJICHCTBUS Ha 3TOM YPOBHE C DAIOM MOJIEKYIL,
KOTOpbIE TaKKe HMEIOT BBICOKYIO CTENEHb CBA3bIBaHMA C OelkaMHM, a HMMEHHO —
quKiiodenakoM, GpypoceMu1oM U BapHapHHOM.

Kanuiicbepezaiowue Ouypemuxu, npenapamel KAlus, Npenapamvl, cooepicaujue Kaiui 6
6ude coneil u Opyaue npenapamol, CNOCOOHbIE NOBLICUMb YPOBEHb KANUL.

CoBMecCTHOE  NpUMEHEHHE C  KaumiicOeperaromumMu — AUypeTHKamMu  (Hampumep,
CIIMPOHOJIAKTOH, TpPUAMTEPEH, AaMHJIOPHM), TpernaparaM Kajius, KaluidcoaepKaluMu
3aMEHUTEIISIMH [TOBAPEHHOMN COJIH, MO0 ¢ APYTMMH IpenaparamMmu, KOTOpbIe MOTYT yBEJIHYUTh
YPOBEHb Kajiusi (HAmp., TE€HapHH), MOXET IPHBECTH K IIOBBIICHHIO YPOBHS Kalusd B
CBIBOPOTKE KpPOBH, a Yy NAlUEHTOB C CEPACYHOM HEJOCTATOYHOCTHIO MOXKET IMOBBIIATH
ypPOBEHb CHIBOPOTOUHOTO KpeaTWHWHA. ClieslyeT KOHTPOJUPOBATh YPOBCHb Kallks B CIy4ae
HEOOXOIMMOCTH COBMECTHOTO BBEICHHUS JAHHBIX IPENapaToB.

Hecmepouonuvie npomueosocnanumenvuvie npenapamer (HIIBII), exniouas cenrexmueHbvie
uneubumopwr 1JOI'-2, ayemuncanuyunogyio kuciomy (> 3 2/cym) u necenexkmusnvie HIIBII.
Onuospemennoe mnpumenenne HIIBII u BPA  Moxer mnpuBecTH K OCIHablIEHHIO
anTuruneprensuBHoro >pdexra. Kpome toro, ognospemennsiit npuem bPA u HITBIT mosxer
IPUBECTH K MOBBIIICHHIO PHCKA YXYALICHHUS (PyHKIUH MTOYEK M YBEITMYECHHUIO YPOBHS KaJlUs B
CHLIBOPOTKE KPOBH. B CBSI3M ¢ 3THM pEKOMEHIyeTCs KOHTPOJIb (DYyHKIHM IOYEK B Havyaie
JICUCHHS U aJICKBaTHAs THJIpaTalis MMalueHTa.

Tpancnopmepei.

OIHOBpEMEHHBIA NPHEM HHIHOMTOPOB MepeHoca (Hamp., pu(amIHuH, IHUKIOCIOPHH) HWIH
3} }IFOKCHBIX TpaHCTIOPTEPOB (HAIP., PHTOHABUP) MOXKET yCHIIMBATh JIEHCTBUE BajiCapTaHa.
Jeounas 6aokada penun-aneuomen3ut-ano0ocmeponoeoi cucmemol (PAAC).

Ha ocHOBe uMeroImuxcs JaHHbIX, ABoiHas 610kana PAAC ¢ npumenenneM HAII®, BPA nu
TIpenaparoB, COEPKAIIUX ATUCKUPEH, HE MOXET ObITh PeKOMEH/I0BaHa JIIoOOMY MaIHeHTY,
0CcOOEHHO MaIeHTaM ¢ JrabeTHyeckoit HeponaTHen.

V nanueHToB ¢ caxapHbIM AHA0ETOM WM YMEPEHHOH/TSHKEI0N 0YeYHOH HEJI0CTaTOYHOCTBIO
(CK® < 60 m/mMun/1,73 M%)  OJHOBpPEMEHHOE MPHMEHEHHE IPENaparoB, —COJEPIKALINX
anuckupet, ¢ HAIID wim BPA npoTtrBonokasaso.
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B oT/Ie/IbHBIX CIIy4asx, Korja comecTHoe npuMenenne HAII® u bBPA aOCOJIIOTHO MOKa3aHo,
HEOoGXOIMMO TIIATEIBHOE HAGMIONEHHE CIIEIHANNCTA ¥ 00S3aTeIbHbIH MOHUTOPHHT (QyHKIIHH
I10YeK, BOJHO-2JIEKTPOJIUTHOrO Oananca, apTepruaibHOrO J1aBJICHHS.

dapmakojoru4ecKue CBOicTBa

®dapmakoaMHAMHUKA

Basicapran sBIISeTCS aKTHBHBIM CrielipuyeckuM GI0KaTOpoM (aHTarOHHCTOM) PENenTOpOB
aurnorensuna 1l (BPA), npemHasHaueHHBIM JUIs mOpueMa BHyTpb. OH  J€HCTBYET
u3bupatenbHo Ha penentopsl mnoxruna ATi, KOTOpbe OTBETCTBEHHbI 3a JICHCTBHE
anrnotensuna II. [loBblmieHHBIE YPOBHHM aHTHOTeH3uHA I B I1a3mMe BCieNCTBHE OJIOKa/IbI
AT)-pelenTopoB BajJcapTaHOM MOTYT CTHMYJIHPOBaTh He3abnokuposanHble ATz-penenTopsl,
KOTOpBIE ypaBHOBemHUBaKoT dddext ATi-penentopos. Bancapran He MposBIAET KaKOH-THOO
AKTHBHOCTH aroHucra B oTHomeHuH ATi-penenTtopos, HO 06nagaeT 60abIKEM (IPEMEPHO B
20000 pa3) cpoactBom Kk AT -perientopam, yem Kk AT>-penentopam.

Bancapran He yrHeraeT aHrmoTeHsuHnpespamaromuii gpepment (AIID), u3BecTHbIN TaKxKe
1I0JI Ha3BaHWEM KHHHMHA3bl I, KOTOpHI mpeBpamaer aHruoteH3uH | B aHrmotensuH Il u
BIMSET HA CHCTeMy OpaJuKuHWHA. B KIMHHUYECKMX HCIBITAaHHAX, B KOTOPHIX BajcapTaH
cpaBHMBanM ¢ UHrHOMTOpoM AIID, yacToTa pa3BUTUS CyXOro Kamuisi ObLia 3HAYHTEIHHO
ke (p<0,05) y nanmeHTOB, NMOJy4YaBIIMX BajcapTaH, 4€M Y MAIUCHTOB, IOJYy4aBIIHX
unruburop AIlD® (2,6% nporuB 7,9% coorBercTBeHHO). [IpuMenenue npenapara y
NAMEHTOB ¢ apTEPHAIbHOM THIIEPTEH3UEH NMPUBOAUT B UTOIE K CHHXKCHHIO apTepHaIbHOIO
naByieHus 0e3 BIUSHMS HA YacTOTY ITyJIbCa.

Hayasno runoTeH3uBHOTO JICHCTBUS OTMEYAETCs B IpejiesiaX 2 4acoB, MaKCUMYM - B TIpe/ienax
4-6 4yacoB TOcje IIpHEMa BHYTPb; MPOJIODKHTEIBHOCTb JEHCTBHS — CBBINIE 24 YacoB.
MakcumanbHbIi  TepaneBTHYeckuii p@dekT pa3BuBaeTcs udepe3 2-4 HeleNd OT Hadala
J€YEHHss W COXpaHseTcss TNpH UMTenbHod  Tepanuu. [Ipyw  mpumeHeHnn ¢
THPOXJTIOPOTHAUIOM JIOCTUTAETCs JIOCTOBEPHOE JIOTIOJTHUTENIbHOE CHIDKEHHE
apTepUaIbHOIO JIaBICHHS.

BHe3anHas oTMeHa npenapara He COIPOBOXK/IAeTCs pa3BUTHEM CHHIPOMA OTMEHBIL.
[IlpumeHeHne mpemnapaTa NPUBOAMT K YMEHBIICHHIO CIIy4aeB TOCIHTAIM3AIMU [0 MOBOAY
CepaeUHOM HEJIOCTaTOYHOCTH, 3aMeJICHUIO IPOrPECCUPOBAHUS cepaeuHON
HE/IOCTATOYHOCTH, YJIy4lIeHHIO (yHKIMOHAIBLHOrO Kiacca mno kiaccupukamuu NYHA,
yBeIU4eHUIO (Qpakiuu BbIOpoca, a TakkKe K YMEHBUICHHIO IIPH3HAKOB M CHUMIITOMOB
Cep/IeYHOl HEJOCTATOYHOCTH M YIIyUIIEHHIO Ka4eCTBa XKU3HH 110 CPABHEHHMIO ¢ M1ane6o.
[Ipumenenue xkomOunammu HAII® u bPA u3yuanoce B AByX KpYIHBIX paHJIOMH3UPOBAHHBIX
kouTpoiupyembix ucciepoanusix (ONTARGET u VA NEPHRON-D). HccnenoBanue
ONTARGET mnpoBoaunoch y TMalMEHTOB C CEPJACYHBIM MM CEPACYHO-COCYTUCTHIM
3a00JIeBaHUEM HJIM C caxapHbIM JuabeToM 2 THNA C HAJIUYUEM IIOPAXKEHHS OPraHOB-
mumeneit. UccnenoBanne VA NEPHRON-D BKIIIOYAIIO ITAIIMEHTOB € CaXxapHbIM JuabeTom 2
Tina W JauabeTHyeckoil Hedpomartued. DTH HCCIEIOBaHUS HE IPOJEMOHCTPHUPOBAIIH
JIOCTOBEPHOTO OJIaronpusTHOro 3¢@exra B OTHOIICHUH NOYEK W/HIHM CEPAEYHO-COCYAUCTOM
CHCTEMBI, & TAK)KE CMEPTHOCTH, IPU ITOM HAOIOAATIOCH YBEIMYEHUE PUCKA THIIEPKATHEMHH,
OCTPOM MOYEYHOW HEJOCTATOYHOCTH W/WIIM THIIOTEH3HH 10 CPABHEHHIO ¢ MOHOTepamuer. C
YUETOM CXOXXHMX CBOWCTB (hapMakoJUHAMHUKH pPE3yJIbTaThl 3TUX MCCIIEJIOBAHUMN TaKKe
aktyanbHbl s apyrux HAII® u BPA. Tlostomy He ciexyer OJHOBPEMEHHO INPUMEHSTh
uAIl® u BPA y nanuenToB ¢ quabeTnyeckoit HepomnaTuei.

B uccnenopannu ALTITUDE wu3syganack BO3MOXHas 1MOJIb3a OT A00aBIEHUS AIMCKHPEHA K
craunaptHoit Tepanuu MAII® wiu BPA y manueHTOB ¢ caxapHbIM JuabeTom 2 THma H
XpOHHYECKMM  3a00J€BaHHMEM II0YEK W/WIH  CepJECYHO-COCYIUCTBIM  3a00JICBaHHEM.
HccnenoBanne GbUIO MPEKPAIEHO JOCPOYHO H-3a MOBBIIIEHHOTO PHCKAa HEOJIAromnpUsTHBIX
ncxoz108. Cepleuno-cocyIucTas CMEPTh M HMHCYIBT B TIPYIIE AIMCKUPEHa HaOJIOIAIHCh
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yaime, 4eM B Ipyine miane6o, U CooOmEeHHs: 0 HEXeNaTelbHbIX SBICHHAX W M3Yy4aeMbIX
CEpbE3HBIX HEXKENATe/bHbIE ABIEHUAX (TUIEPKAIMEMHs], THIIOTEH3Hs M HapyeHHue QyHKIHH
T104YeK) yale BOSHUKAJIHM B IPYIIe AIMCKAPEHA, YeM B FPYTIIIE I1aneo.
®dapmMaKOKHHETHKA
I[Tocie mpuema mpenapara BHYTpPb HATOIAK MakCHMajibHas KOHIEHTpalus BajcapTaHa B
mIasMe jgocturaercs depes 2-4 daca. CpenHss BelM4YMHAa OMOJOCTYIHOCTH IIpenapara
cocraBmsier 23%. Ilpu HasHaueHWH BajcapTaHa C THIIEH IUIOM@AL M[OJA KPHBOH
«xounenTpanus-spems» (AUC) ymenbiaercs Ha 48%, XOTs, HauMHas NpUMEPHO ¢ 8 4acos
nociie mprueMa rpernapara, KOHIIEHTPALMHY B IJIa3Me KaK B Clly4ae MpremMa ero HaTouak, Tak u
B Clly4ae Npvema C MUIIed 0JMHAKOBBL. YMEHBIICHHE IJIONIA/M 110l KPUBOH AUC, omnako,
HE COIPOBOK/IAETCS 3HAUMTEILHBIM CHIKCHHEM TepareBTHUecKoro s dekra.
3HauMTeNIbHASA YAcTh BajcapTaHa He MojBepraercs 6uoTpaHcdopmarmu, Toabko okono 20%
71031 BBIBOJMTCS B BHJE MeTa00NUTOB. ['MapoKcHMeTaboNuT OOHApyKHBaeTCs B IUIa3Me
KpOBH B HH3KHX KoHIeHTpauusx (menee 10% or AUC Baicaprana). DT0T MeTabOIMT
(hapMakoIOruyecky HEaKTUBEH.
KuneTHKa 2IMMHHALMK BAJCapTaHa UMEET MYJIbTUIKCIIOHCHIMATBHbIN XapakTep (ti2.< 1 4 1
t12p 0K0I0 9 4.).
[Ipu npueme mnpenapara OJMH pa3 B CyTKH KyMyJsIusl He3HauuTenbHa. KoHUEHTpanuu
npernapara B Ij1a3Me KPOBH Y JKEHIIUH U MY>KYHH ObUTH OJIMHAKOBEI.
BajnicapTan B 3HAaUMTENBHON CTENEHH CBA3bIBaeTCs ¢ Oenkamu IuiasMel kpoBu (94-97 %),
NpEeMMYIIECTBEHHO ¢ anbOymMuHOM. OOBEM pacnpezeneHdss B MEPHOJ PaBHOBECHOTO
cocTosiaus HU3kui (okojo 17 i). ITocine BHYTPUBEHHOTO BBEJICHMS IUIA3MEHHBIM KIMPEHC
BaJICApPTaHa COCTABJISIET OKOJIO 2 JI/4 M €ro IodYevHbli KimpeHe coctasiser 0,62 1/4 (0Komo
30% or obmero kmupenca). Ilepuon momypacmaga coctaBiser 6 uacoB. KonmuecTBo
BaJicapTaHa, BHIBOJMMOTO C KajioM, cocTaBiisieT 83% (0T BeTMYUHBI IPHHATOH BHYTPb J103bI),
npuMepHo 13% BBIBOJUTCS C MOYOMH, IPEUMYIIECTBEHHO B HEU3MEHEHHOM BH/IC.
CpenHee BpeMs JIOCTHOKCHHS MaKCHMalbHOH KOHIIGHTpAllMHd M IIE€PUOJ II0JTyBBIBEACHHS
BajicapTaHa y MAlMEHTOB C CEPAEYHOM HEJOCTATOYHOCTHIO M 3JI0POBBIX J0OPOBOJIBIEB
OJIMHAKOBBLL. BeJIMYMHBI MJIOMAMX 1MOJ KPUBOW «KOHIEHTpAIUS-BPEMSA» M MaKCHMAJIbHOM
KOHIIEHTPAIIMK BaJiCapTaHa YBEJIMYMBAIOTCS JIMHEHHO M IIOYTH IIPONOPIMOHATBHO
MOBBILIEHHUIO JI03bI B Ipesienax jauanasona 103 40-160 mr asa pasa B cytku. Kospdumuent
KyMYJISIIIHH B cpeiHeM paBeH 1,7. KnupeHc Bajicaprana mocie ImpHeMa BHYTPb COCTaBIISET
npuMepHo 4,5 11/dac. Bo3pacT He BiMsAeT HA KJIMPEHC Ipernapara y MalUeHTOB ¢ CEPACYHOM
HEJIOCTATOYHOCTBIO.
DapmakoKuHemuka y omoeibHulx 2pynn nayueHmos
Tooicunvie nayuenmuoi
V HEKOTOpBIX MAIMEHTOB IOXHJIOTO BO3pAacTa CHCTEMHOE BO3/IEUCTBHE BajicapTaHa ObLIO
HECKOJILKO 00Jiee BBIPAXKEHO, YeM y MAlMEHTOB MOJOJOT0 BO3pAcTa; OJHAKO HE ObLIO
MOKa3aHO KaKOH-IM00 KIMHHYECKON 3HAUUMOCTH 3TOTO.
Ilayuenmul ¢ napywenuem ¢yynkyuu novex
JUis  COCMHEHWIA, TOYEYHBIH KIMPEHC KOTOphIX cocraBisier MeHee 30% oOmero
IUIa3MEHHOTO KJIMPEHCa, OTCYTCTBYET KOPPENsIHsl MeXTy (QYHKIHEH I0YEeK W CHCTEMHBIM
Bo3aelcTBUEM. [109TOMY y MallMeHTOB C HAapylIeHHEM (yHKIMH MMOYEK (KIMPEHC KpeaTHHHHA
> 10 ma/MMH) KOppeKIHs 036l npenapara He Tpebyercs. B Hacrosinee BpeMsi OTCYTCTBYET
OIBIT 10 GE30MaCHOMY IIPUMEHEHHUIO BAJICAPTAHA y MAIUEHTOB ¢ KIMPEHCOM KpeatHHuHa <10
MI/MHUH M Yy [AllMEHTOB, HAXOJSAIIMXCS HA TeMOJAMaIn3e, MO03TOMY BajiCapTaH CleayeT
IPUMEHATh C OCTOPOXKHOCTBIO Yy 3THX HanueHToB. OJHAKO BajcapTaH HMEET BBICOKYIO
CTEIEHb CBS3bIBAHHS C O€JIKaMH IUIa3Mbl, MOJTOMY €ro BBIBEJICHHE IPH TIeMOJUAIIA3E
MaJIOBEPOSITHO. [ :
Ilayuenmoi ¢ napywienuem yHKkyuu nevenu
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Oxono 70% OT BeTMYMHBI BCOCABIIEHCs /03bI Mperapara SKCKPETHPYETCs C JKENdblo,
NPEUMYIIECTBEHHO B HEU3MEHEHHOM BHJI€. Y TMAIMEHTOB C JIETKOH U yMEPEHHO#H IIeYeHOYHOM
HEJI0CTATOYHOCThIO Habmogaercss yBenwuenne B JBa paza AUC 1o CcpaBHEHHIO CO
3JI0POBBIMH JIFOABMH. TeM He MeHee, KOppelsilus MeXIy KOHIEHTpalueid BajicapTaHa B
IU1a3Me M CTENeHbIO HapylieHus QYHKIMK eYyeHu He oOHapyskeHa. [IpumMenenne BajicapTana
HEe M3y4Yaloch y MAIMEHTOB C TDKEJIbIM HapylleHWeM (YHKIMH IeYeHH (CM. pa3Jelibl
«ITporuBonokazauusy, «Criocod mpuMeHeHHs ¥ J103b1», « Mepbl IPe0CTOPOKHOCTH ).
Ileouampuyeckue nayuenmoi

B uccnenoBanuu y 26 jgeteit ¢ aprepualibHOM runeprenuei (B Bospacte ot 1 go 16 ner),
MOJIyYaBIIMX OJHOKPATHYIO 03y CychneH3uu Baicaprana (B cpeaneMm 0,9-2 mr/kr,
MakcuManbHas J1o3a 80 Mr), kiaupeHc (1/49ac/kr) BajicapTaHa OBLTI COMOCTaBUM Y JeTel
pa3HOro BO3pacTa BHYTPH BO3pacTHOW rpymmbl 1-16 jeT W aHalOrW4eH TaKOBOMY Y
B3pOCIJIBIX, OTy4aBIIMX [TPenapaT B TOH )K€ JIEKapCTBEHHOH (opme.

CAPTBAJI - TEKCT HHCTPYKLIMM (OJIHOBPEMEHHO JIMCTKA-BKJI/IbILIA)

Onucanue

CAPTBAJI 80 wmr: OnenHo-kpacHble Kpyrjble TaOlNeTKH, HOKPHITIE O00OJIOYKOH, C€O
CKOIIEHHBIMU KpPasMH, C PUCKOH Ha OJHOW cTOpoHe TabyieTkH; ¢ HaamucsaMu «D» ¢ omHO#M
CTOPOHBI PHCKH U «V» - ¢ Ipyroi; u Haanuceio «NVRY ¢ 06paTHO# cTOpOHBI TaOIETKH.
CAPTBAIJI 160 mr: cepo-opaHXxeBble OBaJbHBIE TaOJETKH, MOKPBITHIE 0OOJIOYKOM, ClerKa
BBIITYKJIbIE, C PUCKOM Ha OJHOHM cTOpoHe TabneTku; ¢ HaamucsMu «DX» ¢ ogHOH CTOPOHBI
pucku U «DX» - ¢ npyro#, u ¢ Haanucbio « NVR» ¢ 00paTHO# CTOPOHBI TabJIETKH.

Cpok rogHocTn
3 roja.

YcaoBusi XxpaneHnus
Xpauuth npu Temneparype He Boimie 30 °C, B 3aIIUAIIEHHOM OT BJIard MECTe.
XpaHHUTb B HEJOCTYITHOM JUISI JIETEH MECTe.

YnakoBka
ITo 14 Tabnerok B 6muctepe. 1o 2 wnu 4 Girctepa BMECTE ¢ HHCTPYKIIMEN 110 IPUMEHEHHMIO B
KapTOHHOM Mavke.

Karteropus ormycka
[To peuenty.
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