OBIIASI XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA |~ =

1. HAHUMEHOBAHWE JEKAPCTBEHHOI'O IIPEITAPATA ~ < | J

Banbscakop® TabeTKH, IOKPHITHIE IJICHOYHOH o060omoukoit, 80 mr u 160 mr

Valsartan COTJIACOBAHO

MHHHCI‘EPC’I‘BOM

3APAB

i PECITYBJIUKH BEH%%E%%HEHH}]

PHKa3 Munucreperpa 3APAaBOOXpaHeny
cnySayxu Benapyes, -

2. KAUYECTBEHHBIV 1 KOJUYECTBEHHBI COCT

OT « »
1 TabieTKa, IOKPHITAs IUIEHOYHOM 0607104KOM, conepuT 80 Mr MM

Bcnomozamenvhbie 6eujecmsd ¢ U3eCmHulM 0eUucmseuem.
1 TabneTKa, HOKphITast IUICHOYHON 00071049KOH, 80 MI' CONEPIKUT 28,50 Mr 1aKkTO36I
1 TabneTKa, HOKpHITas IUICHOYHON 0607104uKOH, 160 MI' conepXut 57,00 Mr 1aKTO3bI

TTONHBIN CIICOK BCTIOMOTATEbHBIX BEIIECTB CM. B IyHKTE 6.1.
3. JIEKAPCTBEHHAS ®OPMA

Ta6neTKH, MOKPHITHIE MIIEHOUYHOH 000J104YKO#M

Ta6nemxu 80 m2: KpYTIble, TBOSKOBBIIYKIble TAONETKH CO CKOLICHHBIMH KpasgMH, C PUCKOH Ha
OHOH CTOpOHE, MOKpHIThIE IUIEHOYHOH 06O0NOUKOH po30BOro IBeTa. PHcka mpennasHaucHa Ui
neneHus TabJIeTKH Ha JIBE PaBHBIE YaCTH.

Tabnemiu 160 m2: oBaIbHbIE, IBOSKOBBITYKIIbIE TAOIETKH C PUCKOH HA OJHOM CTOPOHE, MOKPBITHIC
[UICHOYHOM 0BO0TOUKON KOPHYHEBATO-KENTOro IBeTa. PrCcKa mpeHasHaYeHa /Ulsl Ae/CHUs TaONeTKH
Ha JIB€ PaBHbBIEC YaCTH.

4. KJIUHUYECKHUE JAHHBIE

4.1 Tloxka3zaHusi K NPHMEHEHUIO
e AprepuanbHas THIEPTEH3HUS.
JleueHHe SCCEHIMATBHOM APTEPUATBHON THIEPTEH3UM y B3POCIBIX, ASTEH M TMOJPOCTKOB B
Bo3pacte oT 6 10 18 jetT
e HenaBHO nepeHECeHHBIN HHOAPKT MUOKap/a
Jleyenue KIMHAYECKM CTAOMIBHBIX B3pOCIBIX [ALKEHTOB C CHMITOMAaMH CEpACYHOH
HEJOCTATOYHOCTH WK GECCHMMIITOMHOM CHCTOIMYECKOH UCyHKIHEH JIEBOTO XKely 101Ka [0CIe
HeaBHO mepeHecenHoro (12 vacos-10 nuelt) undapkra MHOKap/a (cm. pazaenst 4.4 u 5.1).
e CepaeuHas HEIOCTATOYHOCTD
JleyeHue cepleYHON HENOCTATOYHOCTH C KIMHMYECKMMH MPOSBICHASMH Y B3POCIbIX, KOTIA
MHTAGUTOPHI AHTMOTEH3UH MPEBpAIIAIOmEro GepMeHTa (ATI®) He MOTyT OBITH MCIIOJIB30BAHBI,
WIH B KadecTBe MOMOJNHEHHOM Tepamuu K uHrubmropam AIID, koraa He MOTryT OBITH
HCTIOB30BAHbI AHTATOHHCTHl MEHEPATOKOPTUKOM/IHBIX PELENTOPoB (cM. paszens! 4.2, 4.4, 45wu

5.1).

4.2 PexxuM 103MPOBaHHUS H cr10co0 NPHMEHEHH

PexxuM 103UpOBaHUs

Apmepuanvhas eunepmen3us % o

PexoMeHIyeMas HaualbHast 103a BancapTana coctasiser 80 Mr oan'§>ﬁa3 B CY3RH. |

AHTHTHIIEPTEH3UBHBIH ) ()EeKT pa3BUBAETCS B TEYCHHE 2-X HEIE/L U JOCTHIaeT CBOCro MakcHMyma

yepe3 4 nemenu. Ecii He OCTUraeTCst afleKBaTHBIH KOHTPOJIb apTepHaBLHOTO JlaB‘j HULS, 71032 MOXKET

6BITh yBeauueHa 10 160 Mr. MakcumanbHas CyTOYHAs 1032 — 3%0 r;a&;x o3no§y£j<0M6HHHpOBaHne
L .\", 5

P A
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¢ IPyTMMM THIIOTEH3UBHBIMH TpenapaTamu (CM. pa3jenbl 4.3, 4.4;°45141571). " JlobaBnenne
JMYpETHKA, TAKOTO KaK THAPOXIOpPTHA3U, Oojiee 3HAUUTENbHO CHIDKACT apTepuaibHOE TaBNeHIe.
Hedagno nepenecentulii uHapkm mMuoxapoa - '

V KIMHHYECKH CTaOHMIIBLHBIX MAIMEHTOB JIEYEHHE HAUMHAIOT yXKe depe3 12 4 mocie mepeHeceHHOro
unbapkTa Muokapza. HadanbHas mo3a cocrasisier 20 Mr 2 pasa B CyTKH, B TCUCHHE HECKOJIBKHX
HeJleNb 103a TIOCTeNeHHo yBenuuuBaetcst 10 40 mr, 80 mr u 160 mr 2 pasa B aeHb. HauanbHas n03a
obecrieqnBaeTcs 3a cuet JesieHus Tabnetku 40 Mr. :
Pexomenznyertcst 103y 80 Mr 2 pa3a B IeHb JOCTUTaTh B T€YCHHE 2-X HE/ENb I10C/Ie Havasla JICUCHHS, a
MaKCHMAaJIbHYIO CyTOYHYIO m03y, 160 mMr 2 pasza B JieHb, B TE€UCHHE TPEX MECSLCB, IPH Xopo1uen
IEPEHOCHMOCTH TalKeHTOM. [Ipi BO3HUKHOBEHHH CHMITOMATHICCKOH TMIIOTEH3NA HIIH HAPYIICHHS
(yHKIHM TOYEK MOXKET IOTPeOOBATECS CHIDKEHHE J103bL.

BajicapTaH MOXKET TIPUMEHSTBCS y TAIMEHTOB TOCIe HH(ApKTa MHOKAp/a B COUETAHUH C APYTHMHU
IpernapaTaMu, HarpuMep, TPOMOONUTHKAMH, AlleTAICATHIUIOBOH KHCJI0TOM, Oera-0i0KaTopamu,
CTaTHHAMH M JUypeTHKamu. He pEKOMEHIyeTcs OTHOBPEMEHHbIH IpHEM TPOHHOMU KOMOHWHALIUU
HATI®, 6eTa-aapeHoOI0KATOPOB U BasicapTaHa (cM. paszensl 4.4 1 5.1).

O6cie/[oBaHKe MALMEHTOB ITIocie HMH(papkra MHOKapaa 00s3aTelbHO JOIDKHO BKJIKOYATh OLEHKY
(GYHKIMH [TOYEK.

Cepoeunas Hedocmamo4ynocms

PexoMeH/lyeMasi HauaibHas Jo3a BajcapTaHa cocraBiser 40 MI JBa pasa B CyTKH. Bo3moxHO
nocTenenHoe yBenuyeHue 10 80 Mr, Ipu XOpoLiel MepeHOCHMOCTH — 10 160 Mr aBa pa3za B CyTKH C
MHTEPBAJIOM HE MEHee BYX Helelb, T.€. 10 MaKCUMAIIbHOH JI03bI MePEeHOCUMOH MallHEHTOM.
CitelyeT NpUHSATH BO BHUMaHHE YMEHBIIECHHE 03Bl COITY TCTBYIOIIETO Iy PETHKA.

MakcuMalibHas CyTOYHasi 71033, NpHHUMaeMas B KIMHHYECKHX HCCIICOBAHUIAX, oputa 320 wr,
pasJeNeHHbIX Ha 2 Tpuema. BancapraH MOXHO NPHUMCHSTH B KOMOHWHHUPOBAHHON TEpanuu IIpu
JIEYCHHN CepleYHON HEIOCTATOYHOCTH. TeM He MeHee, TpolWHas KoMmbuHanus wHruouropa AllD,
BajcapTaHa M Oera-GlOKaTOpa MM KanuicOeperarolero AMypeTHKa HE PCKOMEHIYeTcs (cMm.
pasnenst 4.4 u 5.1). OGcrenoBaHue MAIMEHTOB C CepIeYHOl HEJOCTaTOYHOCTBIO 0053aTeIbHO
JIOJDKHO BKJIFOYATH OICHKY (YHKIUH MMOYEK.

Oco0kle rpynmnbl MalKMEHTOB

Ioxcunvie nayuenmsol

JUst TIOYKHMITBIX TIAIMEHTOB KOPPEKTHPOBKA JI03bI HE TPEOyeTCs.

Iayuenmul ¢ Hapyuienuem GYHKYuU nodex

Mamuentam ¢ KianpeHcoM kpeartmHuHa >10 mu/mun wia 0,167 MJI/C KOPpPEKTHpPOBKa J03bl HE
Tpebyetcs (cM. pasaenst 4.4 1 5.2).

Iayuenmol ¢ HapyuleHuem GYHKYUU neveHu

YV [auMeHToB ¢ JETKMM M yMEpeHHBIM HapylueHmeM (yHKnuM medeHu Oe3 Xonecrasa 7103a
BajicapTaHa He J0JDKHA IpeBblmaTs 80 mr. BaicapraH NpOTHBONOKa3aH NAlMCHTaM C TSKEIBIMA
HApyIIeHHAME (QyHKIHUH TeYCHH, OHIHAapHBIM [HPPO3OM M MALUEHTaM € XOJIECTa3oM (cM. pa3zmensl
43,44u5.2).

[equaTpryuecKue NalueHThI

JleueHue apTepUAILHON THIIEPTEH3HHU Y IETEH U TOJIPOCTKOB

Jlemu u noopocmku 6 6o3pacme om 6 0o 18 nem

HauanbHas n03a cocTasiser 40 MI OJMH pa3 B ICHb Ui ieTell BecoM /10 35 KT U 80 Mr onuH pa3 B
JeHb JUIS TeX, KTO BecuT 35 Kr u Gonpmie. Jlo3y ciexyeT KOPPEKTHpOBATE B COOTBETCTBHHA C
apTepUaIbHBIM JIaBJIEHUEM H MEPEHOCHMOCTBIO. JlaHHBIE O MaKCHMAJIBHBIX J1033X, M3YYCHHBIX B
KIMHAYECKUX HCITBITAHUSX, IPUBEICHBI HUXKE B TAaOIHIIE.

V gereii ¥ MOAPOCTKOB B CBS3M C OTCYTCTBHEM KIMHMYECKMX JAHHBIX HE DEKOMCH/yETC:
HCIIOJIb30BATh 710351 BAJICAPTaH MPEBHIAIOLIIE TPHBEICHHbIE B TAOIHIIC.

Bec MakcuMaIbHasi 1033, H3y4YeHHAsl B KIIMHHYeCKUX HCIIbITAHUSX
>18 xr <35 Kr 80 mr

>35 kr <80 xr 160 Mr

>80 xr <160 kr 320 mr

Jemu mnaowe 6 nem
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JlocTymHBIE JaHHbIE oOmHcaHBl B pasjenax 4.8, 5.1 m 5.2. Be30macHOCTH! v WA (EKTUBHOCTD
BaJicapTaHa st ieTell B Bo3pacTe 10 1 roja He yCTaHOBJIEHA. [Ipnkas MumHcTepeTsa 3APaBOOXpAHERN
Jlemu u nodpocmxu 6 6o3pacme om 6 00 18 nem ¢ Hapyuienuem DYyHKYUU-HOUEK

Vcronp30BaHUe BajcapTaHa y MAIMEHTOB C KIMPEHCOM KpeaTuHuHA <30 MI/MHH M MAlMEHTOB,
HAXONSIMXCA Ha [Wali3e He H3Y4YeHO, [OITOMY NPHMEHEHHME BajICapTaHa y MaHHOM TpyMibl
NMAIMEHTOB HE PEKOMEHIyeTcs. Y MAlMeHTOB ¢ KIMPEHCOM KpeaTWHuHa >30 MJI/MUH KOPpEKLHUs
10361 He Tpebyercs. Heo6X0AuMO TIIATeNbHO KOHTPOIMPOBATE (PYHKIIHIO TIOYEK U yPOBEHD Kaylus B
CBIBOPOTKE KPOBH (CM. pa3fensl 4.4 u 5.2).

Jlemu u nodpocmxu 6 éo3pacme om 6 00 18 nem ¢ napyuenuem @PyHKYuu nevenu

Kak M y B3pOCIbIX, BaICapTaH MPOTHBOIOKA3aH JAETAM W IOJPOCTKaM C TSDKEJIOW TIEeYeHOYHOH
HEJOCTATOYHOCTBIO, OWIHAPHEIM IIMPPO30M M XoiecTasoM (cMm. paszenst 4.3, 44 u 5.2).
K/IMHHYeckuil ONBIT NPHMEHEHHs BajcapraHa y JAeTeil C JIETKOH M YMEPEHHOH IEYeHOYHOH
HEIOCTATOYHOCTHIO orpanudeH. Jlo3a BajcapTaHa Ul TaKUX IALMEHTOB HE OJDKHA MTPEBBIMIATH 80
MT.

Cepdeynas 1HedocmamoyHocnb U HeQasHo NepeHecentbli un@apkm Muokapod 6 neouampuyecKou
RONYINAYUU

Baicapran He PpEKOMEHIYeTCs JUIA JieYeHHs CEpICYHOM HEJOCTATOYHOCTH MM  HEIaBHO
nepeHeceHHoro uH(papKkTa MHOKapha y AEeTed M IMOAPOCTKOB B BO3pacTe 0 18 et B CBA3M C
OTCYTCTBHEM JIAHHBIX O 6€30MacHOCTH U 3 YEKTHBHOCTH.

Cniocob npUMEHEHHUS
IpenapaT NIPUHAMAIOT BHYTPb, BHE 3aBUCHMOCTH OT IIPHEMA MHIIH, 3aluBast BOZOA.

4.3 IIpoTnBONOKA3aAHHUA

e TloBbImEHHAs YyBCTBHTEJIBHOCTh K BalcapTaHy HJIM K JIIOOOMY M3 BCIIOMOTaTENbHBIX
BEIECTB, IEPEYUCIIEHHBIX B paszene 6.1.

e Tsokenble HapyleHUs: GyHKIWH IeYeHH, OUINAPHBIHA IIUPPO3 U XOJIECTA3.

e Bropoii u TpeTHil TPHMECTP GEPEMEHHOCTH (CM. pa3/ieIbl 4.4u14.6)

e OJHOBpEeMEHHOE IIPUMCHEHHE Banbcakopa® ¥ aIHCKHPEHCOAEPKALIUX JIEKAPCTBEHHBIX
CPEeJCTB NpPOTHUBONOKA3aHO MALMEHTaM C  CaXapHbIM auabeToM MM TIOYEUHOMH
HenocraTourocTsio (CK® < 60 m/mun/1,73 M?) (cM. pasnenst 4.5 u 5.1).

4.4 Oco0Oble yKazaHHsi H MePbI NPeI0CTOPO’KHOCTH NMPH NPUMEHEHHH

T'unepxanuemusi

OHOBpEMEHHOE TIPUMEHEHHE C KalHeBBIMH J[00aBKaMH, KanuiicOeperaroliMy Iy pETHKaMHU,
3aMEHMTENSIMA COJTH, COJEPIKAI[MMH Kalui, U APyTMMH BEILECTBAMH, KOTOPBIC MOTYT IOBBIIIATH
ypOBeHb Kayus (TelnapuH U 1p.) He pekoMenayercs. B ciydae HEOOXOAMMOCTH CJIEY€eT IPOBOJIUTH
MOHHTOPHHT YPOBHS KaJIHsl.

Hapywenus ¢pynkyuu novex

V NAINMeHTOB ¢ KIHpeHcoM KpeartHHHHA < 10 MI/MUH ¥ TALMEHTOB, HAXO/IIUXCS Ha TCMOHAIIAE,
BAJICAPTAH CJIE/lyeT MCIOIB30BaTh C OCTOPOXKHOCTBIO B CBSA3H C T€M, YTO B HACTOSAMISE BPEMi HET
JAHHBIX 10 €r0 Ge30MacHOMY HMCIIONIb30BaHuI0. [lanenTaM ¢ KIMPEHCOM KpeaTHHHHA > 10 mi1/MuUH
KOppeKIHs 1036l He Tpebyercss (CM. pasielbl 42 u 5.2). ComyrtcrByroinee mpumenenue bPA,
BKJTIOUAs BaJIcapTaH, Wi HHrHOMTOpoB AIID ¢ alruCKMPEHOM, NMPOTHBOIOKA3aHO MAalUCHTaM C
noueyHoi HepocTarouHocThio (CK® <60 M/ mun / 1,73 M?) (cM. paszensl 4.3 u 4.5).

Iayuenmovl ¢ HAPYUEHUAMU QYHKYUU nedeHU

[lanpentaM C JIETKOM M YMEPEHHOH IE€UYEHOYHOH HEJ0CTaTOYHOCTBIO 0e3 xoJsecTasa BaJicapTaH
CIIeIyeT Ha3HayaTh C OCTOPOXKHOCTBIO (CM. PasJIeIibl 4.2 u5.2).

Tayuenmol ¢ Oepuyumom Hampus w/uiu ACUOKOCmu

YV Nan@eHToB C BBIPAKEHHBIM JIEQUIMTOM B OpraHM3ME HaTpHs W/WIH CHUKEHHBIM  00BEMOM
uupkympytomeii kposu (OLK), Hampumep, BCICACTBHE NpHEMa OONIBIIAX 103 AWYPETHKOB, B
PeNKHX ClydasX B Hadale TEpaluu BaICapTaHOM MOXET Pa3BUTHCS BBIPKCHHA apTepHaIbHas
runoTensus. Ilepell HAYQIOM JICUEHHs BaJCAapTAHOM PEKOMEHY€TCS -BOCCTAHOBUTL COACPKAHHMC
SIIEKTPOJIATOB ¥ KUAKOCTH B OPraHU3Me, B YACTHOCTH, MTYTEM yMCHBILICHHS /103 Iy PETHKOB.
Cmeno3 noue4nou apmepuu
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V NanueHToB ¢ JBYCTOPOHHMM CTEHO30M IOYEYHBIX apTepui WM CTEHO30M  [TOUEUHOM apTepun
€IAHCTBEHHOM TMOUKH 6€30MacHOCTh JICUEHHUs BaJICApTaHOM HE yCTaHOBJICHAL 1 ‘
KpaTkocpouHOe BBeIeHHE BajicapTaHa 12 manueHTaM ¢ BTOPHYHOH PEHOBACKYISPHON IHIIEPTEH3NEH
10 OTHOLICHHIO K MAlMeHTaM C OJHOCTOPOHHHM CTEHO30M IIOYEYHOW apTepud HE BBIABHIIO
3HAYUTE/IbHBIX H3MEHEHHH B OKA3aTEIAX MOYEYHOH reMOAMHAMUKH, YPOBHE KpEaTHHUHA WK a30Ta
MOUYeBHHBI KpoBM. TeM He MeHee, OpyrHe BEIIECTBA, KOTOPBIE MOLYT BIMATE Ha PCHHH-
AHTMOTEH3UHOBYIO CHCTEMY MOTYT YBEJIMYMBATH YPOBEHb MOYEBHMHBI KPOBH M KpeaTHHHHA Y
MALHEHTOB C OJHOCTOPOHHHM CTEHO30M MOYEYHOW apTepuH, MOITOMY IIpH JICUCHHH BajcapTaHOM
PEKOMEHTYeTCsSl MOHHTOPHHT MOYE4HOH (yHKIHIH.

IToueunas mpancnianmayus

B macrosiiee BpeMsi HET JAaHHBIX O IPUMEHEHHH BajicapTaHa y MNalMEHTOB, KOTOPbIC HEIaBHO
TI0/IBEPTIIUCH TPAHCIJIAHTAI[H IIOYEK.

ITepsuunvlii 2unepanbOOCmMepOHUIM

BasncapTaH He cleAyeT NPHHAMATh MallMeHTaM C NEPBAYHBIM THIEPATBIOCTCPOHUIMOM, T.K. HX
pEHMH-aHTHOTEH3UHOBAs CHCTEMa HE aKTHBHA.

Cmeno3 aopmel U MUMPAILHO20 KIANAHA, 0OCMPYKMUGHAS. 2unepmpoghuieckas KapouoMuonamusi
IIpu mpueMe BajicapTaHa, KaK U IPU MpUEMe APYTHX Ba30AUJIATATOPOB, CICAYCT cobmo1aTh 0co0yI0
OCTOPOXKHOCTH ~MALKMEHTaM, CTPAJAIOMKM CTEHO30M aOpThl W MHTPAJIBHOTO KjamnaHa Wi
06CTPYKTHBHOMN THIIEpTPOGUIECKON KapIMOMUOTIATHEH.

Bepemennocme

Biokatops! perentopos anruorensuna Il (BPAIL) He criemyeT npuHAMATh BO BpeMs OEepeMEHHOCTH.
Ecin mpomoivkenue Tepanuu BPAIL He cuuTaercs HEOOXOJMMBIM, MAlIHUEHTKH, IJIaHHPYIOIIUe
GepeMEHHOCTb, JIOJDKHBI OBITh TEPEBE/ICHBl Ha AIBTCPHATHBHBIC AHTHIMICPTECH3HBHBIC METO/BI
JleueHusi, KOTOpble UMEIOT YCTAHOBIEHHBIH Mpoduib Oe30macHOCTH JUIS MCIIONB30BAHUS BO BPEMS
6epemenHocTd. Ecimu GepeMEHHOCTh JHAarHOCTHPOBAHA, JICHCHHE BPAIl cnenyer HeMeUIEHHO
TIPEKPATUTD, ¥, IIPH HEOOXOJUMOCTH, HaYaTh ATbTEPHATHBHYIO TCPaITHIO (cm. pasnenst 4.3 u 4.6).
HedagHo nepenecentvlii UH@apKkm mMuoxkapoa

CoueTaHune KaNTOIpPUIa U BalcapTaHa HE UMEET JOMOTHUTENBHBIX KIMHMYICCKUX MPEHMYIIECTB, HO
[OBBIIAET PHCK BO3HMKHOBEHHUS NMOOOYHBIX d((EKTOB (CM. paszieIbl 4.2 u 5.1). Takum o6pasom,
KkoMOWHAIWMST BajcapTaHa W HHruOuTOpoB AIID HE pPEKOMEHIYETCH. Cnenyer cobro1ath
OCTOPOXKHOCTh IIPM HA3HAYCHWM BAjiCapTaHa y MAlMEHTOB, HEIaBHO IIEPCHECIINX HH(papKT
muokapaa. O6cneIoBaHHE MAlMeHTOB MOCIIE NEPEHECEHHOTO uH(papKkTa MHOKapJa BCerjaa JI0DKHO
BKJIIOYATH OLIEHKY (yHKLHMH Io4eK (M. paszen 4.2).

Vicronp30BaHHe BaIcapTaHa y TMAMEHTOB IIOCIE IEPEHECEHHOro HH(apKTa MHOKap/a MOXKET
IIPUBECTH K HEKOTOPOMY CHIDKCHHIO apTepPHAILHOrO JaBJEHHS, HO IPCKPAIICHHE Tepalui M3-3a
TIPOIOJDKAIOIIEHCS CHMITTOMATHYECKOH TMIIOTOHUH 00BIYHO HE TpeOyeTcs NMpH-YCIOBUH KOPPEKLUH
710361 COTJIaCHO MHCTPYKUUH (cM. paszen 4.2).

Cepoeunas nedocmamoyHoCme
PucK HeXeNaTeJIbHBIX PEaKIiil, 0COOEHHO THIIOTCH3UH, TMIEPKATHEMUN M CHIKCHHA MIOYEYHOH

GyHKupu (BKIIOYAs OCTPYIO MOYEHHYIO HEOCTATOUHOCTh), MOXKET YBEIMUMBATLCS TPH MpUEME
BaJicapTaHa B KOMOMHAIMH ¢ HHTHOMTOpaMH ATI®. V nauMeHToB C CEPACUYHON HEIOCTATOUYHOCTBIO
Tpoitnas kombunaiws uHruéuTopa AIl®, bera - 610KaTopa W BaJcapTaHa HE UMEET KIMHHUYCCKUX
npeumymiecTB (cM. paszen 5.1), TOBBIIAET PUCK PA3BUTHS 1o6ouYHBIX 3 (HEKTOB, W MO3TOMY HE
pekomenayercsa. He pekOMEHIYeTCs Takxke TpoitHas komOuHaims uHrubuTopa AII®, aHTaroHUCTa
MHHEPAJIOKOPTHKOM/IHOTO PELENTopa U BajcapTaHa. Hcronp30BaHMe 3TUX KOMOHMHAIMK TOJDKHO
[IPOBOUTECA TOf CICLHATHHBIM KOHTPOJEM H TNpH YCJIOBAM IOCTOSHHOIO TIIATEILHOrO
MOHHTOPHHTA (yHKIUH MOYEK, SJIEKTPOIUTOB U apTEPUATLHOTO AaBICHHUA.

Cremyer coOMIOfaTh OCTOPOXHOCTh MpH HA3HAYCHWH BaCapTaHa IAlMCHTaM ¢ cepAeyHON
HEJIOCTATOYHOCTBI0. O6CIeI0BaHHe MAIMEHTOB C CEPACYHOH HEAOCTaTOYHOCTBIO BCETJa MOJDKHO
BKJTIOUATH OLEHKY (YHKIMM Todek (cM. pasaen 4.2). Mcmonmp3oBanue BaicapTaHa y Takux
NAIHEHTOB MOXET NIPUBECTH K HEKOTOPOMY CHIKEHHIO apTepHAIIbHOTrO AaBJICHHUS, HO MPEKPALICHIC
Tepamnuu H3-3a MPOJOJDKArOIIeHCS CUMIITOMATHYECKO# THIOTOHWM OOBIMHO He Tpedyercs, TpH
YCIIOBUM KOPPEKIIMHU JI03bI COITTACHO HHCTPY KK (cMm. paznen 4.2).

V mamdeHTOB TodyeuHas (YHKIMS MOXXET 3aBUCETh OT aKTHBHOCTH pPEHIH-aHTHOTEH3UHOBOJ!
CHCTeMBI (HATPHMEp, Y MALMEHTOB C TSKENOH 3acTOMHOMU CepIeYHOM HEeJOCTaTOYHOCTHIO), TIPH
neuennn uHru6uropamu AII® Habioxanack OJIUTYpUs W/UIHM TIPOTpeccupylonds a3oTeMus H, B
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PENIKHX CITydasiX, OCTpas MOYeyHass HEJ0CTAaTOYHOCTh w/wm cMepTh. Tak Kak BaJicapTan: ABIIsCTCS
AHTATOHKCTOM PELENTOpOB aHruoTeHsuHa II, HE MOXKET OBITh UCKIIOUEHO, YTO €r0 MPHUMEHCHHT
MOYKET OBITH CBSI3aHO ¢ HapyIIeHHeM QYHKIUH MOYEK.

Omex Keunke
BBUIM 3aperdcTPHpOBaHbI Cllydau OTEKa KBHHKE, KOTODBIA COIPOBOXKIAICS OTEKOM TOpTaHH,

FOJIOCOBOM IIENH, YTO NPUBOJUIO K OOCTPYKIMM JbIXaTCIbHBIX myTei, u/WiA OTEKOM JIHIA, Iyd
IIOTKH W/YJTH A35IKa, Y MAIMEHTOB, MOy YaBIINX BalICApTaH; y HEKOTOPBIX U3 OTHX MALUCHTOB OTCK
KBuHKe HabmOqa/ICs paHee IpY IpHEME JPYTHX MIPEnapaTos, B TOM YUCIIC unru6uropo AII®. I1pu
MpH3HaKax pa3BUBAioINerocs oTeka KBuHKe NpHEM BajicapTaHa JOJDKCH OBITh HEMEUIEHHO
mpeKpaIes. Y Takux [MalHeHTOB He JOIyCKaeTCs €ro MOBTOPHOE MPUMEHCHUE (cm. paszen 4.8).
Jlsoiinas 6noxkada penun - aH2uomeH3uH — anb00CmMepOHOBOU CUCTEMb (PAAC)

JlBoiiast 6IOKaga pPEHHMH — AHTHOTEH3MH - QIbJOCTCPOHOBOH CHCTEMBI ACCOLMHMpPYETCd  C
TIOBBIIICHHBIM PHCKOM Pa3BUTHS THIOTOHHM, TMNEPKATUEMHH W HapyIICHHAMU (yHKIMH TOYEK
(BKJTIOUAs OCTPYIO MOYEUHYIO HEJOCTATOYHOCTD).

BenencrBue nBoitHOH OGnokamgsl PAAC KOMOMHMpOBaHHOE NPHMEHEHHE WHIHOMTOPOB ATIO,
6JI0KaTOPOB PEIENTOPOB aHrHoTeH3uHa I niu anuckupeHa He PEKOMEH/Ty eTCs (cM. paszensl 4.5
5.1).

IIpoBenenue aBoitHo# Gokansl PAAC (mpu aGCcommoTHOMI HEOOXOAMMOCTH) JOJDKHO IIPOXOIUTh MO
TIIATEbHBIM HAO/IOIEHAEM CIIEUATNCTA U 06S3aTebHEIM MOHHTOPMHIOM (YHKIIUH TIOYEK, BOJHO-
3JIEKTPOJIUTHOTO GanaHca U apTepHalbHOTO AaBJICHHS.

CosmectHoe mpuMenenne MAII® u BPA II He n0mKHO OBITH HCHOB30BAHO y TNALMEHTOB C
nuabeTnyeckoit HepomaTuei.

[enmarpuyeckue NaUeHThl

Hapywenue ¢pynkyuu novex

HeT MaHHBIX HCIIONB30BAHKS BAJICAPTAHA Y MEAUATPHIECKUX MAIIMEHTOB C KIMPEHCOM KPEaTHHHHA <
30 MI/MHMH M HAXOJSUIMXCS HA AMaNu3e, CeJ0BaTebHO, BAICApTaH HE PEKOMEH/OBAH JaHHOH
rpylIe ManueHToB. IlalMeHTaM ¢ KIMPEeHCOM KpeaTWHWHa > 30 MJI/MHH KOPPEKUHs JO3BI He
Tpebyercs (cMm. pasmensl 42 m 5.2). Bo BpeMms JICYCHHs BalCapTaHOM CICAYET TIIATCIBHO
KOHTPOJIMPOBATh MOYEUHYIO (YHKIHMIO M yPOBEHb KalHs B ChIBOPOTKE KPOBH. B 4acTHOCTH, NpH
COCTOSIHHSIX, HAPYIIAIONINX (yHKIHIO OYEK (JTHXOpajKa, 00e3BOXKUBAHHCE).

ConyrcrByromee npuMmenenue bPA, Bkiroyasi BancapraH, WM unaruoutopoB AII® ¢ amuCKUPEHOM,
IPOTUBONOKA3aHO MAlMEHTaM C MOYE€YHON HEIOCTATOYHOCTHIO (CK® <60 ma / mun / 1,73 M2) (cMm.
pazzensl 4.3 u 4.5).

Hapywenue, pynxyuu neveHu

Kak ¥ y B3pOCiBIX, BajJcapTaH NpPOTHBONOKA3aH MEAWATPUIECKUM MalUCHTaM C THKCIbIMA
HapylIeHUsSMA (QYHKIMI MedeHH, OMIMapHbIM UPPO30M TIE€YEHH M MAlUCHTOB C XOJIECTa30M (cm.
pasnensl 4.3 u 5.2). CyluiecTByeT OrpaHMYEHHBIH OIBIT INPUMEHEHHs BajcapTaHa B IMEAMATPHA Y
NALMEHTOB ¢ HAPYILICHASMH TIEYEHOYHBIX (YHKIHMI CPEHER i THKENOH CTENEHH TKECTH. Y TaKuX
MALHEHTOB /1032 BajicapTaHa He J0JDKHA IpeBbImaTh 80 M.

Cneyuanvras ungopmayus no 6CNOMo2amenbHblM 6eujecmeam

Banscakop® conaepuT JakTo3y. [TalMeHTs! ¢ TAKUMH PEJKHMH HaC/IeICTBEHHBIMU HApyIICHUAIMH,
KaK HeNepeHOCHMOCTh [aJaKTO3bl, JIaKTa3Has HEJOCTATOYHOCTh MM HapyHIEHHE BCACBIBAHUS
[JIFOKO3BI-IalaKTO3bI, HE JOJDKHBI IPUHUMATh Ipernapar.

4.5 BsaumopeiicTBMe ¢ JAPYrHMH JIeKapCTBEHHbIMH MpenapaTaMH H [pyrue BH/BI
B3auMoeicTBUSA

Jleotinas 610kada penun- aH2uomeH3uH — albOOCMepOHOGOU CUCMeMbl (PAAC)

JlaHHbIE KIMHUYECKUX UCCIIEOBAHUM NTOKA3a/IH, YTO B CPABHEHHH C UCIIOJIB30BAHHEM OJIHOTO PAAC-
JEHCTBYIOLIETO areHTa QBOWHas GioKana PEHUH-AHTHOTEH3MH-JIbJOCTEPOHOBON CHCTEMBI (PAAC),
MOCPECTBOM KOMOMHHPOBAHHOTO HCIOJIb30BAHUSA unrudutopoB AII®, 610KaTOPOB PEUETITOPOB
aHruoTeHsuHa 1l WM alucKUpeHa, cBs3aHa ¢ Goyee BHICOKOH 4acTOTOM TaKMX no0ouHBIX AP PHEKTOB,
KaK apTepHabHasi THIIOTEH3Hs, TUIEPKATHEMHUs 1 HApYIICHHE GyHKIHH OoYeK (B TOM HHCIE OCTpas
[I0YeYHas HEAOCTATOYHOCTE) (cM. pasuenst 4.3, 4.4 u 5.1).
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OIHOBPEMEHHOE IPUMEHEHUE HE PEKOMEHY ETCA:

Jlumuii

O6patumMoe  TOBBIIEHHE  CBIBOPOTOYHBIX KOHIIGHTpAIMil JWUTUS U  TOKCHYHOCTH ObLIH
3apEeriCTPUPOBAHbl IPH OJHOBPEMEHHOM IpHEME C uarnoutopamu AII® wunu  GroxaTopamu
pementopoB aHrmorensuna I, BKmovas  BaICapTaH. Ecnmi  BO3HHKAeT HEO0OXOAUMOCTh
OZHOBPEMEHHOTO TMpHeMa YKa3aHHOH KOMOMHALMM, PEKOMEHIYeTCs TIIATENBHBIE MOHMTOPHHT
YPOBHSI CBIBOPOTOYHOTO JIUTHS. IIpM MCIONB30BAHMH JIOTIOHUTEIBHO JIMYPETHKA PHUCK JIATHEBOH
TOKCUYHOCTH MOXKET MPENOIOKHUTENBHO YBETUIUTHCS.

Kanuiic6epezaiowyue Ouypemuxy, Kanueeble 000A6Ku, 3ameHumenu Conu, codepoicawjue Kanuu u
Opyaue seujecmea, nogblualouyue yposeHs Kanus

PexoMeHIyeTcss MOHHTOPHHI YPOBHSI KajMs B IUIA3ME IIPH HEOOXOMMOCTH OJTHOBPEMEHHOTO
IPUMEHEHHS BAICAPTaHA U JICKAPCTBEHHBIX CPEJICTB, BIMAIOMIMX HA YPOBEHE KaJIUs ILIa3MbL.

[IpHMEHSITh C OCTOPOYKHOCTBIO IIPH OJIHOBPEMEHHOM NPHUMEHEHHH:

Hecmepouduvle npomueoeocnanumenvhvle cpeocmea (HIIBC), 6 mom uucie CelekmueHble
unzubumopuwl 1IJOT-2, ayemuncanuyunogas kucnoma (6onee 3 2/cymiu) u necenexmuenvie HITBIT

[Ipy OJHOBPEMEHHOM IpPHEME AHTArOHUCTOB AHTHOTEH3MHA II u HIIBC moxer HabIOAATHCS
ociabneHue anTUruneprensuBHOro 3ddexra. Kpome TOro, MOBBIMACTCSA PUCK YXYAMICHUA GbyHKIMA
MOYeK X YBENMUEHHS CHIBODOTOYHOro Kamms. Takum 0OpasoM, PEKOMEHIyeTCs MOHHTOPHMHI
(QYHKIMHK [0YEK B Hayasle JICUEHHUs M aICKBaTHAS TH/IpaTalus NalHeHTa.

Tpancnopmepepl

JlanHble in Vilro TOKa3anu, 4TO BaJCapTaH SBIAETCS CyOCTpaTOM TpaHCMOpTEpa IEYCHOTHOTO
saxsata OATPIB1/OATP1B3 u mneuenouroro s>ddrokcuoro Tpancrnoprepa MRP2. Kinnndeckas
3HAUMMOCTH 9TOTO BHIBOJA Hew3BecTHa. COBMECTHOE NPUMEHEHME WHTHOMTOPOB TEpeHOca
(HanpuMep, puUbaMIHUUKMHA, LHUKIOCIOPHHA) MK 3GGIIOKCHOrO —TpaHCnoprepa (Hanpumep,
PHTOHABMpPA) MOXET YBEIMYHTh CHCTEMHOE BO3[CHCTBHE BalcapTaHa. HeoOx0auM0 TPOSBIIATH
0c00yI0 BHUMATEIBHOCTD TPH HHUIMALMHA WK TIPEKPALICHUH JIEYCHHS TAKUMHU MpErapaTamMmi.

Hpyeue

KJIMHUYECKH 3HAYAMBIX (hapMaKOKHHETHYECKUX B3aMMOIEHUCTBHH C JPYTMMH JICKApCTBCHHBIMU
CPEACTBAMH B HCCIIEJIOBAHHSX B3aMMOZEHCTBHS He oTMedeHo. IIpemaparhbi, MPOTECTHPOBAHHBIC B
KTHHAYECKHX MCCIIEI0BaHMAX, BKIIOYATH B cebsi UMMeTHauH, BaphapuH, GpypoceMus, AMIOKCHH,
aTeHOJI0J1, HHIOMETAIMH, THAPOXJIOPTHA3K I, aMJIOJUIINH U TIMOCHKIaMHUL.

Ileouampuueckue nayuenmol

Ipu apTepuaNbHOM THIIEPTEH3HH Y AeTell U MOJPOCTKOB, CBS3aHHOM C HapyIICHHCM (yHKIUH TTOYEK,
PEKOMEH/IyeTCsl ¢ OCTOPOXKHOCTBIO Ha3HAauaTh OJHOBPEMEHHOE NPMMEHEHME BajcapTaHa W Jpyrux
JNIeKapCTBEHHBIX CPEJICTB, KOTOPBIE MHTHOMPYIOT PEHHH-aHIMOTCH3UH-AJIBJOCTCPOHOBYIO CHCTEMY,
YTO MO’KET IPUBECTH K YBEHUYEHHIO KA B CBIBOPOTKE KPOBH. PYHKIIMIO MOYEK U yPOBEHE K B
CBIBOPOTKE KPOBH CJIEIYET TIATEIEHO KOHTPOIUPOBATD.

4.6 @epTHILHOCTH, 6€PEMEHHOCTH H JAKTALHUSA
bepeMeHHOCTh

IIpuMeHeHHe AHTATOHUCTOB peuenTopo anruorTensuna II He pexomenjayercss B TepBOM
TpumecTpe Oepemennoctu (cM. pasaen 4.4). IlpuvmeHeHHe AHTaroOHHCTOB pELENTOPOB
anrnotensuna I MpoOTHBONMOKA3aHO BO BTOPOM H TpeThbeM TPHMeCTpPax OepeMeHHOCTH (em.
pasaensi 4.3 u 4.4).

DIUIEMHOIOrMYECKHE JAHHBIE, CBHACTENBCTBYIONIME O TEPATOrEHHOM pPHCKE BO3JICHCTBUS
urrubuTopoB AIID Bo BpeMst epBOTo TpUMeCTpa OepeMEeHHOCTH, HE OblIM yOeIUTEIbHBIMU, OJTHAKO
MOBBILIEHHE PHCKA HE MOXKET OBITh HCKIIOYEHO. XOTs HE CYIIECTBYET OSIMHACMUOJIOrHHCCKH
KOHTPOJIMPYEMBIX JAHHBIX O PUCKE MPHU [PHEMEe aHTarOHMCTOB aHTMOTCH3NHA 11, aHaJIOTHYHBIA PUCK
MOJKET MMETh MECTO JUIS JaHHOTO Kiacca mpenapaTtoB. Eciu mpoo/pKeH)e Tepanyii aHTarOHHCTaMH
anrHoTeH3uHa [l CYHTaeTcs HeOOXOIMMBIM, NAlMEHTaM, IUIAHUPYIOMM OepeMEHHOCTH, CeayCT
MICKaTh aJIbTEPHATHBHOE AHTHTUIIEPTEH3UBHOE JICYCHUE C M3YYICHHBIM npo¢usieM 6@30MaCHOCTH BO
Bpemst OepeMeHHOCTH. Ecii GepeMEHHOCTh —IMArHOCTHPOBAHA, JICHCHHE AHTArOHHCTAMH

06.07.2023 . BY crp. 6 U3 17



anruorensuHa Il cieayer HEMEUIEHHO TPEKpaTHTh H, B cifya4e  HeoOX0mMMOCTH,, HadaTh
aNbTEPHATHBHYIO TEPAITHIO. [pukas MAHKCTEPCTBA 3APABOOX PAHEHH
Tepamusi aHTarOHUCTaMHM AHTHOTEH3MHA [l BO BpeMs BTOPOro M TPETHEro  TpUMECTPOB
GepeMEHHOCTH, KaK M3BECTHO, BBI3BIBACT y €NI0BCKA deToTokcHUHOCTH (CHHIKEHHE DYHKIIMH TOYCK,
MaJOBOME, 3aMeUIeHHE OKOCTEHEHHs 4Yepena) M HEOHATAIbHYI TOKCHIHOCTH (moUeYHyI0
HEJOCTATOYHOCTD, THIOTEH3HIO, THIIEPKATHEMHUIO) (CM. paszien 5.3).

EciH JedyeHWe HAdaTo BO BTOPOM TPUMECTpe OEpeMEHHOCTH, PEKOMEHAYeTCs HMPOBOAUTER V3U
GyHKIHH TOYEK U yeperna.

MiafeHupsl, 9b¥ MaTepd NPOXOAWIM JIeYeHHE aHTaroHHCTaMH aHIHOTCH3MHA II, moIKHBI
HaGIIONATHCS HA HAIMYME THIIOTOHUH (cM. pasziensl 4.3 u 4.4).

['pyaHoe BcKapMIMBaHUE

TIpuMeHeHHe BalcapTaHa BO BPeMs TPYIHOTO BCKapMIIMBAHHA HE PCKOMEHJIyeTCd, T.K. HET
MH(POPMAIMK OTHOCHTENIBHO €r0 MCIOJIb30BAHHUS BO BPEMS KOPMIICHHS IPYIBIO. [TpennouTUTeNbHO
aNbTEPHATHBHOE JIEYEHHE C M3YYEHHBIM MpoduieM 0e30macHOCTH Npernapara, 0COOEHHO BO BpeMs
KOPMJIEHHS] HOBOPOXKICHHBIX M HEIOHOIIEHHBIX JICTEH.

OepTUIILHOCTD

HeratiBHoe BO3/ACHCTBHE HA PENPOAYKTHBHYIO (DYyHKIHMIO CamIlOB U CaMOK KpBIC HE HaOTI01aI0Ch
pH TepopaibHOM Tipreme B go3e 200 Mr/kr/meHb. OTa 103a B 6 pa3 MPEBBIIACT MAKCHMATIbHO
PEKOMEHyeMyI0 03y JUId YeloBeka B pacyeTe Mr/m?  (pEroIOKUTENLHBIA  pacuer s
TepopabHOro MpreMa mpemnapara B o3¢ 320 Mr [uist marueHTa 60 xr).

4.7 Bausinue Ha cIOCOGHOCTH YNPABJSATH TPAHCIIOPTHBIMH CPEICTBAMH H PaboTaTh ¢
MeXaHH3MaMH

WccnenoBanusi BIMSHHS HA CIOCOOHOCTH YIPABIATH ABTOMOOMIEM M MOTEHIHAIBHO OMACHBIMH
MeXaHM3MaMH He IMPOBOAMINCH. [IpH ympaBieHHH TPAaHCIOPTHBIMH CPEACTBAMH HIIH pabote ¢
MeXaHW3MaMH CcjeyeT TpUHMMAarTh BO BHHMaHMe, 4TO [PH MPHEME BajcapTaHa BO3MONKHO
BO3HUKHOBEHHE TOJIOBOKPYKEHHUS UM YCTAIOCTH.

4.8 HexenaTejJbHble peaAKUHH

B xoje KOHTPOJHPYEMBIX KIMHHYECKUX HCIBITAHUWH OBLIO BBIBIEHO, YTO Y TANHEHTOB C
apTepHaNbHOM THIepTeH3ueil oflias 4YacTOTa HEXENaTeNbHBIX PeaKIuH ObUTa CONOCTaBUMA C
wianebo ¥ COOTBETCTBOBaNA (hapMakoJIOTHU BajicapTaHa. YacTora BOSHUKHOBEHUS HEXKEIATCIBHBIX
peaKimif 10 OTHOIIEHMIO K OOl dYacToTe HEENAaTENbHBIX PEaKklud HE 3aBHCHT OT JO3bI,
JUIMTEIBHOCTH 3a00JIeBaHuUs, 11014, BO3pAcTa U pachl.

Unpopmaiys 0 HeXeNaTelbHBIX pEaKUUsX H3JI0XKEeHa B COOTBETCTBUH C CHCTEMHO-OPraHHOM
KIaccu(UKalMed ¥ 4acTOTOH BCTpeyaeMocTH. Kareropuu 4acTOTHI: OYE€Hb 4acTo (>1/10), yacto
(>1/100, HO <1/10), HewacTo (>1/1000, Ho <1/100), peaxo (=1/10000, HO <1/1000), o4eHb PEaKO
(<1/10000), wactora Hew3BecTHa (HCXOAd M3 HMMEIOLUIUXCS MNAHHBIX, 4YacTOTY BO3SHHKHOBCHUI
OIpPEeNEeTUTH HEBO3MOXKHO).

B npenenax Kaxmo# rpymmsl mobounele 3¢G@deKTsl mpemapara TMpPEACTABICHBI B MOPAIKE
YMEHBIIEHHS 3HAYMMOCTH. JIsi BCEX HEXENATeNbHBIX —pPeakKiHi, 3aperiCTPHPOBAHHBIX B
NMOCTPErHCTPAIMOHHBINA NEPHOJ U B XOZie J1abOpaTOPHBIX MCCIECA0BAHUH, YacTOTa HE ONMPE/C/ICHA;
CIIEJIOBATENBHO, OHU YIIOMHHAIOTCS KaK «4acTOTa HEU3BECTHAY.

L'unepmen3sus

YacTtoTa BO3HUKHOBEHUS | Hapymmenus

Hapywienus. co cmoponbl Kpogu U TUMpamu4eckou cucmembl

YacToTa HEM3BECTHA CHuxenune YPOBHSI reMorio0uHa,
CHIKEHHE TeMaTOKpUTa, — HEUTPOICHMS,
TPOMOOLIUTOIIEHHUS

Hapyuienusi co cmopoHbl UMMYHHOU CUCHIEMbL

YacToTa HEU3BECTHA ['urep4yyBCTBUTEIBHOCTD, BKJTIOYAs!
CBLIBOPOTOUYHYIO PEAKLIUIO
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Hapywienus memaboiusma u numanus S i |
YacToTa HEU3BECTHA VBenuueHue YPOBHS CHIBOPOTOYHOLO'|
KaJIusi, THIOHATpUEMHS

Hapyuwienusi co cmopoHbl CILyXa U CUCmeMbl 1abupunma

Heuacto | Bepruro

Hapyuienus. co cmopoHbl cocyo08

YacToTa HEU3BECTHA | Backysut

Hapywienus. co CmopoHbl 0p2anos ObiXaHus, 2pYOHOU KIIeMKU U CPeO0OCmeHus.

Heugacto | Kamens

JKenyoouno-xuuieunvle HapyueHus

HeuacTo | AGromuHanbHas 607b

Hapyuienus co Coponbl neYeHu U Jicenuegblgo0suux nymet

YacToTa HEM3BECTHA [ToBBIlIECHUE 3HAYEHHMHA QYHKIMA TEYCHH,
BKJTFOYAs yBEITUYEHHE yPOBHS
CHIBOPOTOYHOTO OHMIMpyOHHa

Hapywienus co cmopoHul K0JICU U NOOKOJICHbIX MKAHeU

YacToTa HEM3BECTHA | AHTHOD/1EMA, CBIIIB, 3y T

Hapyuienus co CmopoHbl MblUe4HOU, CKeLemHOU U COOUHUMENILHOU MKAHU

YacToTa HEM3BECTHA | Muanrus

Hapyuwienus, co cmopombl NOYeK U MOYe6bl600AuWUx nymeu

YacTtoTa HEM3BECTHA [loyeuHass HEIOCTATOUHOCTH M HapyIICHUS
QyHKIMA [OYeK, IIOBBIIICHHE  YPOBHA
CBLIBOPOTOYHOTO KpeaTHHHHA

Obuyue napywenus u peakyuu 6 mecme 66e0eHus

He yacto | YTomnsemMocTh

[NeapaTpuyecKue NaueHThI

Apmepuanvras 2unepmen3us

AHTHTHIIEPTEH3UBHBIA 3((eKT BancapTaHa ObUT OLEHEH B JBYX PaHAOMU3MPOBAHHBIX JIBOMHBIX
CIIEIBIX KIMHAYECKHX MCIIBITAHUAX, B KOTOPBIX Y4acTBOBaI 561 mauueHT o 6 10 18 siet. 3HauuMBbIX
pasIMUMii ¢ TOUKH 3PEHUs BHA, YACTOTH M TSHKECTH MOGOYHBIX PEAKIMH, BBIIBICHHBIX MEINLY
npoduaeM 6e30MaCHOCTH A NMEAHATPUYECKHX MALUEHTOB B BO3pAcTe OT 6 mo 18 mer u panee
COOOIIABIIMMHUCS /IS B3POC/]BIX MALMEHTOB HE YCTAHOBIEHO, 3@ MCKIIOYCHHEM IKCJIYN04HO-
KHLICYHBIX PACCTPOMCTB (Hampumep, GOJIb B XHBOTE, TOIIHOTA, PBOTA) H OJIOBOKPYKCHHE.
HeifpoKOrHUTHMBHAs OL[CHKA Pa3BHTHs MEAMATPHYECKHX NAIMEHTOB B BO3pACTE OT 6 no 16 ner, He
BBISIBAJIA KJIMHUYECKH 3HAYMMOTO HEraTHBHOTO BO3AEHCTBHS MOCIIE JICUCHUS BAJICAPTAHOM B TCHCHHUE
OJTHOTO Trojia.

IIpoBesien 06beMHEHHBIH aHanu3 560 neanaTpuyecKuX MalUueHTOB C runepTensueii (B Bo3pacte 6-
17 ner), monyyaBIIMX JH60 MOHOTepamnuio BajncapraHom [n=483], 160 KOMOMHHPOBAHHYIO
AHTHTHIIEPTEH3UBHYIO TEPANHIo, BKIoYas Bancapran [n=77]. U3 560 mauueHTos 85 (15,2%) umenu
XPOHHYECKYIO MOYEYHYyI0 HEeOCTaTOYHOCTh (ucxonHas CKO <90 m/mun/1,73m%). B menom 45
(8,0%) man@eHTOB MPEKPATUIN y4acTUE B UCCIICNOBAHUM HM3-3a HEXEIATC/IBHBIX sBjeHuil. B nenom
111 (19,8%) manueHTOB MCIBITHIBAIA HEXEIATSNIBHYO JTEKapCTBEHHYIO PCAKILHIO (HJIP), nauboinee
4acTHIMH M3 KOTOPBIX ObUIM royoBHas 60ib (5,4%), roIOBOKPYIKEHHE (2,3%) u runepKaieMus
(2,3%). Y manueHToB ¢ XpOHUYECKOH MOYEYHOH HEJOCTaTOYHOCTHIO Hanbonee yacteiMu HJIP Opun
runepkanuemust (12,9%), romoBras Gomb (7,1%), MOBBIIEHHE KpeaTMHWHA B KPOBH (5,9%) nu
runorersus (4,7%). Y naumeHToB 6e3 XPOHHYECKOH MOYEYHOH HEIO0CTATOYHOCTH Haubosiee
yactbiMi HJIP Obuin rooBHas 60716 (5,1%) u ronoBokpyxenue (2,7%). HexenarenbHbie peakiny
HAaOMOJAINCh dalle Yy TalMeHTOB, [OJTy4YaBIIMX BajicapTaH B KOMOMHALIUK C JIPYTHMH
THIIOTEH3UBHBIMH IIPENApaTaMy, YeM y TallUueHTOB, OTyYaBIInX TOIBKO BajICApTaH.

AHTHTUMIEPTeH3UBHENE 2bdeKT BancapraHa y eteil B Bospacte oT 1 j10 6 ner OleHUBAJICH B TPEX
PaHIOMHA3UPOBAHHBIX JBOMHBIX CNENBIX KIMHHYECKAX HCCICTOBAHUAX (kaxa0e ¢ TOCIENYOIHM
TIEPUOJIOM TIPOAJIEHHUS). B epBOM HCCIIEI0BAHUY Y 90 nereit B Bo3pacte oT 1 10 6.1€T HabIIOAAIHCh
JBa Cllyuas CMEpTENbHBIX MCXONOB M €IMHMYHBIC CIydad 3aMETHOTO TOBLIIHCHMA TpaHcam#Ha3
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MHWHUCTEPCTBOM 3JPABOO \HEHU A
MmeyeHH. DTH cilydad [POM3OLUIA B MOMYJSLUK  CO 3HAYUTEJIBHBIMHEI /1 CONYTCTBYOINMA
3a60/ieBaHUSAMM. |[pUYMHHO-CIICACTBCHHAsA CBs3b C BancapTag{b’M'" el yCTaHOBICHAY «BreyiBy X
MOC/EAYIONUX HCCIIE/IOBAHUSAX, B KOTOPBIX OBUIH paHJOMH3HPOBAHb 202-pebenka-B-BO3pacTe-OT 1
M0 6 JeT, MU JICUEHWH BAICAPTAHOM HE OBLIO OTMEYEHO 3HAYUTEILHOTO MIOBBIIIEHUST YPOBHS
MeYCHOYHBIX TPAHCAMHHA3 MJIH CMEPTENIBHBIX HCXOIOB.
B 00BEIMHEHHOM aHaIM3e JABYX MOCIEAYIOIHX uccnenoanmit ¢ ydactuem 202 gereit ¢
THIIEPTOHMYECKOM OONEe3HBIO (B BO3pacTe OT 1 mo 6 ner) Bce MAIMEHTHI MMOJy4ald MOHOTEPAIHIo
BaJICAPTAHOM B JBOMHBIE CJIENBIE MEPHO/BI (32 HCKIIOUEHUEM MEPHOJ@ OTMCHEI mnane6o). M3 Hux
186 MAUEEHTOB MPOIOJIKUIIA yIacTHE B PACIIMPEHHOM HCCTIE0BAHUH UK B OTKPBITOM nepuoze. 13
202 manuenToB y 33 (16,3%) Obuta XpoHHUYecKas M04eYHas HEAOCTATOUHOCTD (ucxonnast pCK® <90
MiI/MuH). B JBOHHOM CJIENOM MEpUOZE JBa TALUCHTA (1%) mpekpaTiM MpHEM U3-3a
HeXeNaTelbHOrO SBJICHUSA, a B OTKPBHITOM MM IIPOJICHHOM IEPHOAC HETHIPE nanuenta (2,1%)
IPEKPATHIIN JICUCHHE H3-32 HEXKENATEIbHOTrO SBJICHUS. B ngoitrom cierom nepuone y 13 (7,0%)
nanuenToB Bo3HMKIA XoTs 651 omHa HJIP. HamGonee yacTbiMU HJIP 6sumn peota n = 3 (1,6%) u
muapes n = 2 (1,1%). B rpymnmne ¢ XpOHHYECKOW MOYCYHOH HENOCTATOYHOCTBIO 6buta ogaa HIJIP
(nmapes). B meproJi OTKPBITOrO HCCIEIOBAHHUS Y 5,4% mauuentos (10/186) Gbima xoTs ObI O1HA
HJIP. Hambosmee wuacToil HeXelaTedbHON peakiuel OBUIO CHMXKEHHE alIMeTHTa, O KOTOpPOM
coobummu nsa mamuenta (1,1%). Kak B mepruo/ IBOHHOTO CIIENIOr0 MCCIEI0BaHNs, Tak U B NICPHOL
OTKPBITOTO HMCCIENOBAHUS THIEPKAIMEMHs. PErHCTPHpOBaNach y OAHOro INalHMeHTa B KaX1bIA
nepuo. Hu B IBOMHOM CNENOM, HA B OTKPBITOM MCCII€JIOBAaHAM HE OBUIO CIy4aeB TMIIOTOHHH HIIH
TOJIOBOKPYKECHHUS.
['unepkanvdemus dYamie Habmonanack y AeTedl M MOJAPOCTKOB B BO3pacTe OT 1 mo 18 mer ¢
XPOHHYECKOH TOYEYHOH HEIOCTATOYHOCTBIO. PHCK THNEPKATHEMHN MOXKCT OBITH BBINIE y AETEH B
Bo3pacTte OT 1 10 5 JIeT 10 CPaBHEHHIO C A€TbMHU B BO3pacTe OT 6 no 18 ner.
TTo faHHBIM KOHTPOIMPYEMBIX KJIMHMYECKHX HCCIE0BaHHMH MPOQHIE ©€e30MacHOCTH BapbHPYET Y
MAIMEHTOB C TIEPEHECEHHbIM HMH(pApPKTOM MHOKapja W/WiH CepIEeYHOl HEI0CTaTOYHOCTBIO
OTHOCHTENIBLHO O00Iero Konauuectsa mnpoduiaed 0e30macHOCTH Yy IAUMCHTOB C apTepHabHOM
rUnepreHsueif. OTo MOXeT ObITh CBS3aHO C OCHOBHBIM 3a6oseBanneM. O61as 4acToTa MOOOYHBIX
peakiuii, HaOMOJaeMBIX y MAIMEHTOB C NEPEHECEHHBIM MH(PAPKTOM MHOKap/a H/UIH CepIeHHOU
HEOCTATOYHOCTBIO, IPECTaBICHa HAXKE:

[lepenecennvlii UHDapKm Muokapda w/uiu cepoeynas HedoCmamoynocne

YacTtoTa BO3HUKHOBEHHS | Hapymenwus

Hapyuienus co cmopoHblL Kpogu U IUMPaAmu4eckou cucmembol

YacToTa HEM3BECTHA | Tpom6onuTOTIEHH S

Hapywenusi co cmoponbl UMMYHHOU CUCHEeMbl

YacToTa HEM3BECTHA ['unep4yBCTBUTENLHOCTD, BKJTIOYAsl
CBIBOPOTOYHYIO PEAKIIHIO

Hapywenus memabonusma u "UManus

Heuacto ['unepKkaJIueMusl

YacToTa HEM3BECTHA YBenudyeHue YPOBHS CBIBOPOTOYHOI'O
KaJiyusl, THIIOHATPUEMU S

Hapywenuss co cmopoHvl YeHmpaibHOU
HEePBHOU CUCTEeMbl

Yacro ["on0BOKpYKEHHE, MOCTYpaIbHOE
rOJIOBOKPYKEHHE

Hevacto O6MOpOK, ToJI0BHAs 60JIb

Hapywienus co CmopoHbl CIYXa U CUCmeMbl 1abupunma

Heuacto | Bepruro

Hapyuwienus co cmopoHbv cepoya

Heuacto | Cepaeunasi HeJOCTATOYHOCTh

Hapywienus co cmopoHsl cocyoo8

Yacto [UNOTEH3Ms, OPTOCTATHUECKAs THITOTCH31S

YacToTa HEM3BECTHA Backyut
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y BOM

Hapyuwienusi co CmopoHbl 0p2anos QbiXanus, 2pyOHOl KIemKU U CPe0oCmerus "1 | :

Heyacto | Kamess S ey

Hapywienus co CmopoHbl Jicely004HO-KUuleiH020 mpaxkma

Heuacto | TomnoTa, AHapes

Hapyuienusi co CmopOoHbL NEYEHU U JICe4H020 NY3blPA

YacToTa HEM3BECTHA [ToBbIeHHE ypOBHs MIEYCHOYHBIX
(hepMEHTOB

Hapyuwienusi co CmopoHbl KOICU U NOOKOJICHOU KNem4amKu

Heuacro AHruosiema

YacToTa HEM3BECTHA Chlnb, 3y1

Hapywenus co cmoponbl KOCTHO-MbLULEYHOT CUCTEMbl U COCOUHUMENbHOU MKAHU

YacToTa HEM3BECTHA | Muanrus

Hapyuienus. co cmopoibl NOYEK U MOYeEbIG00AUUX nyme

Yacto [ToyeuHasi HEAOCTATOUYHOCTh W HapyIICHHUs
GbyHKIMHA TOYEK

Heuacto Octpass ~ IO4YeyHas  HEIOCTaTOYHOCTb,
[OBBIIICHHE  YPOBHA  CHIBOPOTOYHOIO
KpeaTHHHHA

YacToTa HEM3BECTHA [ToBbILIEHKE YPOBHSI MOUEBHHBI B KDOBU

Obwjue Hapyuienus. u HapyuileHus, 6 mecme 66e0eHus

Heuacro | AcTeHwsl, yTOMISIEMOCTb

Coo6IeHre 0 I0J03PEBAEMBIX HEXKEIATEIbHBIX PEaKIUIX

BakHO cOO6mATE O IOJO3PEBAEMBIX  HEXENATENbHBIX ~PEaKIUAX —TI0CIe  PerrCTPaniy
NleKApCTBEHHOTO Mpenapara ¢ LEeIblo OOECIIeUeHns HENPEepBIBHOr0 MOHHTOPHHIA COOTHOLICHHA
«TIOJIB3a-PUCKY JIEKAPCTBEHHOTO NpenapaTa. MeMIMHCKIM pabOTHHKAM PEKOMEHYeTCs coobmaTh
0 TOJO3PEBAECMBIX HEXENATeNbHBIX PEaKiuiX JIEKAPCTBEHHOTO Tperapara 4epes HalMOHANLHEIC
cHCTeMBl  COOGINEHMS O HEXeNaTelNbHBIX  PeakmusX —TroCyJapcTB-wieHoB — EBpasuiickoro
5KOHOMHYECKOTO COH03a.

Pecnybmuka benapycn

220037, Munck, ToBapuineckui nep., 2a

VII «LleHTp KCIEPTH3 U UCIIBITAHUM B 3[[PaBOOXPAHEHUM)

Tenedon otena hapmaxonansopa: +375 (17) 242-00-29; daxc: +375 (17) 242-00-29

A11. moura: repl@rceth.by, reeth@rceth.by

https://www.rceth.by

4.9 Tlepexo3upoBKa

Cumnmompl: B pe3yNbTarTe IEPef03UPOBKH BAJICAPTAHOM HAOIMOJAETCA BBIPAXKCHHAA THIIOTCHSHA,
KOTOpasi MOXKET IIPUBECTU K YTHETEHUIO CO3HAHUS, KOJLIAICY KPOBOOOpAIIECHHs U/ IIOKY.
Jleuenue: 3aBUCHT OT BpEMEHM IpHEMa IIpernapara, THIA W TSHKECTH CHMITOMOB; IEPBHYHOC
3HAaueHHe MMeeT cTabmmu3ands KpoBoobpameHus. Ecnm HabmofaeTcs TMMNOTEH3HS, MAlMCHTA
HEOOXOIMMO TIOMECTHUTH B JiE)Kauee IOJIOKEHHE W MPOBOJUTH KOPPEKIHUIO obbemMa KpOBH.
Cemoaunann3 HeI(PEKTUBEH.

5.  ®APMAKOJIOTMYECKUE CBOHCTBA

5.1 ®apmakoauHAMHYECKHE CBOICTBA
®apmakoTepaneBTHyeckas rpyrma: Cpectsa, BIHAIONHME HA PEHHH-aHTHOTCH3MHOBYIO CHCTCMY.
AHTaronucTs! penentopos anrnotensuna Il Kox ATX [CO9CAO03].

BancapraH sIBIISIeTCS IEPOPATTBHBIM CENIEKTUBHBIM aHTarOHUCTOM PELCITOPOB anruoTeH3uHa II.

OkasbiBaeT H30MpaTENbHOE AHTArOHHCTUYECKOE [JCHCTBHE HA PELEHTOPLI ATy. CnencrBueM
6rokamsl AT|-pellenTopoB SBISETCS MOBBIEHUE IUIA3MEHHOW KOHHCHTPALH anruorensuna ll,
KOTOpBI ~MOMKET ~CTHMYJIMPOBaTh —HE3a0JOKMPOBAHHBIE — PEHCIITOPKI nogrumna - ATz, 4TO
TIpe/IIONOKUTENBHO peryimpyeT addexrsr ATi-penenTopos. BasicapTaH ‘He UMeeT droHUCTHYECKOH
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AKTHBHOCTH B oTHomernH ATi-penenTopos. Ero cposcTso k penentopan HoaTana ATy npuvepHo B
20000 pa3 6omsIne, ueM k penentopam nonruna AT, BancapTan He BCTyIaeT BO B3AUMOACHCTBUE U
He GJIOKHpPYET PELENTOps! APYTHX TOPMOHOB WM HOHHBIC KaHANBI, y4acTBYIOMME B PEryJIAlMH
yHKIHI cepIeYHO-COCY AUCTOM CUCTEMBL.

BasicapTal He HHTHOMpPYET aHTHOTEH3HH-TIPEBpaIlaloNIii ¢bepmenT (AIID), U3BECTHBIA TAKXKE MOJ
HasBaHWeM KWHWHa3a 1, KOTOpBIH IpeBpamaeT aHrHoTeHsuH I B anruoreHsuH II U paspymiaet
6pamuKuHEH. B cBsi3u ¢ OTCyTCTBUEM BiusiHus HAa AIID HE MOTEHLIHPYIOTCS 9¢dexTsl Opa uKHHUHA
U cy6cTaHnud P, mMo3TOMY NpH NpUEME aHTArOHHCTOB aHTMOTCH3HHA II MajloBEpOSITHO Pa3BUTHE
cyxoro kamuis. KIMHHYECKHE MCCIIENI0BaHUs, B KOTOPBIX BajJCapTaH CpaBHHBAJICA C HHTHOUTOPOM
AIID, mokasand, 4YTO 4acTOTa PA3BUTHs CyXOro Kauuis Oblia JOCTOBEPHO (p<0,05) menbiE Yy
IIAIHEeHTOB, MOy YaBIIAX BaJICapTaH II0 CPABHEHHIO C MAIIMEHTaMH, MOJTy YaBIIMMH uHruoutop Alld
(2,6% mpotuB 7,9% COOTBETCTBEHHO). B KIMHAYECKHX MCCIIECNOBAHUSX y NALUCHTOB C KallIeM B
aHaMHe3e BO BpeMs Tepanuu uHruouropamu AIID cyxoit kamenab oTMedaics y 19,5% mnauueHTos,
mepeBeieHHBIX Ha BaucapraH M 19,0% MauueHTOB, MOJNYYABIIAX THA3HIHBIC IHYPETHKH IO
cpaBHEHHUIO ¢ 68,5% MauKeHTOoB, MOJTy4aBIINX uaru6utop AII® (p<0,05).

['unepreH3us

[Ipu JleueHMH apTepUaTbHON TMIEPTEH3UH BalCapTaH CHHKACT apTepHAlbHOC IABICHHUE, HE BIIHAL
Ha yacToTy cepaednbix cokpamenuii (HCC).

[locne mprema BHYTpb Pa3oBOW 03Bl IIpenapara AHTUTUIIEPTEH3UBHBIA >(QdexT pa3BUBAcCTCS B
TedeHre 2 4YacoB, a MAKCHMATbHOE CHIDKEHHE apTephanpHOro nasineHus (AJl) mocturaercs B
TeyeHue 4 — 6 4acoB. AHTHUTHIIEPTEH3UBHBIH 3(QQEKT mpenapara COXpaHACTCS B TEUCHUC 24 gacoB
nocyie ero mprema. [Ipi MOBTOPHBEIX Ha3HAYEHMSX BaJcapTaHa MaKCHMaJbHOE CHHKCHHE A]ll, BHE
3aBUCHMOCTH OT 103, JOCTUTAeTCs uepes 2 — 4 Hellenr U MOUICPXKUBACTCS Ha IOCTUTHYTOM YPOBHE B
X0Je JUTATebHOM Tepanuu. KoMOHHAIMS ¢ THAPOXJIOPTHA3UIOM TO3BOJISET JOCTHYL 3HATHMOTO
JOMOJIHATENIBHOTO  cHkeHHss AJl.  BHesanHoe —ImpekpalieHMe —IpHeMa — BaicapTaHa — HE
COMPOBOXKIAETCS. Pe3KuM mombeMoM AJl I JAPYrHMH  HEKENAaTeIbHBIMU - KIMHUUCCKUMHU
IIOCJIEICTBUSIMH.

V  [anMeHTOB, CTPAJAIOIIMX apTepUaNbHOH  TUIepTeH3ned ¢ aupabeToM 2 THMa M
MHKpOANE0yMUHYpHEH, IpHeM BajicapTaHa MPUBOJUT K CHIKCHHIO [IOYE€YHOU DKCKPELHH
anp6ymuHa. B uccnenoBannn MARVAL oneHMBaIM CHHXXCHHE SKCKPCLHH anp0yMHHa C MOYOM
(OAD) pu npueme Bancaprana (80-160 mr / OJIHOKPATHO) TI0 CPABHEHHIO C aMIOUNUHOM (5-10 mMr
/oqHOKpaTHO), Yy 332 ManueHTOB C CaXapHbIM nuabeToM BTOporo Tuma (CpelHHH Bo3pacT: 58 JerT;
265 MyX4HH), ¢ MHUKpOanbOyMHHypHed (BalcapTaH: 58 MKI/MHH;, aMJIOZUNHUH: 55,4 MKI/MHH),
HOPMaJIbHBIM HJIM BBICOKMM JIaBIEHHEM U C COXPaHEHHOM dynxiumeit moyex (kpeaTHHHH KpoBd <120
mkmoJis/ ). Ha 24-it menene, OAD Gbura camkena (p <0,001) Ha 42% (-24,2 mxr/mun; 95% JIU:
-40,4 o -19,1) ¢ BancapTaHOM H NPUOIM3UTENBHO HA 3% (-1,7 mxr/mun; 95% U: -5,6 10 14,9) ¢
AMJIOJMITMHOM, HECMOTpS HA AHAJIOTUYHBIE TOKA3aTeNd CHIKCHMS apTepUabHOrO JABICHHSA B
obeux rpymnmnax.

B uccienopanuin DROP nononHuTebHO H3ydanach 9GQeKTHBHOCTh BajicapTaHa B CHIKCHHH OAD
y 391 manueHTa ¢ IMIEPTOHMYECKOH OO0JIE3HBIO (AJl = 150/88 mm pr.cT.), ¢ AuaGeToM 2 THma,
anpbymMuHypueii (cpeanee 3Hauenue = 102 mkr/muH; 20-700 MKI/MHH) ¥ COXpPaHEHHOH (yHKIHEH
mouek (cpeiHssi KOHIEHTpalHs KpeaTWHHHa B CBIBOPOTKE = 80 mxmous/n). IlamueHTsl ObLIM
paHIOMHU3MPOBAHbI [T IpHEMa OJHOM 13 3-X JI03 BajcapTaHa (160, 320 u 640 Mr/ofHOKpaTHO)
moy4yanu yedenue B Teuenne 30 Hezenb. Llenp uccen0Banys COCTOAIA B TOM, YTOOBI OMPEAETUTh
ONTHMANBHYIO 103y BacapTana 1 cHikenus OAD y nanueHToB ¢ apTepHaTbHON TUIIEPTEH3UEH C
caxapHpM juaberoM 2 tuna. Yepes 30 Hezenb, MPOUEHTHOC H3MCHCHUE B OAD OBUIO 3HAYUTEIBHO
CHIDKEHO Ha 36% OT MCXO/HOro ypoBHs ¢ BaicaptaHoM 160 mr (95% IW: ot 22 1o 47%), u Ha 44%
¢ Bancapranom 320 mr (95% JIW: ot 31 no 54%). Bpin caenad BbIBOA O ToM, 4To 160-320 mr
BaJlcapTaHa BBI3BIBAET KJIMHMYECKH 3HAUMMOE COKpPAIICHUEC OAD y MalueHTOB C apTepHAbHOM
rumepTeHsuel U caxapHbIM quabeToM 2 THIIA.

Henasuuii nHGApPKT MUOKaAp/Ia

UccnenoBaHke  BajicapTaHa [pH  OCTpoM  HMH(papkTe  MHOKapAa (VALIANT)  6pu10
PaHIOMUA3UPOBAHHBIM, KOHTPOJIMPYEMBIM, MHOTOHAlIHOHATIEHBIM, JIBOMHBIM CIIEIIBIM HCCIIEI0OBAHUEM
y 14703 mnan@eHTOB C OCTPBIM MHQApKTOM MHOKapJa M MNpH3HAKaMH, CHMITOMAMU = HIH
PAJMOJIOTHYECKMM  TIOJTBEPXIEHHEM  3aCTOHHOMU CepIeUYHON  HeIOCTAaTOYHOCTH * H/HIIH
JI0KA3aTebCTBAMM CHUCTOJIMUECKOH IMCRYHKLIHEH JIEBOrO JKEIyI0uKa (nposBisieTcs KaK (Gpakims
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BeIOpoca <40% pasMOHYKIMIHOM BeHTpuKynorpadueit mmm <B5% 10 SXOKapmuorpadun wmim
JKeNy I0YKOBOM KOHTpacTHoll anruorpadueit). [lanueHTs! Gt PAHIOMH3HPOBAHEL B TEHEHUE OT 12
gacoB g0 10 jgHeil moclie MosBIEHHs CHMITOMOB MH(apkTa MHOKapia AJIsd IMpHEMa BaliCapTaHa,
KarTonpuiIa MM ux komOuHauy. CpemHss MNpOJODKHTENBHOCTh JIEYEHHUs COCTABIIA /Ba rOAa.
[lepBHYHO KOHEYHON TOUKOH OBIIO BpeMsi CMEPTH OT BCEX IPUYIHH.

Bancapran 6bUT Tak e 9Q(EKTHBEH, KaK U KAlTONPHI B CHHKEHHH CMEPTHOCTH OT BCEX INpPHYMH
nocne uapapkra Muokapaa. CMEPTHOCTb OT BCEX NPUIHH 6bU1a OZMHAKOBOM y BajicapTaHa (19,9%),
kantonpuia (19,5%) wu BajicapraHa + KalTOIpHIIA (19,3%). KomOunanus BajcapTaHa c
KAIITOIPHJIOM He 100aBmiIa JOTOJHHTENBHBIX NMPEUMYIIECTB MO CPABHEHUIO C KalTONPHIIOM. He
GBUIO PA3TMUMil MEXK/Ly BaJICApTAHOM H KANTONPHIOM B CMEPTHOCTH OT BCEX NPUYHMH B 3aBUCHMOCTH
OT BO3pacTa, 10Jia, packl, 6a30BBIX METO/OB JICYCHHS HIIM OCHOBHOTO 3aboneBanus. Bancapran ObL1
taioke dQ(EKTHBEH B CHW)KEHHUM U B MPOJUICHUH BPEMEHH [0 CepIevHO-COCY IUCTONH CMEPTHOCTH,
FOCITHTAIM3AIHH 10 OBOY CEpACYHO HeI0CTATOYHOCTH, PEeLMIMBUPYIOLIEr0 HHpapKTa MHOKap/a,
peaHMMAlMOHHBIX JEHCTBUH IIpH OCTAaHOBKE CEpAua, H He(aTaIbHOrO MHCYJbTa (BTOPHYHAS
KOMOMHHpOBaHHAsi KOHEYHAas TOYKa).

I[Ipopuns Ge30macHOCTH BajJCapTaHA COOTBETCTBOBAT KIMHHYECKOMY TCUCHHIO IMAlHMECHTOB,
TOJTYYaBIINX JIEYeHHe Tocie HHpapkTa Mrokapaa. Uro kacaeTcs MOYeYHOM (PYHKLUHU, TO YABOECHHE
CHIBOPOTOYHOTO KpeaTHHHHA Habmonanoch y 4,2% NalMeHTOB, IOJyYaBLIMX BajcapTaH, y 4.,8%
NAIMEHTOB, MOTyYaBIINX BAICApTaH + KanTompwi, u y 3,4% ManueHToB, MOJTYy4aBIINX KalTONPHIL.
VcKIroueHnsT W3 HMCCieN0BaHM, BbI3BAHHBIE pPA3IMYHBIMH THIAMH TOYEYHOH AMCHYHKIHH,
Habmopanuch y 1,1% nanueHTos, IMOJTy4aBIINX BaJiCapTaH, y 1,3% - BajicapTaH+KaNTONPUI, U Y
0,8% MALMEHTOB, MOJTyyaBlIuX Karrompui. OueHka (QYHKIHH TOYEK JOJDKHA OBITH BKJIIOYEHA B
o6ciieJ0BaHME MTALMEHTOB Mociie HH(papKTa MEOKap/a.

He 6bUIO pa3iiuvii B CMEPTHOCTH OT BCEX IPHYHH, CEepIEYHO-COCY IUCTOM CMEPTHOCTH HIIHU
3a60/1€BaHAAX INIpM HpHeMe OeTa-G0KaTopoB B KOMOMHAIMM BajicapTaH + KalTOMNPHI, TIO
CPaBHEHHIO C TOJIKO BAJICAPTAHOM WM KarTtonpuioM. HezaBucuMo OT JICYCHHS, CMEPTHOCTR ObuTa
HIOKe B TPYIIIE TAIMEHTOB, IONydaBmuX Gera-0;0KaTop, YTO yKasblBAaCT HA TO, YTO H3BECTHOC
NperMyIecTBO GeTa-6I0KaTOpOB B 9TOH MOMYJISIHA TOIEPKUBATIOCH U B STOM MCCIIC/IOBAHHH.
CepeuHasi HEIOCTATOYHOCTh

Val-HeFT - paHIOMH3MPOBAaHHOE, KOHTPOJIMPYEMOE, MHOTOHAMOHAIBHOC — KIHHHYECKOS
JicClIeIOBaHME BaJCapTaHa B CPABHEHUH C IU1ane6o B BIMSAHMM HA 3a00/I€BAEMOCTL H CMEPTHOCTB y
TANMEeHTOB ¢ cepaedHoit Hexpocrarounocteio 5,010 NYHA knacca 11 (62%), IIT (36%) u IV (2%),
MOJTyHalomuX OOBIYHYIO Tepamuio, ¢ (pakuuei BeiOpoca <40% ¥ KOHEUYHBIM JHACTOIHYECKHUM
pasmepom JieBoro xenynouka (LVIDD)> 2,9 cm/M. BazoBas Tepanus BKio4ana HHTHOUTOpsl AITD
(93%), maypetuku (86%), nurokcut (67%) u 6eta-6moxaropsl (36%). CpenHss MPOI0DKUTEIBHOCTD
HabmoneHust cocTaBuia moutd nasa roga. CpenHss cyTouHas J03a BajicapraHa B Val-HeFT
cocrapisia 254 mr. VcciaeqoBaHUE UMENO JBE MEPBHYHBIE KOHEYHbIE TOYKH: CMEPTHOCTH OT BCEX
TIPUYKH (BpeMs IO CMEPTH) H COBOKYITHO CMEPTHOCTB ¥ OCJIOXKHCHHA CepAeYHON HEAOCTaTOYHOCTH
(BpeMs JI0 TEPBOTO COOBITHs), ONpeJeNseMoe Kak CMepTb, BHE3amHas CMEpTh € peaHuMaLuei,
FOCIMTANM3AIKS TI0 TPHYIAHE CEpJCYHOH HENOCTATOYHOCTH MM BBEACHHE BHYTPHUBEHHBIX
MHOTPONIOB MJIH COCYIOPACIIMPSIONIMX CPEICTB B TEUEHHE HETHIPEX HacOB HIIM Gonee 0Oe3
rOCTIUTAIN3ALMH.

CMEepTHOCTh OT BCeX NPHYMH ObUia CXOAHOH (P = NS) B rpynne Baicaptana (19,7%) u rpynme
mane6o (19,4%). OCHOBHBIM IIPEHMYIIECTBOM OBIIO CHHIKEHHE PUCKa paHHeH rOCIUTATU3AlUH TP
cepaedHoi HepoctaTounocTu (13,9% mpotus 18,5%) na 27,5% (95% AU: 17-37%). Pe3ynbrartsl,
TOJTyYeHHbIE B TOJB3Y Manedo (COBOKYIHO CMEPTHOCT U OCJIOKHEHHSA COCTABUIIA 21,9% B rpymnme
mane6o mpoTHs 25,4% B TpyIIe BajcapTaHa) HAOMIOAATUCE Y NAlMEHTOB, MOIYHaBIINX TPOHHYIO
xom6uHaIo: HruéuTopsl AIID, Gera-610KaTOPEI U BaJICapTaH.

B noArpynme NarueHToB, He MOMyYaBIIiX HHIHOHTOP ATI® (n = 366), HaubosbILEE TPEUMYIIECTBO
AMeNH TIOKa3aTelW OCJIOXHEHWi. B oaTol moarpymme CMEpTHOCTh OT BCEeX NPHYMH Obu1a
3HAYHTENTHHO CHIDKEHA C BAJICAPTAHOM I10 CPaBHEHHIO C IUanebo Ha 33% (95% AN: ot -6% 1o 58%)
(17,3% Bancapras mpotus 27,1% mrane60), a COBOKYITHO CMEPTHOCTH M /OCIOMHCHHUS 3HAYUTENIHO
yMeHBIIMIHCH Ha 44% (24,9% BanicapraHa NpOTUB 42,5% mnane6o).

V namuenToB, moiydasmux uHruourop AIID Ge3 Gera-Oim0kaTOpa, CMEPTHOCTH OT BCEX MPUUHH
6bima cxoxHoit (p = NS) B rpynne Baicaprana (21,8%) u rpynne mnanedo (22,5%).-CoBokymnHast
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CMEPTHOCT M OCJIOKHEHHs ObUIM 3HAYMTENTHHO CHIKEHBI Ha 18/3% " (95% i1 0% 8% 10 28%) ¢
BaJICAPTAHOM T10 cpaBHeHHIO ¢ mrane6o (31,0% npoTuB 36,3%). | Hpmeas Musucrepcrsg sipazooxpa:

B o6mieit momynsnuu nanuenToB B Val-HeFT, momyyaBimux BajncapTaH, HAOIIOJAI0Ch 3HAUNTELHOE
yiayumenue knacca NYHA U IpU3HAKOB, M CHMITOMOB CEPICYHOH HENOCTATOYHOCTH, BKIIOHAd
OJIBILIKY, YCTATOCTh, OTEK W XPHITBI 10 CPABHEHMIO ¢ IU1anebo. ITauenTsl, nomyvasime BajicapTas,
UMelH 6ojiee BLICOKOE KaueCTBO YKM3HH, O YeM CBUJETEJILCTBYET U3MCHECHHE B IT0KA3aTE/IAX KH3HH
MHUHHECOTBI, )KUBYIIHX C CEPAEYHOM HEJOCTATOYHOCTBIO, OT 0a30BOr0 YPOBHs B KOHEYHOH TOUKE,
yeM mpu mpueme Iuiane6o. Ppaknus BeIOpoca y TNAIMEHTOB, MOJYYaBLIMX BaJICapTaH, Obu1a
3HAUATENIBHO YBenueHa, a ypoBeHb LVIDD Obul 3HAQUMTENBHO CHHMXKEH € ©a30BOro ypoBHS B
KOHEYHOH TOUKe 10 CPaBHEHHIO ¢ I1anedo.

Jloiinas 610Kka0a peHUuH-aH2UOMEeH3UH- AlbOOCMEPOHOBOU CUCHEMbL (PAAC)

JIBa KpYIHBIX DPaHAOMM3HPOBAHHBIX KOHTPOJIUPYEMBIX HCCIICIOBAHU ONTARGET (Ongoing
Telmisartan Alone and in combination with Ramipril Global Endpoint Trial) 1 VA NEPHRON-D
(The Veterans Affairs Nephropathy in Diabetes) u3y4uiiM HCIOJIB30BaHHC unrubutopo AII® B
KOMOHHAIMY C 6JIOKAaTOpaMK PELENITOPOB aHTHoTeH3uHa I1.

Uccnenosanue ONTARGET Obuto mpoBEeJEHO € y4YacTHEM MAlUeHTOB, CTPaJaroIInX CEpACHHO-
COCYJMCTHIMH 3a00NIeBaHHAMH M 3a00JI€BAHMSAMH COCYJIOB TOJIOBHOTO MO3Ta, HJIH CaXapHbIM
MabeToM 2 THIIa, COMPOBOKIABLIMXCS IPU3HAKAMH ITOBPEXKIEHHS OPTaHOB — MHUIICHEH B aHAMHE3E.
VA NEPHRON-D wuccnenoBanue ObUIO IPOBEAEHO C y4aCTHEM MMAllMEHTOB, CTPANAOIIMX CaXapHbIM
nuabeToM 2 THIA U AuabeTHyecKoit HedponaTuei.

[lo CpaBHEHMIO C MOHOTEpAIHedl JTH HMCCIENOBaHMS HE IOKA3aIH 3HAYUMOIO IOJIONKHTETLHOIO
BIMSHUS Ha (QYHKIMIO MOYEK W/HIIH HCXOJ CEPIEUHO-COCY IUCTBIX 3a00I€BAHUHA 1 CMEPTHOCTE, B TO
BpeMs Kak HaOJIIo/ancs MOBBIIEHHBIH PUCK TMIIEPKATHCMHUH, OCTpO¥ MOYEYHOH HENOCTATOYHOCTH
W/HIM THIIOTOHUH. B CBSI3M ¢ aHAJOTHYHEIME (hapMaKoANHAMUYECKMMHU CBOHCTBAMH 3TH PE3YJIbTAThI
MMEIOT OTHOLIEeHHE U K ApyruM HATID u 610KaTopaM pelenTopoB aHrHOTEH3WHA Ik

[Tooromy HAII® u OGioKaTopsl pPELEenToOpoB AHIMOTCH3WHA II He MOOMKHBI OJHOBPEMEHHO
HCIOIB30BAThCS Y MAIIMEHTOB C AabeTHUecKoi HepponaTuen.

ALTITUDE (Aliskiren Trial in Type 2 Diabetes Using Cardiovascular and Renal Disease Endpoints)
JCCle/IOBaHMe GBUIO IPEJHA3HAYEHO IS BBISBICHHS MPEMMYIIECTB A00aBICHMS aTMCKUPEHA K
cranmapTHo# Teparuu HAII® mnu k GrokaropaM pENENTOPOB aHTHOTCH3UHA II y manueHTOB ¢
caxapHbIM MaGeToM 2 THIIA, XPOHHYECKOH MOYeYHOH HEOCTaTOYHOCTDIO, CePACTHO-COCY IMCTHIMH
saboeBaHusIMH. MccienoBaHue OBLIO TPEKpAIIeHO JOCPOYHO M3-3a TIOBBIMICHHOIO  pHCKa
HeGIAaronpUATHBIX HCXOHOB. MHCYIBT M CMEPTHOCTh OT CEPACHHO-COCYTUCTBIX 3a00IeBaHUi
HaOJIIOIATMCH Yallle B MPyIIIe MalUeHTOB, IPUHUMABIINX AJIUCKUPEH, YEM B IPYIIIC miare6o. Taxke
B rpynne, NPUHMMABLICH aTMCKUPEH, Yalle HabIIONaluCh HEeXeNaTe/IbHBIC MoOOYHBIE PEAKIUH
(TUIIepKaTHEMHUs, TUIIOTEH3HUS, ToYeyHas AUc]yHKIHS). :

Ieouampuyeckas nONYIAYUS

T'unepmen3sus

AHTHrHTIEPTEH3UBHBINA 3 eKT BascapTana ObUl H3YYeH B YETHIPEX PaHIOMH3HPOBAHHBIX, JIBOMHBIX
CITeNbIX KIMHAYECKHX MCCIeI0BaHMAX ¥ 561 IeIuaTpiuecKux NalMeHToB B BO3pAcTe OT 6 10 18 ner
1 165 MeaMaTpHUECKHX MALHEHTOB B BO3pacTe OT 1 10 6 neT.

[loueunble HApyLIEHHs, PAcCTPOMCTBA MOYCHCIYCKAHUS W OXHUPCHUE SBIAIMCH HauboJiee
pacIpoCTPaHEHHBIMH OCHOBHBIMA 3a00NIEBAaHHAMH, MOTEHIHAIEHO CIIO0COOCTBOBABIIUMH PA3BUTHIO
THIIEPTEH3UH Y IeTeH, y9aCTBOBABLINX B 3THX HCCIICNOBAHHSX.

Knunuyvecxuii onbim y Oemeil 6 1em u cmapuie

B KIMHMYECKOM HCCIEIOBAHMM C ydacTHeM 261 mHeauaTpudecKuX MalMeHTOB C THICPTOHHMEH B
Bo3pacTte oT 6 m0 16 Jyer, TManueHTaM, KOTOPbIC BECHIH <35 kr, nasHadamu 10, 40 wmm 80 mr
BajicapTaHa B CYTKU (HHU3Kas, CPEJIHSAS M BBICOKas [03BI), a MALMEHTbI, KOTOPBIC BECHIIU >35 Kr,
noyyam 20, 80 u 160 Mr BancapTana B CyTKH (HH3Kas, CPEIHSS ¥ BBICOKAs no36l). Uepes 2 Heenu
BaJICApTAH TIPUBEN K [0303aBHCHMOMY CHHKCHHIO KaK CHCTOJMYECKOro, TaK M JHACTOJIMHYECKOro
apTepUaIbHOTO JIaBJICHHS.

B 1eioM, TpH YpOBHS 03Bl BaicapTaHa (HHU3Kas, CPeIHAS W BEICOKAsl) 3HAYUTEIBHO CHHXKAIOT
CHCTONMYECKOe apTepuanbHoe napienue Ha 8, 10, 12 MM pryTHOrO cronba oT 0a30BOW JIMHUH,
COOTBETCTBEHHO. IlaienTh! ObUIM TIOBTOPHO PAaHIOMHU3UPOBAHbBI HA TEXy KTO IIPOAO/DKACT NOJIyvaTh
Ty e JI03y BaJicapTaHa WIIM TeX, KTO NEPEBEICH Ha miane6o. Y manueHTOBy KOTOphIE MPO/I0/DKATH
MoJy4aTh CpeJHME M BHICOKHE JI03bl BAlCapTaHa, CHCTOJMYECKOC apTepHalbHOC JIABICHHC ObL10
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MHHAMYM Ha -4 ¥ -7 MM PT.CT. HH)KE, YeM Yy MalMEHTOB, IOJy4aBLIMX fedenme” imane6o. Y
TAIMEHTOB, TOTyYaBIIMX HU3KYIO 03y BajlCapTaHa, CHCTOJIMYECKOE apTepUabHOE NABICHHC OBLIO
AHAJOTMYHO TAKOBOMY y TAIMEHTOB, MOJTY4YaBIIMX jedeHue ranedo. B memom, JI0303aBHCUMBIH
AHTUTMIEPTEH3UBHBIA 3(QGdekT BajcapraHa ObUI OJMHAKOBBIM BO  BCEX JeMorpauUecKHX
HOATPYTINax.
Bo BTOpOM KIMHMYECKOM HcclaeoBaHud ¢ ydactueM 300 mMEIMaTPUYECKUX TALHUCHTOB C
rUTepTeH3Uell B Bo3pacTe OoT 6 g0 18 ner, moaxoismue MarueHThl OBUIA paH/IOMU3UPOBAHBI IS
[OJydeHHs BalcapTaHa Wil SHajanpuna B GopMe TableTOK B TCUCHHE 12 mepens. Jletu BecoM OT
>18 kr 10 <35 Kr noiydanu Baicaptad 80 Mr uwiau sHanmanpui 10 mMr; Becom oT >35 kr go <80 xr -
Basicaptan 160 mr wiw sHamanpui 20 mr; Becom >80 Kr - BajicapTan 320 mr wim sHananpua 40 Mr.
CHIDKEHHE CHCTOJIMYECKOr0 apTepPUabHOTO JaBjieHus ObUIO COMOCTABUMO y MAlMEHTOB,
nmoJTy4aBIIMX Bascaptad (15 MM pT.cT.) u sHananpui (14 Mm pr.cT.) (p-BenuunHa He Hibke <0,0001).
CorocTaBiMble  pe3yabTaThl HAOMOAAINCh W B OTHOLICHHH HACTOJIMYECKOTO apTepUaNbHOro
NaBJIeHUs CO CHIDKeHHeM Ha 9,1 MM pT.cT. ¥ 8,5 MM pT.CT. IIpU NIPUEME BajicapTaHa U SHaIanpuia
COOTBETCTBEHHO.
Knunuueckuii oneim y Oemeti maaowe 6 rem
Tpy KIMHMYECKHX HCCIIE0BaHHs ObUTH MPOBEICHEI C yIaCTHEM 291 nmamuenTa B Bo3zpacTe oT 1 10 5
net. Jletn B Bo3pacTe 10 1 roja, GbUTH HCKITIOYEHBI U3 HCCIIEIOBAHHUH.
B mepBoM HcciieoBaHuK ¢ ydacTeM 90 MauueHToB He YIaloch NPOJCMOHCTPHPOBATE 103a-0TBET,
HO BO BTOPOM HCCIIEIOBAHHH C Y4aCTHEM 75 MALMEHTOB Oojiee BBICOKME JO3bI BajcapTaHa ObUH
CBsI3aHbI ¢ 60JIee 3HAYUTENILHBIM CHIDKeHHEM A/l
TpeTbe uccnenoBanue ObLIO 6-HEACTBHBIM PaHIOMU3MPOBAHHBIM JIBOMHEIM CJICTIBIM UCCIIEIOBAHUEM
JUIS OLEHKH H0303aBHCHMMOro 3ddekra Bancaprana y 126 jereil B BO3pacTe OT 1 mo 5 ner ¢
apTepuaNbHONW THIepTeH3Wed, ¢ wm 0Oe3 XPOHMYECKOH IIOYEYHOH  HEJIOCTATOYHOCTH,
paHIOMH3UpOBaHHbIX Ha 0,25 Mr/kr wmm 4 MTI/KT Macchl Teia. B KOHEUHOM HTOre CHHXXEHHE
CPEHEr0  CHCTOJMYECKOTO — apTepHalbHOro  JIaBJICHHS (CCAJl)/cpenHero  1uacTOIMYECKOrO
aprepuanshoro pasinenus (CJIAJl) mpy npUMEHEHWM BajcapTaHa 4,0 MI/Kr Mo CpaBHEHHIO C
BasicaptanoM 0,25 MI/KI COCTaBUIIO 8,5/6,8 MM pr. cT. ¥ 4,1/0,3 MM pT. CT., COOTBETCTBEHHO; (p=
0,0157/p<0,0001). To4HO TaK e MOATPyNIa ¢ XPOHHYECKOH MMOYEYHOM HEAOCTATOYHOCTBIO TaKKe
nokazana camkenne CCAJI/CIAJ ¢ BancapranoM 4,0 Mr/kr o cpaBHeHuto ¢ 0,25 mr/kr (9,2/6,5 mm
pr. cT. mpotus 1,2 / +1,3 MM pT. CT.).
EBpomeiickoe areHTCTBO IO JIEKADCTBEHHBIM ~ CPEICTBAM  OTKa3aloch  OT 00s13aTeNbCTBa
MIPeJIOCTABIATh PEe3yNbTaThl HMCCIIEI0BAaHHH BajicapTaHa BO BCEX MOATPYIIax e MaTpuIecKom
MOMYJNALUKA [PA CEpJICYHON HELOCTATOYHOCTH H CEp/IEYHON HEIO0CTATOYHOCTH IOCIE HEJIaBHETO
ur(apkTa Muokapaa. CM. paszen 4.2 [uist IOy YeHHS uHpopmauK 06 UCIIONL30BAHUU B IIETHATPHH.

5.2 @dapMakOKHHETHYeCKHEe CBOHCTBA

Abcopoyus

[Ipn mpueMe BHYTph BajicapTaHa B (opme TabNETOK MaKCHMaJlbHas KOHIIEHTpallus B IlIa3Me
jocturaercs uepes 2-4 yaca W 4epes 1-2 yaca mpu Ipueme B dopme pactBopa. CpenHsis BeTUUHHA
aGCOIIOTHON GHOIOCTYITHOCTH BaJlcapTaHa COCTaBseT 23 % u 39% npu mpueMe B BUZE TAOJIETOK U
pacTBOpa COOTBETCTBEHHO. CHCTEMHAst SKCIIO3ULMS U ITHK MJIa3MEHHOM KOHIIEHTPALMU BajicapTaHa B
1,7 1 2,2 pasa BbIle B PACTBOPE 1O CPABHEHHUIO C TAOICTKAMH. [TpueM MHIMM CHHUXKAET BBIICICHHE
pasicaptana Ha 40 % (ouenuBaemoe no AUC) u 1K masMenHoi koHIEeHTpau# (Cmax) Ha 50 %.
Tem He MeHee, depe3 8 4acOB IOC/E TpHEMa Mpenapara IJIa3MEHHBIE KOHICHTpaluK BajlcapTaHa,
MPHHATOTO HATOLIAK ¥ C MHUIIEH, O/IMHAKOBEL. YMCHBIICHHE AUC He cOnpoBOXKIAAETCS KIMHUYECKH
3HAYMMBIM yMEHBIIEHHEM TepaneBTHYeCKoro dddexra BajgcapTaHa, MOSTOMY Npenapar MOMHO
IPUMEHSATH KaK 10, TaK U MOCJIE €/IbL.

Pacnpeodenenue
BajcapTaH aKTHBHO CBSI3BIBA€TCS C OENKAMM CBHIBOPOTKH (94 — 97 %), NPEHMYIIECTBEHHO C

CBIBOPOTOYHBIM ~ aTbOYMHHOM. PaBHOBECHBIH —00BEM — pacmpejeieHus Ipenapara  IHocie
BHYTPUBEHHOTO BBEJEHHs OKONO 17 JIMTPOB, YTO CBUAETENBCTBYET O HEMHTCHCHBHOM
pacripe/ie/ieHUH BajicapTaHa B TKaHsX.

Buompancgopmayus
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BuoTpancdopmanus BajicapTaHa HE3HaYUTEIbHA, TOJBKO OKOJIO 20% ﬁ'c'l):ii;i"oéﬁﬁpykazaaﬁcsl B BHIE
MeTaGoIMTOB. B HU3KOM KOHIEHTpAIMH B TiIazMe ObLT oOHapykeH (papmaKoTornueck HeaKTHBHBIH
ruapoxcumerabosut (Menee ueM 10 % Bancaprana AUC). s it
Buigeoenue

BasicapTad NoKa3blBaeT MyJbTHIKCIIOHEHIHAIBHYIO KHHETHKY pacraza (ti2a <1 yaca ¥ ti2p 0K0JIO 9
yacoB). BajicapTaH MepBUYHO MMMHHUPYETCS OHIHApHOU sKcKkpenueit ¢ pexamusamu (okomno 83 %
103bI) ¥ TMoYkaMu ¢ Mo4od (okono 13 % 103bI), TIaBHBIM obpasom, B Heu3MeHHOM Buze. Ilpu
BHYTPHBCHHOM BBEJCHHM IIIA3MEHHBIH KIMPEHC BaJicapTaHa COCTAaBISIET IPHUMEPHO 2 n/uac u
moyeunslii KkiIupeHc mpumepHo 0,62 m/gac (oxonmo 30 % cymMMapHOro kiupenca). Ilepuon
T10JTyBBIBE/IEHHUSI BAJICAPTaHA COCTABIISET 6 YacoB. :

[TanueHTsl ¢ CepAeYHON HEJOCTATOUYHOCTRIO

CpezHee BpeMsl IOCTH)KCHHSI MAKCUMATBHON KOHIEHTPAIlMK U MEPHOJL MOy BBIBE/ICHHUS BalicapTaHa
y MALMEHTOB C CEPACYHOH HEI0CTATOYHOCTHIO AHANOTMYECH TAKOBBIM Y 3/0POBBIX JIOGPOBOJIBIIEB.
3uauenuss AUC u Cmax BajJcapTaHa MOYTH HPONOPLUHOHAIBHBI YBEIHYCHHIO 03Bl B Mpeaeiax
KIIMHAYECKOro auanasona go3uposanus (o1 40 1o 160 mr 1Ba pasa B neHb). Cpeanuii K03 unuent
KyMyJISIMH COCTABJsieT OKOJO 1,7. YCTaHOBIICHHBIH KIMPEHC BajcapTaHa IOC/ie IepoparbHOro
BBEJICHHS COCTABISICT MPUOIM3UTENBHO 4,5 11/4. Bo3pacT He BIMSET HAa yCTAHOBJICHHBIH KIMPEHC Y
MAIMEHTOB C CEPACYHON HEJOCTATOYHOCTBIO.

Ocobbie epynnel nNAyuenmos

Iooicunvie nayuenmbol

HesHaunTebHOE IMOBBIIIEHUE CUCTEMHOIO BO3AEHCTBHS OBUIO OTMEYEHO Y HEKOTOPBIX IMOXHIIBIX
MAIHEeHTOB 110 CPABHEHUIO C MOJIOIBIMHU, OJIHAKO 3TH JAHHbIE HE UMEIOT KaKoi-Tn00 KIMHUYECKOH
3HAYHUMOCTH.

Ilayuenmol ¢ Hapyuwienuem GYHKYuu novex

VYHTBIBAs, YTO TIOYEUHBI KIMPEHC COCTABIeT TOMbKO 30 % OT BEMMYMHBI OOIIEro KIUPEHCa, U He
BBITO OTMEYEHO KOPPEIIAIMH MEXITy [OYeYHOM QyHKIMEHR U CHCTEMHBIM BO3/ICHCTBHEM BajcapTana,
y MAIHEHTOB C HapylleHHeM (QYHKIMH MOYeK He TpeOyeTcs KOPpEeKLus A03bI mpernapara (xupeHc
kpeatunuda >10 mu/MuH). B Hacrosiee BpeMs HET AaHHBIX IO 0e30macHOMYy ITPHUMEHEHHUIO
BaJicapTaHa MalMEHTaMH C KIMPEHCOM KpeaTHHHHA <10 MJI/MUH U TIPOXOASLIMMHU JHAJIK3, TTO3TOMY
TAKUM TIAIMEHTAM CIIEAYET TPUMEHATh BAJICAPTaH C OCTOPOIKHOCTHIO (CM. pas/ielibl 42 u44). Tk
CTeleHb CBS3bIBAHMS BajicapraHa ¢ OeKaMM IJIa3Mbl BBICOKAs, €ro BBIBEICHHE IPU TeMOIHAIIH3C
MaJIOBEpOSATHO.

Iayuenmel ¢ HapyuwieHueM GYHKYUU neveHu

Oxono 70 % BcocaBimelicss 03Bl BaJicapTaHa BBIBOJAMTCS C JKETYBbIO, NPEUMYIIECTBCHHO, B
HeM3MEHeHHOM BHje. BancapraH He TOIBEPraeTcs CyIIECTBEHHOH GHOTpaHCpOpMALUH. bY
[ALHEHTOB CO ¢1al0 M yMEPEeHHO BBIPAKCHHBIMH HapyIIEHHSMH (QYHKIMH TCUCHH HaOTI01a710Ch
YIBOEHHE MPOJODKUTEILHOCTH [JCHCTBUS BajcapTaHa (AUC) mo CcpaBHEHHIO CO 310pOBBIMH
narueHTamMd. TeM He MeHee, KOHLEHTpAlMs BajicapTaHa B MJIa3Me HE KOPPEJIUPYeT CO CTENCHBIO
HapylieHuss QYHKUMM NeyeHH. BiusHue BajicapTaHa Ha NAlMEHTOB C TSOKCNIBIMH HAapyMICHHAMH
(YHKIMH TIeYeHd He u3ydeHo (cM. pasnensi 4.2, 4.3 u 4.4).

Ileouampuyueckas nonynayus

B HccienoBaHWHE ¢ ydacTHeM 26 nereil ¢ rumepTeHsueil (B BO3pacTe OT 1 mo 16 ner), KOTOPLIM
HA3HAYWIA Pa30BYIO /103y CYCIICH3MM BajcapTaHa (CpelHee 3HaueHHE: 0,9-2 Mr/Kkr, MakcuMaJibHas
no3a 80 mr), KIupeHc (J1/4/Kr) BajcapTaHa ObUT CONOCTaBUM B BO3pacTHOM rpymrme oT 1 rojga o 16
JleT, ¥ aHAJOTHYEH KIMPEHCY y B3POCIHbIX, MPUHUMAIOIMM Ty K€ JICKapCTBEHHYIO bopmy (cMm.
undopmanmio 06 AGcopbiuu B pasaene 5.2).

Jlemu ¢ napyuienusmu QyHKyuu novex

[IpuMeHeHHe y IMEIMATPUYECKUX IMALKEHTOB € KIMPCHCOM KpeaTHHHMHA <30 MI/MHH H
TeMATPHYECKUX TMALUEHTOB, HAXONAIMXCA HA [HMaTu3e HE HM3Y4CHO, -TIOITOMY IS MaHHBIX
TAlHEHTOB BajicapTaH He pekoMmenuayercs. Koppekims 103bl HE TpebyeTcs I NeJuaTpuuecKux
ANHEHTOB ¢ KIupeHcoM kpeatnHuHa>30 mn/muH. Tpebyercs TINATENBHBIA KOHDPOIIb MOYEUHOM
(YHKIIMY U CBIBOPOTOYHOTO KAIUs (CM. Pas3/enbl 42u4.4). /
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5.3 JlaHHbIe NOKJIHHHYECKOH (€30MACHOCTH { E (M BE.
HekIHHIYECKHE JAHHBIE HE NMOKAa3bIBAIOT 0COO0W OMacHOCTH AT mofEH Ha ! GCHOBAHA THIIIHHBIX
(hapMaKoIOTHYeCKHX  HMCCIIEIOBAHUH 6e30acHOCTH,  TOKCHUHOCTH ——HOBTOPHBIX . J103,
reHOTOKCHYHOCTH, KaHI[EPOTE€HHOTO MOTEHIHAIIA.

VY KpbIC J103bI, TOKCHUHBIE JUIsi MAaTEPUHCKOrO OpraHu3Ma, (600 Mr/kr/neHp) B TEYCHHE IOCICIHHUX
nHel GEpeMEHHOCTH M JIAKTallud NMPUBOJMIM K CHIKCHHUIO BBDKHBACMOCTH, CHIDKEHHMIO Beca |
3aMe/ICHHIO Pa3BUTHs (OTJIMIIAHME YIIHOM PAaKOBHHBI M OTKPBITHE YIIHOTO KaHajia) y IMOTOMCTBA
(cM. paszmen 4.6). Otu go3sl y kpeic (600 MI/KT/IeHb) TpuOIM3UTeTbHO B 18 pa3 MpEeBBIIAIOT
MaKCUMAIbHYIO PEKOMEHIYEMYIO JI03y 4eIOBEKa B Mr/mM2 (pacdeTsl MPEAIoJIaraioT MepopaibHyIo
103y 320 mr/nenb 1 60 Kr manueHTa).

B Hek/MHUYECKHX MCCIIe[OBAHUSAX OE30IIACHOCTH BBICOKHE 035! BancapTana (ot 200 1o 600 mr / kr
MacChl Teja) BBI3BAIM Y KpPBIC CHIDKEHHE [apaMeTpoB SPUTPOLHTOB (SpUTPOLUTHI, TEMOTIOONH,
reMaTOKPHT) M CBUJETEJBCTBA H3MEHEHHH B MOYCYHOH TI'EMOAMHAMHUKE (crerka MOBBILIEHHAs!
MOYEBHHA B TLTA3Me, oUeyHas TpyOuaTas Tunepruiasus 1 6asodumus y camMuos). DTH 035l ¥ KPBIC
(200 u 600 MI/Kr/mieHb) NpEBHILAIOT NPHOIU3MTENPHO 6 H 18 pa3 MakCHMAaIbHYIO
PEKOMEH/IOBAHHYIO JI03y 4eloBeka B Mr/M* (pacyeTsl MpEANONaraloT MEpopalbHyro 103y 320
Mr/ness U 60 KT manueHTa).

Y MapThIleK NPy MpUeMe aHAIOTHYHBIX 7103 H3MEHEHHs OBUTH CXOJHBIMH, XOTS 1 Gosee TSOHKENIBIMU,
0COBEHHO CO CTOPOHBI TIOYEK, T/l H3MEHEHHS PAa3BUIIUCh B HE(DPOMATHIO, B TOM UHCJIC B MOBLILICHHH
MOYEBHHBI U KPEaTHHHUHA.

TunepTpodus IOKCTArJIOMEPYJISPHBIX KIETOK MOYEK Takke Hadmonanach y oboux BHIOB. Bce
M3MEHEHHS CUMTATHACH BHI3BAaHHBIMH (HapMaKOJOTHYECKHM JICHCTBHEM BajcapTaHa, KOTOPBIN
BBI3BIBAET UTHTEIIBLHYIO THIIOTEH3HIO, OCOOCHHO y MapThIlieK. J[Jist TepaneBTHIECKUX /103 BaJlCapTaHa
y mopelt TurepTpodus IOKCTAITIOMEPYISAPHBIX KIETOK MOYEK, IO-BUIAMMOMY, HE MMECT HUKAKOTro
OTHOIIEHHUS.

6. ®APMALEBTHYECKUE CBOMCTBA

6.1 IlepeueHnb BcriomMoraTebHbIX BelleCTB

Bcrnomozamenvivle eujecmaa. TAKTO3bI MOHOTH/IPAT, LEJII0I03a MUKPOKPUCTAIIHYCCKA, IIOBUIOH
K 25, HaTpus KpOCKAapMeJUio3a, KPEeMHHs MHOKCH] KOJUIOHIHBIM 6e3BOJHBINA, MarHusi creapar,
runmpomerosa 6¢p, Tutana guokens (E 171), jxene3a OKCHI KpacHBIA (E 172), maxporoxa 4000.
TabneTku, MOKPHITHIE ICHOYHOH 000I0YKOH, 160 Mr JOMOJIHUTEIBHO COAEp)KAT Xeje3a OKCH
xenteiit (E 172).

6.2 HecoBMeCcTHMOCTD
He npumenumo.

6.3 Cpok rognocTa
5 ner.

6.4 OcoOble MepbI NPEIOCTOPOKHOCTH NPH XPAHEHHH
Xpauutsb npu Temneparype He Boie 30°C. XpaHUTh B OPUTHHAIBHOH YITAKOBKE C LEJIBIO 3alUTRL OT
BJIArH.

6.5 Xapakrep U coaepKaHHE NEPBHYHON yNAKOBKH

7 TabNeToK, MOKPBITBIX IUIEHOYHON 000J04KOH, B Oimcrepe ((TIBX/TIO/TIBJIX)/amomMuHAEBast
donbra). 2 i 4 GMCTepa ¢ IMCTKOM-BKIA/IBIIEM B KADTOHHON KOPOOKE.

10 TabneTox, MOKPHITHIX IUIEHOYHOM 000710uKOH, B OnmcTepe (MBX/TID/MIBAX)/anoMuHieBas
dosbra). 3 GucTepa ¢ TMCTKOM-BKIIA/IbIIIEM B KAPTOHHOM KopoOKe.

14 TabneTok, MOKPBITHIX MIEHOYHON 060JI0YKOH, B OmucTepe ((TIBX/TID/IBAX)/amomuneBas
dobra). 1 wiu 2 GnucTepa ¢ IMCTKOM-BKIIA/IBILIEM B KAPTOHHOH KOpoOKe.

15 TabneToK, MOKPHITHIX IUIEHOUHOH O00O0JIOYKOH, B onucrepe (MBXAT/TIBAX) antoMuHueBast
donbra). 2 unu 4 6IMCTEPa C TUCTKOM-BKJIA/IBIIEM B KAPTOHHOH KOpoOKe!

06.07.2023 r. BY crp. 16 u3 17



6.6 OcobObie  MepbI NPeJOCTOPOKHOCTH  TIPH yﬂuqrome}‘gﬁni'f’,“H‘,u"(:,‘l.]i(_im;:sm‘saﬂﬂoro
JeKapCTBEHHOr0 Tpenapara HJIH  OTX0/0B, MOy YEHHBEX, ., I0CdIe -/ HPHMEHEHUA
JeKapCTBEHHOTO MpenapaTa uid paboThbl ¢ HUM. Pecrry6xukn DeTPPT

Het oco6pIx TpeOOBaHHUH K Y THITH3ALUH.

Bech OCTaBIIHMICS JIEKAPCTBEHHBIA IIPENapaT U OTXOMbI CIEAYeT YHHYTOKHUTH B yCTaHOBJICHHOM

TOPSIIKE.

6.7  YcaoBus OTImyCKa
[To peuenty Bpaya.

7. JEPXATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSI
KPKA n.1., HoBo Mmecto, IlImapbertka necra 6, 8501 Hoso mecTo, CiioBeHus

IpeacraBuTeb AePKATE/IsI PETHCTPALHOHHOIO YI0CTOBEPEHHUs B Pecny6niuke benapycs

[TpeacTaBUTENBLCTBO AKIIHOHEPHOTO O6mectea «KRKA, TOVARNA ZDRAVIL, D. D.,, NOVO
MESTO» (Pecry6nuka Crosenns) B PecmyGnuke benapycsb: yi. @HIMMOHOBA 25T, oduc 315,
220114, r. Musck, Pecny6muka Benapycs, Ten/daxc: +375 740 740 9230, E-mail: info.by@krka.biz.
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