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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

1O MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

BAJICAPTAH-AJINYM

HAaMMCHOBAHUC JICKAPCTBCHHOI'O IIpCIiapara

PerncrpanuonHblii HoMep

Toprosoe HaMMeHOBaHUE

BAJICAPTAH-AJINYM

MexayHapoaHoe HelaTEeHTOBAHHOE HAUMEHOBaHH e

Bancapran

JlekapcTBenHas popma

TabyieTKu, MOKPHITHIC INIEHOYHOW 000JI0YKOM

CocraB

1 maénemxka, nokpvimasn naeHOYHOU 000J104YKOU, COOEPHCUM:

Oeticmsyrowee geuyecmao. Bacaptad 40 mr/80 mr;

6Ccnomozamenvhble Geujecmea: TEUTI0N03a MUKPOKPUCTA/UITMYECKas, JIAKTO3bl MOHOTHIpAT,
KapOOKCHMETHJIKpaxMaj HaTpus (HaTpus  Kpaxmaja TJUKOJAT), IIOBHUJIOH, HATpUs
naypwicyyib(ar, MarHus CTeapar;

6CnOMO2amenvhble ewecmsd 0Jisk 000JI0UKIL:

- qusa jgo3upoBkd 40 Mr: rotoBas cMmech AN TUICHOYHOW OOOJNIOYKH JKenTas [ChupT
MOJNMBUHUIIOBBIN, Makporon 3350 (momudTmneHrnukonb 3350), Tanbk, TUTaHA TUOKCH,
KpacUTENb Keje3a OKCUJT KENThINA, KPAaCUTENh Kejle3a OKCHJT KPACHBIN, KPACUTEIh Kejle3a OKCH/T
YEPHBIi];

- 1t go3upoBku 80 Mr: roToBas CMeCh A IUIGHOYHOM OO0OJOYKHM pO30Bas [CHOHUPT
MOJNMBUHUIIOBBIN, Makporon 3350 (momudTmieHrnukonb 3350), Tanmbk, TUTaHA JTUOKCHI,
QTIOMUHHMEBBIM JITaK Ha OCHOBE KPACUTENSI OYapOBATEIIHLHOTO KPAcHOTO, aTIOMUHHMEBBIM JIaK Ha
OCHOBE KpacuTessi a3opyOnHa, aIIlOMUHUEBBIN JIaK HAa OCHOBE KPAaCHUTENsI COJIHEYHOIO 3aKara
JKEITOro].

Onucanue

Kpyribie nBOSKOBBITYKIIbIE TaOJIETKH, TOKPHITHIE MJICHOYHONH O0O0JIOYKON KOPUUHEBO-KEITOTO
nBera (pu go3upoBke 40 mr) wiau po3oBoro nsera (mpu go3upoBke 80 mr). Ha momepeunom
paszpese sApo OeIoro WK MouTH O6eNoro 1BeTa.

dapmakoTepaneBTHYecKas rpynmna: anruoreHsuna |l peuenropos 6mokaTop.

Kox ATX: CO9CAO03
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Dapmakoounamuka
Bancapran — axTHBHBIH crneun(UYEeCKUd AHTArOHUCT PEUENnTOpoB aHruoreHsuHa I,

npeIHa3HauYeHHbIH A7 mpuemMa BHYTpb. M30upatensHo Onokupyer peuentopsl moarumna ATy,
KOTOpBIE OTBETCTBEHHBI 32 d(dekThl anrnorensuna Il. Crnenctuem 6iokansl ATi-penentopos
ABJSETCS IOBBIIICHHUE IUIA3MEHHOW KOHILIEHTPAaUMUHM aHrMoTeH3uHa II, KOTOpbIA MOXKET
CTHUMYJIMpOBaTh He3almokupoBaHHble ATz-penentopel. Bancapran He mMeeT CKOIbKO-HUOYAb
BBIPQKEHHOW AaroOHUCTHUYECKOM aKTUBHOCTHM B oTHomeHuu ATi-penentopoB. CpoacTtBo
BajicapTaHa K penentopam mnoaruna ATi: mpumepHo B 20 000 pa3 BeIe, yeM K perenTopam
noaruna ATz, OTCyTCTBYIOT JJaHHBIE O TOM, YTO BaJicCapTaH B3aUMOJICHCTBYET WJIM OJIOKUPYET
JIpyrue TOpMOHAJIbHbIE PELENTOpPbl WM HOHHBIE KaHajlbl, UMEIOUIME Ba)KHOE 3HAYCHHUE B
perynsauuu GyHKIUN cepeuHO-COCYTUCTON CUCTEMBI.

Bancapran nHe uHruOupyer anruoreHsuHnpenpamatomuii gepment (AIID), Takxke M3BECTHBIN
Kak KuHMHa3a II, xoTopbll mnpeBpamaer aHruoTreH3uH | B aHruoreHsuH Il u BeI3BIBaeT
paspyuienue OpaJMKMHUHA, YTO YMEHBIIAET BEPOATHOCTh BO3HUKHOBEHUS KAl MPH IpPUEME
BajicapTaHa. B cpaBHUTEIbHBIX KIMHUYECKHUX UCCIIEOBAHMSIX BajicapTaHa ¢ mHrubutopom AIID
4acToTa pa3BUTHS CyXOro Kamuisi Opuia goctoBepHo Huxe (p < 0,05) y manueHToB, MOTy4YaBIIMX
BasicaptaH (y 2,6 % manueHToB, MOJYYaBIIUX BajcapTad, u y 7,9 %, moaydaBIIMX WHTHOUTOP
All®). B kIMHUYECKOM HCCIEAOBAaHUU YAaCTOTA Pa3BUTHS CYyXOrO Kaluli HPU NPUMEHEHUU
BajicapTaHa W THUA3UJIHOTO JUYpeTHKa Yy TMAalUeHTOB C CyXUM KamnuieM Ha (QoHe
npezmecTytouiei tepanuu uHruoutopom AIID cocrasuna 19,5 % u 19,0 % cooTBeTcTBEHHO
110 CpaBHEHUIO ¢ 68,5 % manueHToB, KoTopbie noayvain uHruoutop AIlD (p < 0,05).
Ilpumenenue npu apmepuanbHoll cunepmensuu y nayueHmos cmapuie 18 nem

ITpu neyeHnn BajcapTaHOM IALIMEHTOB C apTEPUAIILHON T'MIIEPTEH3UEH OTMEUAETCsl CHU)KEHUE
aprepuanbHoro AasneHus (AJl), He CONPOBOXKIAIOIIEECS W3MEHEHMEM YacTOThl CEepJeUHBIX
cokparmenuii (UCC).

[Tocne mpumeHeHMs] BHYTpb pa30BOM [03bl Mpenapara y OOJBIIMHCTBA MAlMEHTOB Haydajo
AQHTUTUIIEPTEH3UBHOTO JecTBUS HaONI0/1aeTcsl B TEUEHHE 2 4acoB, a MAaKCUMAJIbHOE CHIKEHHE
AJl nocturaercst B mpezaenax 4—6 yacoB, coxpanstoieecs: 6onee 24 uacos. IIpu moBropHOM
IIPUMEHEHUHU BajcapTaHa MaKCUMallbHOe CHIKeHue AJl, BHE 3aBUCUMOCTH OT NMPUHATON J03BI,
OOBIYHO JTOCTHUTAeTCs B Impejaenax 2—4 Helenb U MOANEP>KUBAETCS Ha JOCTUTHYTOM YPOBHE B
X0l JUIMTENBHOW Tepanuu. B cioydae OZHOBpEMEHHOrO NIPUMEHEHHs BajcapTaHa C
TUAPOXJIOPOTHUA3H]IOM JTIOCTUTAETCSI TOCTOBEPHOE JAOIOJIHUTENBHOE CHIDKEHNE A/l

Pe3koe mpekpaieHre NpUMEHEHHUs BajcapTaHa HE CONPOBOXKIAETCS 3HAUYUTEIbHBIM

noBbIIeHneM AJl WM ApyrMMHU HEXeNaTeIbHBIMA PEaKUsIMU. Y MAlMEHTOB C apTepHUATBHON
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160-320 mr, oTMeuaeTcsi 3HaYUTENbHOE CHUKEeHUE ipoTtennypun (36—44 %).

IIpumenenue nocie ocmpozo ungapkma muoxapoa y nayuenmog cmapuie 18 rem

ITpy mpumeHeHuM BajcapTaHa B TeUCHHE 2 JIET y NAILMEHTOB, KOTOpPbIE HAa4yald MPUHHUMATh B
nepuox oT 12 u po 10 pgHEl mocine TEPEeHECEHHOro OCTpPoro WHQapKTa MHOKapaa
(OCIIO’)KHEHHOTO JIEBOXKEITYI0YKOBOM HEIOCTATOYHOCTHIO W/WIIM CHUCTOJIMYECKOH nuchyHKuuen
JICBOTO KENyJI0YKa), CHIDKAIOTCS TOKa3aTeldu oOIeil CMEpTHOCTH, CEpAeYHO-COCYIUCTOM
CMEPTHOCTH M YBEIMYUBACTCA BpeMs JO IEpPBOH TOCHUTAIU3ALUM IO IMOBOJY OOOCTpEHMS
TEYEHUS] XPOHUYECKOM CepAEeYHOW HEAOCTATOUYHOCTH, IIOBTOPHOrO HH(papKTa MHOKapna,
BHE3aITHOH OCTAHOBKH CepAlla U MHCYyIbTa (0e3 jeranbHOro Mcxona). [Ipoduns 6e3onacHoctu
BaJicapTaHa y MAaIMEHTOB C OCTPHIM MH(PAPKTOM MHOKapAa CXOJEH C TAaKOBBIM IPU JPYTUX
COCTOSIHUSX.

Xponuueckas cepoeunas nedocmamoynocms (XCH) y nayuenmoe cmapuie 18 nem

[Tpu npumMeHeHun BasicapTaHa (B cpeiHel CyTOYHOU Jj03€ 254 Mr) B TeueHue 2 JIeT y NallMeHTOB
¢ XCH II (62 %), 111 (36 %) u IV (2 %) dbyHkuroHampHOTro Kiacca mo kiaccudukanmu NYHA ¢
dpaxmueii BeiOpoca neBoro xenyaouka (JIXK) menee 40 % W BHYTPEeHHHM AMACTOIUYECKUM
muamerpom JDK Gonee 2,9 cM/M?, HOMydAIOMUX CTAHIAPTHYIO TEPAIHIO, BKIIOYAs HHIHOHTODHI
AII® (93 %), muypetuku (86 %), murokcun (67 %) u Oera-agpenobnokaropsl (36 %),
OTMEUaeTCsl JIOCTOBEpHOE CHmkeHue (Ha 27,5 %) pucka TOCHHTAIU3ANUUA 110 TOBOAY
oboctpenus Teuenuss XCH.

VY mnauueHTOB, He MoyyyaBIIUX MHrHOUTOpHl AIID, OTMeuaeTcs 3HAYUTETbHOE CHHUXKEHHE
nokazatenst obmeit cmeptHoctd  (Ha 33 %), cCepAeUHO-COCYIUCTOM CMEPTHOCTH U
3a0oneBaeMocTH, cBsizanHON ¢ XCH (Bpemst 10 HAacTyIUIEHHs IIEPBOTO CEPAECYHO-COCYTUCTOIO
COOBITHS), KOTOPBIE OLIEHUBAIOTCS IO CIEAYIOIIMM MOKa3aTelsiM: CMEpTh, BHE3aIHasi CMEPTh C
IOPOBEIEHUEM pEaHUMalluM, TOCHUTaJIM3alMs 1o TMoBoay oboctpeHus teueHuss XCH,
BHYTPHBEHHOE BBE/ICHUE MHOTPOITHBIX WM COCYAOPACHIMPSIONINX MPENapaToB B TCUCHUE 4 WIIH
Oosiee yacoB Oe3 rocniuranu3aimu (Ha 44 %). B rpymme nanueHToB, Moy4YaroniX HHTrHOUTOPHI
AIl® (6e3 Oera-agpeHoO70KaTOPOB), Ha (OHE JIeYeHHs BaJcapTaHOM He HalmonaeTcs
CHIDKEHMs TOoKazaTesiss oOmied CMEepTHOCTH, OJHAKO YMEHBIIAIOTCS MOKa3aTelau CepllevHo-
COCYAMCTON CMEPTHOCTH U 3abojieBaeMocTH, cBsizanHOH ¢ XCH, Ha 18,3 %.

B nenom npuMmeHeHue BajicapTaHa NPUBOANUT K YMEHBIICHUIO YUCIIa TOCIUTAIN3AINN 110 TTOBOAY
XCH, 3amemienuto nporpeccupoBanust XCH, ynyumenuto ¢pynkuuonansHoro kinacca XCH o
knaccupukanun NYHA, ysenuueHuto ¢pakiuu BbIOpoca JI€BOIO JKENYA0YKa, a TaKkkKe
YMEHBIICHUIO BBIPOKEHHOCTH TPU3HAKOB W CHMIITOMOB CEpJCYHOW HEIOCTATOYHOCTH H

YIIyYILIEHUIO Ka4yeCcTBa KU3HU 110 CPAaBHEHUIO C TUIaneoo.
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MONIEPAHMHOCIU K 2TIIOKO3€
[Ipn npuMeHEeHWM BaJicapTaHa W W3MEHCHHH 00pa3a JKU3HH OTMEYajloCh CTaTUCTHYECKU
JIOCTOBEPHOE CHIDKEHHE PHCKa Pa3BUTHs caxapHOro auabera y JaHHOM KaTeropuu MaIleHTOB.
Bancapran He oka3blBajl BIUSHUS Ha YacTOTY JIETAJbHBIX HCXOJOB B pe3ysbTaTe CEpAeYHO-
COCYIIUCTBIX COOBITHH, MH(papKTa MHOKapJa W HMIIEMHYECKHUX aTak 0e3 JeTaJbHOro HCXO[a,
HA TOCHUTAIM3AIMUUA [0 TPUYMHE CEPACYHOM HEJOCTATOYHOCTH WM HECTaOWIBHON
CTEHOKapNH, apTepruaibHON PeBaCKYJISIpU3alUH, Y TAIIHEHTOB C HApYIIEHHEM TOJIEPAHTHOCTH K
[JIIOKO3€ W apTepuaibHON THIEpTEH3UEH, OTIMYAIOIIMXCS MO BO3pPACTy, MOy MU PacoBOU
MPUHAIJICKHOCTH.

Ilpumenenue y Oemeti u noopocmkog 6 eospacme om 6 0o 18 nem npu apmepuanbHol
eunepmeH3uu

VY nereil u mMoApPOCTKOB B BO3pacTe OT 6 a0 18 yer BasicapraH oOecrneunBaeT J10303aBUCHUMOE,
maBHoe cHuwkenne AJl. Ilpy mpumeHeHHHM BajicapTaHa MakcUMalbHOE cHUxkeHue AJl, BHe
3aBUCHUMOCTH OT MPHHSITON JT03bI, OOBIYHO JOCTUTASTCS B TEUCHUE 2 HENEIb U TOICPKHBACTCS
Ha JIOCTUTHYTOM YpPOBHE B XO/JI€ JJIUTEIBHON Tepanuu.

DapmakoKkunemukxa

Bcacvisanue

[Tocie npuema BHYTphr MakcuMmaiibHas KoHieHTpamus (Cmax) BajcapTaHa B IIa3Me KPOBHU
nocturaercs B TeueHue 24 wuyacoB. CpenHsas abcomoTHas OuomoctynmHocth 23 %.
[Ipu mpuMeHeHNUH BajicapTaHa C MUIIEH TUIOIIab MO KPUBO# «KOHIIeHTparus — Bpems» (AUC)
yMmeHbImaercss Ha 48 %, XOTs, HauyMHas MPUMEPHO ¢ 8-ro Yaca TOcCie TpHUeMa BajcapTaHa,
KOHIIEHTpAIWs BaJICApTaHa B TIa3Me KPOBH KaK B Cllydae IMpUeMa ero HaTOIaK, TaK U B CIIydae
npuemMa C nuiei, onuHakoBas. YMenblieHue AUC TeM He MeHee He COIMPOBOXKIAETCS
KIIMHUYECKH 3HAUMMBIM CHUKEHHEM TepaneBTUYeCKOro 3¢ddexTa, modToMy BajicapTaH MOXKHO
MIPUHUMATH HE3aBUCUMO OT BPEMEHH MTPHEMa TTHTITH.

Pacnpeoenenue

O6bem pacmpenenenust (Vg) BajcapTaHa B TEPUOJI PABHOBECHOTO COCTOSIHHSI IOCIIE
BHYTPUBEHHOTO BBEACHHS COCTaBISLI OKOJIO 17 J1, YTO yKa3bIBaeT HA OTCYTCTBHE BBIPAKEHHOTO
pacripesiefieHusl BajcapTaHa B TKaHsAX. BajicapTaH B 3HAYMTEBHOW CTETICHH CBSI3BIBACTCS C
OenmkamMu CHIBOPOTKH KpoBH (9497 %), MpenMyIIeCTBEHHO C albOYMHUHAMH.

Memabonusm

Bancapran He moaBepraeTcs BepaxkeHHOMY MeTabonmu3my (okoso 20 % IpUHATON BHYTPH JTO3BI

ompenensieTcss B BUAEC METa0OJHUTOB). [ MAPOKCHIBHBIA META0OIUT OIpEAeNseTcss B ITUIazMe
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(dhapMaKoIOTUIECKN HEAKTHBEH.

Buviseoenue

Bancapran BeiBoguTcs aByxdasHo: a-(aza ¢ nepuonom nonyBbiBeneHus (Ti2q) mMenee 1 4 u
B-tdaza ¢ Tip okono 9 yacoB. Bancapran BHIBOAMTCS B OCHOBHOM B HEM3MEHEHHOM BHUJIE Yepes
kuieyHuk (okoso 83 %) m mnoukamu (okoso 13 %). Ilocie BHYTPUBEHHOTO BBEIEHUS
TUTa3MEHHBIA KIMPEHC BaJiCapTaHa COCTABISACT OKOJIO 2 JI/4 M €ro IOYEYHBIH KIUPEHC
cocrasnsieT 0,62 51/4 (okom0 30 % oOuiero knupeHca). Ti/2 BajgcapTaHa cocTaBisieT 6 4acosB.
DapmakoKuHemuKa y omoeabHblX ZPYRN NAUUEHNO08

Tayuenmvr ¢ XCH

Y [aHHOW KAaTeropuH MAIMEHTOB BpeMsi MOCTIKEHUS Cmax M T12 CXOIHBI C TaKOBBIMH Y
3n10poBbix 100poBobiieB. [loBbimenne AUC U Cmax OpsIMO MPOMOPIHOHANIBHO YBEIHUEHUIO
no3bl npenapara (¢ 40 mr 1o 160 mr 2 pasa). @akTop KyMyJslUUA COCTaBIseT B cpeaneM 1,7.
[Ipn mpueme BHYTph KIUPEHC BajJcapTaHa COCTABWJ NpHOIM3UTENBLHO 4,5 n/dac. Bospacr
nanrenToB ¢ XCH He oka3bIBajl BIUSHUS HA KIMPEHC BajcapTaHa.

Iayuenmsi 6 6o3pacme cmapuie 65 nem

Y HEKOTOpBIX MAlMEHTOB B BO3pacTe cTapiie 65 JeT cucTteMHas OMOJOCTYMHOCTh BajicapTaHa
BBIIIIC TAKOBOW y IMAIIMEHTOB MOJIOJIOTO BO3PACTa, OJHAKO HE UMEET KIIMHUYSCKOTO 3HAYCHUSI.
THayuenmor ¢ HapyweHuAMU DYHKYUU NOYEK

Koppemsiiust  mexny ¢GyHKOMEH TMOYeK W CHUCTEMHOM OMOJOCTYNHOCTBHIO —BalicapTaHa
OTCYTCTBYET. Y MAIMCHTOB C HapylICHUSAMHU (GYHKIUH TMoYek U kiaupeHcoM kpearuruHa (KK)
6osee 10 MiI/MUH KOppEKIIMH 03Bl TIpenapara He Tpebyercsa. B HacTosiee Bpemsi HE UMEETCs
JAHHBIX O TMPUMEHEHWHM Y IMalMEeHTOB, HAXOMANIMXCS HA reMojuanm3e. Baicapran wnmeer
BBICOKYIO CTENEHb CBS3bIBaHHUS C O€lKamMH TIJa3Mbl KPOBH, TMOITOMY €ro BBIBEJCHHE IPHU
reMOIalIi3e MaJIOBEPOSITHO.

llayuenmul ¢ napywenusmu hynKyuu neveHu

Y manmueHToB ¢ JITKUMH M YMEPCHHBIMU HApYIICHUSMH (DYHKIMH TIEYCHH OTMEYaeTCs
noBeieHne o6uogoctynmHoctd (AUC) Baicaptana B 2 pa3a MO CPaBHEHHIO CO 3J0POBBIMHU
nobpoBonbiiamu. OnHako He HabmogaeTcss kKoppensuuu 3HadeHuid AUC BaicapTana co
CTCTICHBIO HapyIIeHUs (YHKITUH ITCUCHHU.

[IpuMmeHeHMe mpemnapara y MAlUEHTOB C TOKEIBIMH HapyMICHUSAMH (QYHKIUW TICYCHU HE
U3y4alioCh.

Jemu u noopocmku 6 so3pacme om 6 0o 18 nem

DapMaKOKMHETUYECKUE CBOMCTBA BajcapTaHa y AETEH U MOAPOCTKOB B Bo3pacte oT 6 10 18 et

HE OTJINYAIOTCS OT (hapMaKOKMHETHYECKUX CBOMCTB BajicapTaHa y MallMeHTOB cTapiie 18 ner.
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Bspocnvie

ApTtepuanbHasi TMIEPTEH3HSL.

Xponnueckass cepaeunas HemoctatogHocTh (II-IV  (QyHKIMOHANBHBIA KIAcc TI0
knaccupukanun NYHA) y B3pocibIX NAIllMeHTOB, TMOIYYaOIUX CTAHIAPTHYIO TEPAIHIO
OJTHUM WJIM HECKOJBKHMH TMIperapaTtaMu M3 CIEeIYIomUX (papMaKoTeparneBTHUYCCKUX
IpyNIl: JUYPETHKH, CEplCUHble TINIMKO3WIbl, a Takke HMHruoutopsl AIID umm Gera-
azpeHobsokaropsl. [IpuMeHeHne Kax0ro u3 NepeyruciIeHHbIX NpenapaToB He sBISETCA
oOs3arenpHbIM. OueHka coctosHusa mnauueHToB ¢ XCH pomkHa BKIIOYATh OLEHKY
(YHKINU TTOYEK.

Jlisl OBBIIIEHUST BBDKMBAEMOCTH IALIMEHTOB IOCJIE MEPEHECEHHOT0 OCTPOro MHGpapKra
MHOKAap/a, OCJIOKHEHHOT O JIEBOXKEITY JOUYKOBOU HEJIOCTATOYHOCTHIO W/1m
CUCTOJINYECKON AMChYHKIMEH JIeBOrO IKelyJouyka, IpU HAIWYMM CTAaOUIIBHBIX

roxkasareJjieit Ir'¢eMOJHMHAMHKH.

Jemu u noopocmku

ApTtepuanbHasi THIEPTEH3Us y IeTel U OAPOCTKOB B Bo3pacTe oT 6 10 18 jer.

Hponmonoxawmm

[ToBbIlIeHHasT YyBCTBUTEIBHOCTh K BaJICApTaHy WM JIOOOMY IPyromMy KOMIOHEHTY
npernapara.

bepeMeHHOCTS, TepHO TPy THOTO BCKAPMITUBAHHSI.

Tsokensle HapymieHus ¢GyHKuu nedeHu (6onee 9 OamnoB mo mkane Yaitng—IIsio),
OWJIMApHBIN ITUPPO3 U XOJIECTa3.

OnHOBpeMEHHOE TPHUMEHEHHE C AQUCKUPEHOM U TpernapaTaM, COJAEpKalluMu
QIMCKUPEH, Y TAlMEHTOB C CaxapHbIM JMA0ETOM W/WIH HapylmieHHeM (QYHKIUHU MOYeK
cpemHedl W TSDKENOW cTeneHH  (CKopocTh  KiyOoukoBoit  ¢umbrpammu [CKO]
< 60 mu1/Mun/1,73 M? MIOMAAN TOBEPXHOCTH TeNa).

OnHOBpeMEHHOE TpPHUMEHEHHEe C HMHTHOWTOpaMH  aHTHOTEH3WHIIPEBPAIIAIOIIETO
depmenta (AIID) y nanmeHnToB ¢ AuadbeTndeckoii HedponaTuei.

Bospact no 6 ner — mo mokazaHWIO «apTepualbHas THUMEPTEH3Us», A0 18 mer —
0 JAPYTUM IOKa3aHUSIM.

B cocraB mpemapara BXOIUT JIaKTO3bI MOHOTHIpPAT, TOATOMY Mpemapar He CieayeT
NPUMEHSTH TP HETIEPEHOCUMOCTH JIAKTO3BI, IE(HUINTE JIAKTa3bl, TIFOK030-TaTaKTO3HOM

Majba0dCcopOIuy.
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C 0CTOpPOXKXHOCTHIO

Crnenyer cobmogarh 0coOyl0 OCTOPOXKHOCTh IpPH NPUMEHEHUH IIpernapara y IalueHTOB ¢
HACJIC/ICTBEHHBIM aHTHOHEBPOTHUYECKHUM OTEKOM JINOO aHTMOHEBPOTHUECKHUM OTEKOM Ha (hoHE
NPEIIIECTBYIONICH Tepanuy aHTaroHucTamMu penentopoB anrmorensuHa Il (APA 1) wmm
uHruouTopamu AIID.

Bancapran HE00X0IMMO MPUMEHATH C OCTOPOKHOCTBIO TPU JIBYCTOPOHHEM CTEHO3€ IMOYEYHBIX
apTepuii, CTEHO3€ apTEepUM EIUHCTBEHHOW IIOYKH; IIEPBHUYHOM TUIEPAIbAOCTEPOHU3ME,
IpU COOJIIOJJICHUN JIUeThl C OrpaHUYEHUEM NOTPeOJICHUs MOBAapEHHOW CONM; MPU COCTOSHUSAX,
COIIPOBOXKIAMOIUXCA  JAeQUUUTOM HATpusi B OpraHu3Me W/WIM CHHXKEHHEM o0beMa
UPKYJIMPYIOLIEH KpOBH (B TOM 4Mcie auapes, ppota); y namuentoB ¢ KK menee 10 mu/mus,
y manueHToB B Bo3pacte oT 6 1o 18 ner u KK menee 30 mi/mMuH, B TOM 4Hcie HAXOIAIUXCS HA
reMo/iaiu3e, C JISTKUMM M YMEPEHHbIMHU HapyLICHUSAMH (YHKIMM MEYEeHH OWIMapHOIO U
HeOMIMapHOTO TeHe3a O0e3 sBieHW xonecraza (< 9 OammoB mo mkane Yaina—IIsio);
y nanuenToB ¢ XCH I1-1V ¢ynkuuonansHoro knacca (mo NYHA), ¢yHKIus modek KOTOPhIX
3aBUCUT OT cocTossHug PAAC, MUTpaJIbHBIM WM AOPTAJbHBIM CTEHO30M, THIEPTPOPUUECKON
OOCTPYKTHBHOH KapMOMHONATHEN, a TAKXKe y MAI[MEHTOB M10CJIe TPAHCIIJIAHTAI[MH [TOYKH.

C 0OCTOPOXXHOCTBIO OCYILIECTBIATh OJHOBpeMeHHoe nmpuMmeHeHne APA I, Bkirouas BajcapTa,
C JIpyTUMHU CpEICTBaMH, WHTHOUPYIOIIMMH PEHUH-aHTMOTEH3UH-AJIbIOCTEPOHOBYIO0 CHCTEMY
(PAAC), rakumu kak uHrnOouTOpsl AII® nm anuckupe.

IIpuMeHeHne Npu 6epeMEHHOCTH M B IEPHO/ I'PYIHOI0 BCKAPMJIMBAHHUSA

bepemennocms

Kak u ana moboro npyroro mpemnapara, okasbiBatoniero BiausiHue Ha PAAC, npumeHeHue
BajicapTaHa IPOTUBOMNOKA3aHO TMpH OEpeMEHHOCTH. YUHUTHIBAas MEXaHHU3M JeHcTBUSA
AQHTaroHUCTOB penenTopoB aHruoteHsuHa |Il, Hemp3s UCKIIOUUTH pHUCK U IUIOAA.
[Tpu nnaHupoBaHUU OGEPEMEHHOCTH PEKOMEHYeTCsl IEpEeBECTH MAallMEHTKY Ha allbTepHAaTHBHYIO
TUIIOTEH3UBHYIO TEPANHIO C yUYE€TOM NMpoduiis O0€30MacHOCTH, 3a UCKIIIOUEHUEM CITyyaeB, KOraa
neuenne APA II cuutaercs HeoOXxonuMmbIM. B ciyuae ecinu GepeMeHHOCTh TMAarHOCTUPOBaHA B
Nepuoj, JIEYEHHs BaJCapTaHOM, €ro CleIyeT OTMEHMTh KaK MOXKHO paHbllle U TpHU
HE00XO0IMMOCTH HayaTh aJIbTEPHATUBHOE JICYEHHE.

UzsectHo, uto seuenne APA II Bo II u III Tpumectpe GepeMEeHHOCTH BBI3bIBA€T PAa3BUTHE
detorokcuyeckux dpdexkToB (HapymeHue GYHKIUU TOYEK, MallOBOJME, 3aMe/JIeHUe
OKOCTEHEHHUsl KOCTeW uepena Iulofla) M HEOHaTaJbHble TOKcHYecKue 3(PQexTrl (moyeuHas
HE/I0CTaTOYHOCTh, apTepuaibHas TUNOTeH3Us, runepkanuemus). [Ipu npueme Oi0kaTopoB
penentopoB anruotreHsuHa Il Bo II TpumecTpe OepeMEHHOCTH pPEKOMEHIYyeTCs MPOBEACHUE

YJIBTPAa3BYKOBOT'O O6CJ'ICI[OB3.HI/ISI (I)YHKI_II/II/I MOYEK U COCTOSHUS KOCTEH qcpelia 1ioaa.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

OTHOCHUTEJIBHO Pa3BUTHS apTEPUAIBHON TUIIOTEH3HUH.

Ilepuoo epyonozo éckapmausanus

HewnsBecTHo, BbIIENsAETCA 1M BajcapTaH B IpyJIHOE MOJIOKO. IIpumeneHnue npemnapara B nepuon
KOPMJIEHUS TPYAbIO IPOTUBOIOKA3aHO.

DepmunbHocmo

OTCyTCTBYIOT JaHHBIC O BIMSHHUM Npernapara Ha (epTUIbHOCTh yenoBeka. [Ipu uccnenoBanuu
Ha J)KUBOTHBIX He Ha0M0a10¢h 3¢ (HEeKTOB BO3/IEHCTBUS BajicapTaHa Ha (hepTHIIbHOCTD.

Cnoco0 npuMeHeHMsI U 103bI

BuyTpb, HE pa3xeBbIBasi, HE3aBUCUMO OT IpUEMA IUIIHM, 3alMBasi JOCTaTOUHBIM KOJIMYECTBOM
BOJIBI.

B3pocabie

Apmepuanvrnas cunepmensus

Pexomennyemas nos3a BancapraHa cocraBisieT 80 mr 1 pa3 B CyTKH, BHE 3aBHUCHUMOCTH OT
pacoBoil TMpPHHAICKHOCTH, BO3pacTa M II0JIa TAlWeHTa. AHTUTHIIEPTEH3UBHBIH 3(PQPeKT
OTMEYaeTCsl B MEpBbIC 2 HEAENH JeUeHus, MaKCUMaJIbHbINA (D (PeKT pa3BuBaeTcs yepe3 4 Heelnu.
TeM mamueHTam, y KOTOPBIX HE YyJNaeTcs AOCTUYb aJIeKBATHOI'O TEPAINEBTUYECKOTO OTBETA,
CyTOYHasl J|03a Mperapara MOXKET ObITh MOCTENEHHO yBeiaudeHa /10 320 Mr uiam HEoOXOIUMO
JIOTIOJTHUTEIbHO IPUMEHSITh TNYyPETUUYECKUE CPENICTBA.

Basicaptan MOeT Takke PUMEHSTHCS C IPYTUMH AaHTUTUIIEPTEH3UBHBIMU MpErapaTaMu.
XpoHnuueckas cepOeunas He0OCMamo4HOCHb

Pexomennyemas HauanbHas 1o3a BajcapraHa coctaiser 40 mr 2 paza B CyTKU. YBEJIUYEHHE
o361 10 80 mr u 160 mMr 2 pa3za B CyTKH JOJKHO TMPOBOJMTHCS JI0 MaKCUMAJIbHOW [O3HI,
nepeHOoCUMON marueHToM. IIpu 3ToM MOXKeT MOTpeOOBaThCsl CHUKEHHE J103bl OJHOBPEMEHHO
IIPUHUMAEMBIX JUYPETUKOB. MakcuMaibHas CyTouHas 103a cocrasiseT 320 Mr B 2 npuema.
Onenka cocrosiHus nanueHToB ¢ XCH nomkHa BKITIOYaTh OLUEHKY (PYHKIIUH ITOYEK.

s noevluienus vlocUBACMOCIU NAYUEHMO8 NOCIe NEePeHeceHHO20 OCmpo20 UHGapkma
Muokapoa

Jleuenue cnenyer HauyuMHAaTh B TedyeHHE 12 4 mocie MEepeHEeCeHHOTro WH(papKTa MHOKap[a.
HawanmpHast mo3a Bancaprtana coctabiser 20 mr (Y2 tabmetkm 40 mr) 2 paza B cytkw. s
o0ecreyeHrs yKa3aHHOTO peXXHMa JO3UPOBaHUS MPU HEOOXOAMMOCTH MPUMEHEHHsI BajicapTaHa
B no3e 20 Mr cregyer HasHayaTh Ipenaparbl BajicapTaHa JApYTHUX [POU3BOAMUTEIEH B
JekapcTBeHHOH popme «rabnetku, 20 mr» uinu B popme tabnerok, 40 mr ¢ puckoii. [loBbimenue
1036l MpoBOUTCS MeToaoM TuTpoBaHus (40 mr, 80 mr, 160 mMr 2 paza B CyTKH) B TE€UCHHE

HECKOJIbKUX MOCIIEYIOMINX HEEIb, 10 JOCTUKEHUS 11eeBOM 103kl 160 Mr 2 pa3a B CyTKH.
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yBenuueHue 1036l 10 80 Mr 2 pasa B CyTKM K KOHIy 2 Henenu JiedeHus. JlocTkeHue
MaKCUMaJIbHOM 11eJIeBOM 7103kl 10 160 Mr 2 pa3a B CyTKM PEKOMEH]IYETCS K KOHILY TPEThEro
Mecslla Tepaluu BajJCapTaHOM. YBEJIMUYEHHE J103bl 3aBUCUT OT NEPEHOCUMOCTH Ipenapara B
HEepUOJl TUTPOBAHMUSL.

B cnywae pa3BuTHs apTepUaJbHOM T'MIIOTEH3UH, CONPOBOXKIAIOIIEHCS KIMHUYECKUMU
NPOSIBJICHUSIMH, WM HApyIIEHUH (DYHKIMHM MOYEK CIEAYeT PacCMOTPETHh BOIPOC O CHMKCHHU
J103bI.

OneHka COCTOSHUS MAlMEHTOB B MEPHOJ] MOCJe NEPEeHECEHHOro MH(apKTa MHOKap/aa J10JKHA
BKJIIOYATh OLEHKY (DYHKIMH MOYEK.

HDI/IMGHCHI/IC Yy 0COOBIX T'PYIIII ITAaITMCHTOB

Tlayuenmui 6 603pacme cmapute 65 nem

Y NOXWJIBIX MALMEHTOB cTapiie 65 JeT KOppeKLUu J03bI penapaTa He Tpedyercs.

Tayuenmoi ¢ Hapywenuamu QyuKyuy novex

VY manMeHToB ¢ HapyIICHUSMH (YHKIUU IMOYEK KOPPEKIMH 03Bl Mpenapara He TpeOyercs.
B Hacrosiiiee Bpemsi He UMeeTCsl JaHHBIX O MpUMEHEHUH mpernapara y nanueHtoB ¢ KK menee
10 mu/MuH.

Tayuenmoi ¢ Hapywenuamu QyHKyuy nevexu

[TatiuenTamM ¢ JIETKUMH WA YMEPEHHBIMU HapyHICHUSAMH (DYHKIIMH TMEUYEHU HEOWIHApHOTO
reHes3a 6e3 SIBJICHHI XoJlecTa3a mpenapaT clieyeT MPUMEHITh C OCTOPOKHOCThIO, CyTOUHAs J03a
HE J0JIKHA npeBbimath 80 Mr.

JleT’ ¥ MOJAPOCTKH

Apmepuanvuas cunepmensus

Macca TeJsa MakcumajibHasi peKOMEH/I0BAHHAasA

CYTOYHAs 1032

> & Kr <35 kr &0 Mr
> 35 kr < 80 kr 160 mr
>80 kr < 160 xr 320 mr

Xponuueckasn cepoeunas HedOCMamouyHOCMb U NePeHeCeH b OCMPbLUL UHGAPKM MUOKAPOA
Bancapran He peKOMEHJOBAaH Ml JIEYEHUS XPOHUUECKOW CEepJACYHOW HEIOCTATOYHOCTH H
MEPEHECEHHOT0 OCTPOro MHGpapKTa MUOKap/Ia y MalueHToB muafime 18 ser.

ITo6ouHoOE AeiicTBHE

y ITAITUCHTOB C apTepHaHLHOfI FHHepTeH3Heﬁ B KOHTpOJ'II/IpyeMI)IX KIIMHUYCCKHUX UCCIICOIO0OBAHUAX

YacTOTa HE)KEJIATEeIIbHBIX SIBIICHHH ObliIa CpaBHHMa C Hnaue60. I[aHHBIC 0 3aBUCUMOCTH 4aCTOTHI
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BaJicapTaHOM, a TaK)Ke I0JIa, BO3pacTa WU PacOBOW MPHHAJICKHOCTH OTCYTCTBYIOT. [Ipoduiib
0e30macHOCTH BajicapTaHa y JieTed U MOJPOCTKOB B Bo3pacte oT 6 10 18 ner ¢ aprepualibHON
TUIepTeH3Uel He OTiInYaeTcs OT npoduis 0e30MacHOCTH BajicapTaHa y B3pOCIBIX MAIlEHTOB.
Huxe mnpuBeneHbl HexkeNnaTeNbHBIC SBIIEHUS, KOTOpPbIE HAONIONAINCh B XOAE KIMHUYECKHX
WCCJICIOBAHMA, a TAKXKE MPU MPUMEHEHHUH MpenapaTa B KITMHHYECKON MPaKTHKE.

UactoTa pa3BUTHS HEXKEIATEIbHBIX SBICHUHM MNpPUBEIEHA B COOTBETCTBHM C KiacCH(HUKAIUEH
BO3: ouens yacto (> 1/10 cirydaes), gacto (> 1/100, o < 1/10 ciyuaes), neyacro (> 1/1000, Ho
< 1/100 caygaeB), peako (> 1/10000, no < 1/1000 ciyuaeB) u oueHb peako (< 1/10000 ciyvaes,
BKIIIOYasi OTAENbHBIC COOOIIeHMs). B mpemenax Kaxaod Tpynmbl, BBICICHHOW MO YacTOTe
BCTPEUAEMOCTH, HEXKETIaTeIIbHBIC SIBICHUS PACTIPEICIICHBI B TOPSIKE YMECHBIIICHUS UX BAKHOCTH.
s Bcex HexenaTelabHBIX SIBICHHUH, BBISBIEHHBIX B KIMHMYECKON MpPAKTHKE U MPH aHAIU3e
1ab0paTOpHBIX TOKa3aTesnel (Y4acTOoTy pa3BUTHUS KOTOPBIX YCTAHOBHTH HEBO3MOXKHO),
UCTIOJIF30BAIACh TPAIallisl «9aCTOTA HEU3BECTHAY.

Ilayuenmut c apmepuanvhoii 2unepmen3ueii

Hapywenus co cmoponul kposu u 1umgamuueckoti cucmemyl: 4aCTOTa HEU3BECTHA — CHIDKEHUE
reMOrJIo0NHA, TeMaTOKPHUTA, HEUTPONEHHS, TPOMOOIIMTONICHHSL.

Hapywenus co cmoponvl uMMyHHOU cucmeMbl. 4aCTOTa HEM3BECTHA — PEAKLIUU MOBBIIICHHOM
YYBCTBHTEIHLHOCTH, BKITIOYAs! CBIBOPOTOYHYIO OOJIC3Hb.

Hapywenus co cmoponvt memabonusma u numauus. 4YacTOTa HEU3BECTHA — IOBBIIICHUE
COJIepKaHus Kalusl B CBIBOPOTKE KPOBH.

Hapywenus co cmoponwl opeana ciyxa u 1abupunma: He4acTo — BEPTUTO.

Hapywenus co cmoponwl cocyoos: 4acTOTa HEM3BECTHA — BaCKYJIMT.

Hapywenus co cmopoHnvl OvixamenvHoU cucmemvl, 0peaHo8 2pyOHOU KIemKU U CPeOOCHEeHUs.
HEYacTO — Kalllellb.

Kenyoouno-kuuieunvie napyuieHus . He4acTo — 00JIb B )KUBOTE.

Hapywenus co cmoponvl neuenu u cenuesblgo0auux nymeti. 4acTOTa HEU3BECTHA — HApYLICHHE
GYHKIIUY TIeYeHH, BKITIOYAas MOBBIIIEHIE KOHIIEHTPAUK ONIMpyOrHa B I1a3Me KPOBH.
Hapywenuss co cmopoHvl Kodcu U NOOKOJMCHBIX MKAHelU: YacTOoTa HEU3BECTHA —
AHTHOHEBPOTUYCCKUH OTEK, OYJUIC3HBIN IEPMATHT, KOXKHASI ChIITb, KOKHBIA 3Y/I.

Hapywenuss co cmoponvt Mmvluieunou, cKelemHou U COeOUHUMENbHOU MKAHU. 4YacToTa
HEU3BECTHA — MUANTHSL.

Hapywenusa co cmoponsl nouek u mMouesvigo0awjux nymelii: 4acCToTa HEM3BECTHA — HAPYIICHUS
(YHKITUH ITOYCK, MTOBHIIICHUE KOHIICHTPAITMN KPeaTHHUHA B CBIBOPOTKE KPOBH.

06WM€ HApyuweHus u peakyuu 6 mecme 66e0¢eH1isl. HeUYacTO — IMOBBIIICHHAS YTOMIIAEMOCTD.
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Ha6JHOI[aJ'II/ICB CJICAYIOUC HCIKCIIATCIIbHBIC ABJICHUS, TPUYNHHO-CJICACTBCHHAA CBA3b KOTOPLIX C
NpUEMOM TIperiapata HE YCTaHOBJCHA: apTpairusi, acreHus, Ooilb B CIHMHE, JHapes,
TOJIOBOKPY)KEHHE, OCCCOHHHUIIA, CHIDKCHHE JMOWI0, TOWIHOTA, Hepudepuueckue OTeKH,
(apUHTUT, pUHUT, CHHYCHUT, UH()EKIIMU BEPXHUX JIbIXaTEIbHBIX IIyTeH, BUPYCHBIC HHPEKIINH.
Iayuenmel, nonyuarouwgue 6ancapman nocie nEPeHECEHn020 0CMPO2o UHGaApKma mMuokapoa
ulunu npu XCH

Hapywenus co cmoponsl Kpogu u JuM@amuyeckou Cucmemvl. 4YacTOTa HEU3BECTHA —
TPOMOOLIUTOICHHSL.

Hapywenus co cmoponvbl uMMyHHOU cucmembl. 4acTOTa HEM3BECTHA — PEAKIMU MOBBIIICHHON
qyBCTBUTEIBHOCTH, BKIIIOUAsi CHIBOPOTOUHYIO OOJIE3Hb.

Hapywenus co cmoponvl memabonuzma u numanus™ . HE4acTo — TUIIEPKATHEMHUSL.

Hapywenus co cmoponvl HepsHOU cucmembl. YacTO — TOJOBOKPYXEHHUE, IOCTypajbHOE
TOJIOBOKPY)KEHHUE; HEYaCTO — 0OMOPOK, TOJIOBHAS OOJIb.

Hapywenus co cmoponvl opeana ciyxa u 1ab6upunma: He4acTo — BEPTHTO.

Hapywenust co cmoponul cepoya’. HE4acTo — YCHICHHE CUMIITOMOB XPOHHYECKOW CepAeqHOMN
HEJIOCTAaTOYHOCTH.

Hapywenusi co cmoponvl cocy0os. 4acTo — BbIpaXCHHOe CHmkeHue AJl, oprocrarmyeckas
THIIOTEH3US, YaCTOTa HEM3BECTHA — BACKYJIHT.

Hapywenus co cmopomnst ovixamenvbHol cucmemsl, 0OpeaHo8 2pyoHOU KIemKU U CpedOCmeHUs:
HEeYyacTo — KallleJb.

JKenyoouno-kuweunvie Hapyuwienus: HE4acTO — TOLIHOTA, JUAPES.

Hapywenus co cmopoHvl neveHu u dcenuedblgoO0swux nymeil. YacToTa HEU3BECTHA —
TIOBBIIIICHUE aKTUBHOCTHU TTIE€YEHOYHBIX ()ePMEHTOB.

Hapywenus co cmopomnsi Kod#cu u NOOKONCHbIX MKaHel: He4aCTO — aHTHOHEBPOTHUECKUH OTEK;
4acTOTa HEU3BECTHA — OYJIE3HBIN I€pPMAaTUT, KOKHASL ChIMb, KOKHBINA 3y,

Hapywenus co cmopoHbl MbluileyHOl, CKelemHol U COeOUHUMENbHOU MKAHU. YacToTa
HEHM3BECTHA — MHAJITHSL.

Hapywenus co cmoponvl nouek u Mouesvbl8oOAWuUX nymeti: 4acTO — HapylleHHe (QyHKIUH
IMMOYECK; HEYACTO — OCTpasd MOoUYCHYHasd HEAJOCTATOYHOCTD, IMMOBLIIICHHUE KOHICHTPAIN KPpCaTHHWHA
B CBIBOPOTKE KPOBH; 4aCTOTA HCU3BECTHA — MOBBIMNICHUEC COACPKAaHNA a30Ta MOUYCBUHEI B IJIa3ME
KPOBH.

Obwue Hnapywenuss u peakyuu 6 Mecme 66e0eHus. HEYaCTO — AaCTCHUS, IOBBIIICHHAS

YTOMJISIEMOCTb.
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pe3ynbTaTaM MOCTMAapPKETHHTOBBIX HCCIIEIOBAHNN.

Takke B XOA€ KIMHUYECKUX HCCIECAOBAHUN Yy MAIlMEHTOB TOCIE MEPEHECEHHOTO OCTPOro
uHpapkra wmuokapna w/wimm XCH nHabmoganuch cienyrolue HeXeIaTelbHbIe SBICHUS,
MPUYMHHO-CJIE/ICTBEHHAs! CBS3b KOTOPBIX C IMPHUEMOM Ipenapara He YCTAaHOBIJICHA: apTpairus,
0onb B JKMBOTE, OOJIb B CHUHE, ACTCHHS, OCCCOHHMIIA, CHIIKCHUE JHMOWI0, HEHUTPOTICHHS,
nepudeprudeckue OTeKu, (GapuHTUT, PUHUT, CHHYCUT, HHQEKIIUNA BEPXHUX JBIXATCIbHBIX MyTCH,
BUPYCHbIE HH(DEKITHH.

Ecnu nobvie u3 yKazauHvlx 8 UHCMPYKYUU HedCelamelbHblX peakyutll ycyeyonaomces uiu Boi
3amemunu Opyeue HedjcelamenbHble peakyuu, He YKA3aHHble 6 UHCMPYKYUU, coodujume 00
Imom epauy.

ITepeno3upoBka

Cumnmomsi. Ilpu nepeno3upoBke BajicapTaHa OCHOBHBIM IMPOSIBICHUEM SIBIISIETCS BBIPAKEHHOE
cHmkenne AJl, KOTopoe MOKET IPUBECTH K YTHETCHUIO CO3HAHUS, KOJUTAIICY /WU IIOKY.
Jleuenue. CUMINTOMAaTHYECKOE JIEUEHHUE, XapaKTEP KOTOPOro 3aBUCUT OT BPEMEHH, IIPOLIEALIETO
C MOMEHTA MpreMa Mperapara, u OT CTEICHH TSXKECTH CUMIITOMOB.

[Tpu ciydaiinoil mepeso3upoBKe CleAyeT BbI3BATh PBOTY (eciu mpernapar OblT NPUHAT HETABHO)
WM MIPOBECTH MPOMBIBAHUE KeNyAKa. B ciyyae BOSHUKHOBEHHUS BBIPAXKEHHOTO CHIDKeHUS A/l B
KauecTBe Tepanmuu HeoOxoaumo BHyTpuBeHHOe BBeaeHue 0,9 % pactBopa HaTpus XJIOpHUA,
MaIlMeHTa CIAEAYET YJIOKUTh, IPUIIOTHSB HOTH, HA HEOOXOIUMBIH /U Tepanuu NepPHo]l BpEMEHH,
NPUHATH AKTHUBHBIE MEPHI MO MOJACPKAHUIO JESITENIbHOCTU CEPAEUYHO-COCYIUCTON CUCTEMBI,
BKIIIOUAsi PETYJSPHBIA KOHTPOJb IESATENbHOCTH Cepllla M JbIXaTeNbHOW CHCTEMbI, 0O0beMa
nupkymupytomeit kposu (OLIK) u konudecTBa BblIEISIEMON MOYH.

B3aumoneiicTBue ¢ IpyruMu JieKapCTBEHHBIMH CPeACTBAMU

VYcraHOBIE€HO, YTO MPU MOHOTEpANUU BaJICAPTAHOM OTCYTCTBYIOT KIMHMYECKH 3HAYMMBIE
B3aMMOJICHCTBHS CO CIEIYIONIMMH JIEKapCTBEHHBIMH CPEICTBAMU: IIMMETUIUHOM, BaphapuHoM,
dbypoceMusioM,  AUTOKCHHOM,  aT€HOJIOJIOM,  HWHJOMETAIMHOM,  THAPOXJIOPOTHAZHUJIOM,
aMJIOJIUTTMHOM, TJIMOCHKIIAMHJIOM.

Heotinas 6noxkaoa PAAC npu npumenenuu ammazonucmog peyenmopog aucuomenzuna I,
uneubumopos AIl® unu aruckupena

OnHOBpEeMEHHOE MPUMEHEHUE aHTAarOHUCTOB PEIenTOpOB aHTHoTeH3uHa |, BKiIrouas Bancapras,
C IPyTUMU CpPeJICTBaMU, OKa3bIBaromnuMu BiusiHue Ha PAAC, cBsI3aHO ¢ MOBBIIIEHHON YaCTOTOM
pa3BUTHS apTEPUATBHONW TUIIOTCH3WH, THUIEPKATUEMHH W W3MEHEHHH (QYHKIMH TOYEeK TIO0

CpaBHCHHIO C MOHOTCpaHHeﬁ. PCKOMeHI[yeTCH MMPOBOAUTH KOHTPOJIb ApTCPUAIILHOTO OaBJICHUA,
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Jpyrue JEKapCTBEHHBIE CPEACTBA, OKa3bIBarouue BiusgHue Ha PAAC.

VY nereil m MOAPOCTKOB apTepHalibHasi TMIEPTEH3US YacTO CBsi3aHA C HapyIICHUEM (PYHKIUH
nouek. JlaHHOM KaTeropum MALKMEHTOB PEKOMEHAOBAHO C OCTOPOXXHOCTBIO IIPHUHHUMATh
BajJiCapTaH OJHOBPEMEHHO C APYTMMH cpencTtBami, Biusomumu Ha PAAC, T. k. 3T0 MOXeT
IPUBECTH K IIOBBIIIEHUIO COJEP)KaHUS Kalus B CHIBOPOTKE KpoBH. CieqyeT IpoBOAWUTH
PETYJSIPHBIA KOHTPOJIb ()YHKIIMHU MTOYEK M COACPIKaHUS KAl B CHIBOPOTKE KPOBH Y MAIIIEHTOB
JTAaHHOU TPyMIIbI.

Hecmepouonvie npomusosocnanumenvuvie npenapamol (HIIBII), exntouas cenekmueéuvie
UHUOUMOPL YUKTIOOKCUSEHA3bI-2

[Tpu npumenenun BasicaptaHa ogHoBpeMmeHHO ¢ HIIBII, Bkio4as celleKTHBHBIE WHTUOHTOPHI
LUKIOOKCUT€Ha3bl-2, BO3MOXXHO YMEHBIIEHHE €ro  aHTUTHIEPTEH3UBHOTO  JIEHCTBHUIL
[Ipy mnpumMeHeHWH aHTaroHUCTOB penenTtopoB aHruorensuHa II omHoBpemenno c HIIBII
BO3MOXXHO yXyAllleHHuEe (YHKLIUU [OYEK M MOBBIIIEHHE COAEpPXaHHUS Kajaus B IUIa3ME KPOBH.
[Tpu HEOOXOMMMOCTH OAHOBpEMEHHOTro npuMeHeHus: Baincaprana u HIIBII no Hauana nedenus
HEOOXOJMMO TPOBECTH OLEHKY (YHKIMM TIO4eK W KOPPEKLUMIO HapylleHUiHl BOAHO-
3JIEKTPOJIUTHOrO OajlaHca.

benku-nepenocuuxu

[To pe3ynbratam ucciaeqoBaHus iN Vitro Ha KyJIbTypax MEUeHH BajcapTaH SBISETCS CyOCTpaTom
st 6enkoB-niepenocunkos OATP1B1 u MRP2. OgHoBpeMeHHOE Ha3HayeHHE BajcapTaHa ¢
uHruouropamu Oenka-nepenocunka OATP1B1 (pudamMnuuuH, HIUKIOCIOPUH) U ¢ HHTHOUTOPOM
Oenka-nepeHocunka MRP2 (puToHaBHp) MOXKET YBEIWYUTb CUCTEMHYIO AKCIIO3UIUIO
Basicaprana (Cmax 1 AUC).

IIpenapamul rumus

[Ipy onHOBpEeMEHHOM NPUMEHEHUH IpenapartoB JuTUs ¢ uHruouropamu AIID u APA 11
OTMEYAJIOCh 00paTUMOE YBEIMYEHUE COAEpKAHUS JUTHUS B CHIBOPOTKE KPOBU M YCUJICHHE B
CBA3M C OTUM TOKCHYECKUX IMPOSBIECHUHN, IMO3TOMY pPEKOMEHIYETCS MPOBOJUTH KOHTPOJIb
COJIEp)KaHUsl JINTUS B CBIBOPOTKE KpPOBU. PHCK TOKCHYECKHMX MpOSIBICHUMH, CBS3aHHBIX C
IIPUMEHEHUEM IIPENAPATOB JINTHUS, MOKET JOIIOJHUTEIBHO YBEIMUMBATHCS IIPH OJJHOBPEMEHHOM
MPUMEHEHUH C BAJICAPTAHOM U IUYPETUKAMH.

Jlexapcmeennvie npenapamul, Komopbie MO2Yn NPUBECMU K YBENUUEHUIO COOEPHCAHUS KANUsL 8
niazme Kpoeu

OpnHoBpeMEHHOE MpPUMEHEHHE KaluicOeperawmux IHypeTUKoB (B T. Y. CHHPOHOJAKTOHA,
TpUaMTepeHa, aMWIOpUAA), MpenapaToB Kajius, COJeH, colaepkalux Kaluil, a Takxke Jpyrux

npemnaparos, CIIOCOOHBIX YBCIIMYUBATH COACPIKAHUC KaJIUA (Haan/IMep, rermapvH 1 T. I[.), MOXET
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HEJ0CTAaTOYHOCTBIO K YBEJIMYEHUIO KOHLIEHTPALMM KpPEaTUHUHA CBIBOPOTKU KpoBU. Ecim Takoe
KOMOWHUPOBAHHOE JICUCHUE MTPU3HAHO HEOOXOAMMBIM, CIIEAYET COOII0AATh OCTOPOKHOCTD.
Oco0ble ykazaHus

Tayuenmsi ¢ Hapywenuem GyHKyuu nouex

Cnenyer wusberate omHoBpemeHHOro mnpumenenus APA |l Bximrowas BancapraH, win
uHruouTopoB AIl® ¢ anuckupeHoM u npenaparamMu, COJAEpKalIMMHU aTUCKUPEH, Y MalUEHTOB C
caxapHblM JuabeToM U HapylleHUsMU (YHKUUM TOYEK CpelIHed W TSOKeNoM cTerneHu
(CK® < 30 mi/mun/1,73 M?).

T'unepranuemus

[Ipr ogHOBpPEMEHHOM MPUMEHEHHH C OMOJIOTHYECKH AaKTUBHBIMHU J00aBKaMH, COAEPIKAIIMMU
Kanui, KanuicOeperalomuMi TUypeTHKaMH, KaIUHCOAEepKAIIMMU 3aMEHUTENSIMU COJIM WJIH C
JPYTUMHU CpEACTBaMH, KOTOpPbIE€ MOTYT BbI3BaThb IOBBIIICHUE COACPKAHUS Kalusi B KpPOBU
(Hampumep, € TrenapuHOM), CJIENYeT COOJI0JaTh OCTOPOKHOCTh M IPOBOJUTH PErYJISIPHBIN
KOHTPOJIb COZIEp KaHUSI Kallusl B KPOBH.

Tpancnranmayus nouku

Jannplx 1o Oe30macHOCTH TPHUMEHEHMs] BajcapTaHa Yy [MAalUEHTOB, MEPEHECHINX
TpaHCIIAHTALUIO TIOYKH, HET.

Heduyum 6 opeanuzme nampus u/unu chudxcernue OLK

VY mnanueHTOB C BBIPRXKEHHBIM AePHUIMTOM B opraHu3Me HaTpus w/uinu cHuxeHHbIM OLIK,
HanpuMep MOIyYarollUX BBICOKME N103bl JUYPETHKOB, B PEIKHX CIy4yasX B Haydaje JICUEHUs
IpernapaToM  MOXET  pa3BUBaTbCA  apTepHalibHas  TMIIOTEH3US,  CONPOBOXKIAIOLIASCS
KJIMHUYECKUMH TposBieHUsMU. [lepen HavamoMm JieyeHHs MpenapaTroM CJleayeT IMpPOBECTH
KOPPEKLHIO CoJepKaHMsl B opraHusMe Hatpus w/wnu BocnonHuTh OLIK, B Tom umcne myrtem
YMEHBIIEHUS O3Bl JUYPETHKA.

B ciydyae BO3HMKHOBEHMsI BBIPQ)KEHHOTO CHWXKEHHMS AJ] manueHTa cieayeT YIJOoXHTb C
MIPUTIOTHSTHIM HOKHBIM KOHIIOM, MPU HEOOXOIUMOCTH TpoBecTu B/B uHPy3uto 0,9 % pactBopa
Hatpus xinopuza. [locne ctabunuzanuu A/l iedeHue BajacapTaHOM MOXKET OBITh POJOIKEHO.
Cmenos noueunou apmepuu

IIpumeHeHne npenapata KOPOTKMM KypCOM Y IMAlMEHTOB C PEHOBACKYJISIPHOM THIIEPTEH3HEM,
pa3BUBILEHCS BTOPUYHO BCJIEJCTBUE OJIHOCTOPOHHEIO CTEHO3a apTepUU €IUHCTBEHHOW IMOYKH,
HE MPHUBOAUT K CKOJIBKO-HHOYJb CYIIECTBEHHOMY M3MEHEHHUIO IIOKa3aTeneil moyeuHon
reMOIMHAMHUKH, KOHIIEHTPALIMN KPEaTUHUHA B CHIBOPOTKE KPOBU WJIM a30Ta MOUYEBUHBI B KPOBHU.
Opnako, y4uThIBas, 4TO Jpyrue JI€KapCTBEHHbIE cpencTBa, Biusionme Ha PAAC, moryt

BbI3bIBATh IIOBBIMICHUEC KOHLOCHTpAIlMKM MOYCBUHBI W KpCaTHMHWHA B CBIBOPOTKE KPOBH Y
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€MHCTBEHHON IOYKH, B KAa4E€CTBE MEPHI MPEJOCTOPOKHOCTH PEKOMEHIYETCS KOHTPOJb ITHX
IIOKa3aTeIIeH.

Tlepsuunwiii eunepanboocmeporusm

[Ipenapat HeaddeKkTUBEH A JeUeHUsl apTepUaIbHON TUIIEPTEH3UH Y MAlUEHTOB C MEPBUYHBIM
TUIEPaIbJAOCTEPOHU3MOM, IIOCKOJIbKY Y JAHHOW KaTeropuM MalMeHTOB HE OTMEYaercs
aktuBanusi PAAC.

XCH | nepuoo nocne nepenecennozo ungpapkma muokapoa

VY nanuentoB ¢ XCH unm nocie nepeHeceHHOro MHGpapKTa MHOKapja, HAYMHAIONINX JICUeHHE
BaJICApTAaHOM, YacTO OTMEYaeTcsi HEKoTopoe cHukeHue A/, B CBA3M C 4eM pPEKOMEHIYEeTCs
koHTpostb AJl B Hauane Tepanuu. [Ipu ycloBuu COOMIOIEHUS PEKOMEHIALUN IO PEXUMY
JO3UPOBaHUsI OOBIYHO HE BO3HHKAET HEOOXOAMMOCTH OTMEHBI IIpermapaTa IO MpHUYKUHE
apTepuanbHOM runoteH3uu. OueHka coctossHus nauueHToB ¢ XCH noimkHa BKIOYATh OLEHKY
(GYHKIUH TOYEK.

Bcnencreue nuarn6ouposanusi PAAC y HEKOTOPBIX HMAlMEHTOB BO3MOXKHBI HapyIIeHHs (DyHKIIUN
nouek. Y mamueHTtoB ¢ XCH IlI-1IV ¢ynknmonansHoro kiacca no kiaccuduxanuu NYHA,
GyHKIUS TOYeK KOTOPhIX 3aBUCUT OT cocTosHuss PAAC, nedenue uurubutopamu AllD u
AQHTarOHUCTAMHU PELENTOPOB aHTHOTeH3MHA Il MOXKET CONMpOBOXKAATHCS OJMTYPHEH W/WIN
HapacTaHUEM a30TEMUU M B PEAKHUX CIIydasX Pa3BUTHUEM OCTPOH MOYEUHOM HEJOCTaTOYHOCTU
W/WIHA JIeTaNbHBIM UCXOA0M. [lo3TOMy y AaHHBIX KaTeropuil MalueHTOB IMepel] MPUMEHEHUEM
mpemnapaTta, a Tak)Ke MEePHOJUYECKH BO BpeMs JIedeHHs] HEO0OXOIUMO MPOBOAUTH OLEHKY
(GYHKIIUH TOYEK.

Kombunuposannas mepanus npu apmepuanbHot cunepmensuu

[Ipu aprepuanbHO TMOEPTEH3UM BaJCapTaH MOXET MPUMEHSThCA B MOHOTEpAlUH, a TaKXKe
OJIHOBPEMEHHO C APYTMMH TMIIOTEH3UBHBIMU CPEICTBAMH, B YACTHOCTHU C AUYPETUKAMHU.
Kombunuposannas mepanus é nepuoo nocie nepeneceHHo2o UuH@apkma mMmuoxapoa

Bo3moxHO npumMeHeHne BajicapTaHa B KOMOMHAIIMU ¢ APYTUMHU JIEKaPCTBEHHBIMU ITpenapaTamu,
MPUMEHSIEMBIMU TIOCJIe TIePEHECEHHOro WH(apKTa MHUOKap/a, a MMEHHO: TPOMOOIUTHKAMH,
AlETUIICATMIIMIIOBOM  KUCJIOTOM B KayecTBE  aHTHArperaHTHOTO  CpeAcTBa,  Oera-
aapeHoOnokaropamu u uaruouropamu I'MI'-KoA-penykraspl. Y 1aHHON KaTeropuu NalMeHTOB
HE PEeKOMEHAYeTCsl MPUMEHATh BaJCapTaH OJHOBpPeMEHHO ¢ umHruouropamu AlID, mockonbky
JaHHas KOMOWHUPOBAHHAS TEPAIUs HE UMEET MPEUMYIIIECTB TIepe]] MOHOTepanueil BaicapTaHoOM
v uarudutropom AlID B oTHOIIEHUH TTOKA3aTeNel 001Iell CMEPTHOCTH IO TF000i MPHUYKHE.

Kombunuposannas mepanus npu XCH
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JIPYTHEMH CPEACTBAMHU: TUYPETUKAMH, CEPICUYHBIMU TIIMKO3HUIAMH, a TaKke nHruouropamu AIID
win Oera-agpeHoOsOKaTOpaMy. Y  JaHHOW KaTeTOPHHM MAIMEHTOB HE PEKOMEHAyeTCs
NpUMEHEHWE  TPOWHOW  KOMOWMHUPOBaHHOW  Tepanuu  uHrHOUTOpoM  AIlID, Oera-
aapeHo0JI0KaTOPOM U BaJICAPTAHOM.

Aneuonespomuyeckuii omex, ekaouas omexk Keunke

AHTMOHEBPOTHUYECKUN OTEK, B TOM YHCJIE OTE€K T'OPTaHH M TOJOCOBOW IIEIH, MPUBOAAIIANA K
OOCTPYKILIMH JIbIXaTENbHBIX MyTeH, U/UIN OTEK JInla, T'y0, TIIOTKUA U/UJIN OTEK sI3bIKa, BCTpevalics
y MAalHUeHTOB, IMOJY4YaBIIMX BaJICApTaH, y HEKOTOPBIX U3 3THX MALMEHTOB pPAHEE BO3HMKAI
AQHTMOHEBPOTUYECKUH OTEK Ha (OHE MpHeMa JPYTUX IMPernaparoB, B TOM YHCIE WHTHOHUTOPOB
AIl®. [lpuem BancapraHa B cCiydae pPa3BUTUS AHTMOHEBPOTHUYECKOIO OTEKA JOJDKEH OBITh
HEMEIJIEHHO OTMEHEH, BO30OHOBIICHHE MTpUEMa Mpernapara 3anpernieHo.

Hapywenusa ¢ynxyuu nevenu

Basncapran BeIBOAMTCS IJIaBHBIM 00pa30M B HEU3MEHEHHOM BUJE Y€pE3 KUIIEYHHUK C JKEIUbl0, B
TO BpeMsl KaK aMmJIOJUIIMH WHTEHCHUBHO MeTabonusupyercs B meueHu. CriemyeTr coOnronarh
OCTOPOKHOCTH MPH MPUMEHEHUH BajicapTaHa y MallMEeHTOB ¢ 3a00JIeBaHUSMU MeYeHH (OCOOEHHO
npu  OOCTPYKTHUBHBIX  3a00JICBaHUSX  JKETUEBBIBOAALIMX  IyTEH), COMPOBOKAAIOIIUXCS
HapyUICHUSIMHA (DYHKIIUY TICUYCHHU.

THayuenmosi ¢ obcmpyKyuell 8bIHOCAUIE20 MPAKMA JIe8020 JHCELYO0UKA (MUMPATbHBILU CMEHO3,
AOPMANLHBIN CMEHO3 UTU 2UNEPMPOPUYECKAst 0OCMPYKMUBHASL KAPOUOMUONAMUSL)

CrnenyeT mposiBIATH OCOOYIO OCTOPOKHOCTh MPH MPUMEHEHWM BajcapTaHa y TMaIlUEHTOB,
CTpaJaloNINX aopTalbHBIM CTEHO30M, MHUTPAIbHBIM CTEHO30M WM TUIEPTPOPUIECKON
00CTPYKTUBHOU KapIMOMHUOTIATHEH.

Jlsotinas onoxaoa PAAC

OnHOBpEMEHHOE TNPUMEHEHHE C AJTMCKUPEHOM M MpernapaTaMu, COJEpKalllUMH alMCKUPEH,
MPOTUBOIOKA3aHO y TAIMEHTOB C CaXxapHbIM AMA0ETOM W/WIM HapylieHHeM (QPYHKIUU TMOYEK
cpenHein " TSKEIION CTETICHU (ckopocTh KITyOO4YKOBOM bunbTpanun
(CK®) < 60 mn/mMun/1,73 M?) 1 He peKOMEHIyeTCs y APYTUX TAIUeHTOB.

OpnHOBpeMEHHOE TPHUMEHEHHE AHTArOHHMCTOB PEIENnTOpOB aHrHoTeH3uHa Il ¢ mHrubutropamu
ATI® npoTHBOINOKa3aHO y TAIMEHTOB C AuMabeTHueckoi HedpomaThel U He PeKOMEHIYETCS y
JIpYTUX NaIMeHTOB.

JBoitnas 6nokana PAAC nmocpenctBoM ogHOBpeMEHHOTo mpuMeHeHus: uaruouropa AIID, APA
Il wnu anuckupeHa He peKOMeHAoBaHa B obOmied momynsauuu. OAHAKO B TOM cCllydae, €ciiu
KOMOMHHpOBaHHAs Tepamnus yKa3aHHBIMU TIperapataMu sIBIsSeTCS abCONIOTHO HEO0OXOIUMOM,

TaKOC€ NPUMCHCHUC NOJIKHO OCYHICCTBIIATHCA MO THIATCIbHBIM Ha6JIIO,Z[eHI/IeM Bpayda, ¢ 4aCTbIM
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KpPOBH.
Binsinne Ha cIOCOOHOCTH YIIPABJISITH TPAHCIIOPTHBIMHU CPEACTBAMM, MEXaHM3MaMHU
[Tockonpky Ha (oHe Tepanuu MpenapaToM BO3MOXKHO Pa3BUTHE TaKUX HEKeIaTeIbHbIX
ABJIEHUH, KaK FOJIOBOKPY>KEHHE UM 0OMOPOK, MallieHTaM, IPUHUMAIONINM BajcapTaH, CIeIyeT
coOiroaarb OCTOPO’KHOCTh IIPU  YNPABIEHUM TPAHCHOPTHBIMU CpPEACTBAMM M 3aHATUU
HNOTEHLIMAIBHO OMACHBIMU BUJIaMU AESITEIBbHOCTH.

®opma BBIILYCKA

TabyeTku, MOKPHITHIC INIEHOYHOU 00051049K0i, 40 Mr u 80 mr.

ITo 7, 10, 14, 15, 20 unu 30 TabneToK B KOHTYPHYIO SYCHKOBYIO YNAKOBKY M3 IJICHKH
NOJMBUHUIXJIOPUIHON M (DOJIBIH aTFOMHUHHUEBOM MEYaTHON JIAKUPOBAHHOM.

Ilo 1, 2, 3, 4, 5, 6, 7, 8 KOHTYpHBIX SYCHKOBBIX ymakoBok 1o 7 u 10 TabieTok BMecTe C
MHCTPYKLKEH M0 MPUMEHEHHIO B MMayKe U3 KapTOHA.

Ilo 1, 2, 3, 4, 5, 6, 7 KOHTYpHBIX SYEHKOBBIX YIIAKOBOK IO 14 TaOJIETOK BMECTE C MHCTPYKIIUEH
110 IPUMEHEHMIO B MIAUKE U3 KapTOHA.

[To 1, 2, 3,4, 5, 6 KOHTYPHBIX SYEHKOBBIX YIIaKOBOK MO 15 TabJIeTOK BMECTE C MHCTPYKIHEH 10
MPUMEHEHHUIO B MaYKe U3 KapTOHA.

ITo 1, 2, 3, 4, 5 KOHTYPHBIX SYEHKOBBIX yIMakoBOK Mo 20 TabJIeTOK BMECTE ¢ MHCTPYKIMEU MO
IPUMEHEHHUIO B NTaYKe U3 KapTOHA.

[To 1, 2, 3 xoHTypHBIe sA4eiikoBble ynakoBKH 1o 30 TabIeTOK BMECTE C HHCTPYKIUEH IO
IIPUMEHEHHUIO B NTAYKE U3 KAPTOHA.

YciaoBust XxpaHeHust

XpaHuTb npu Temrneparype He Boiie 25 °C.

XpaHUTh B HEJOCTYITHOM ISl JETEN MECTE.

Cpoxk rognocTu

3 roga. He mpuMeHSTh MO HCTEYEHUH CPOKA TOJHOCTH, YKa3aHHOTO Ha YIIaKOBKE.

YcaoBust ornycka

OTIycKarT 1O pelenty.

IIponssoanTesns/ Opranusanus, NPUMHAMAOLIAs PETEH3NH NOTPeduTe e

AO «AJIMY My, Poccust.

MockoBckas 001., r.0. CepmyxoB, . O6oseHck, Tep. KBapran A, 1. 2.

Buinyckarowuii konmpons kauecmesa

MockoBckas 00:1., T.0. CepriyxoB, . O6oneHck, Tep. KBapran A, 1. 2, ctp. 1.

Tenedon: +7 (495) 646-28-68

e-mail: info@binnopharmgroup.ru



