OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEITAPATA
Bamuiocer, 5 mr + 80 mr, TabseTKH, MOKPHITHIC IJICHOYHOH 000710YKOM
Bamuocert, 5 mr + 160 mr, TaGiaeTKH, TOKPHITHIE TUICHOYHON 000JI0YKOM
Bawmmocer, 5 mr + 320 Mr, TaGeTKH, MOKPHITHIC TUICHOYHON 000JI0UKON
Bamiocer, 10 mr + 160 mr, TabneTKH, MOKPHITHIE INIEHOYHOW 000I0YKOM

Bamuocer, 10 mr + 320 mr, TaGJIeTKH, TOKPBITHIE TNICHOYHOM 000IOYKOM

2. KAUECTBEHHbBIA U KOJJUUYECTBEHHBIN COCTAB
JleficTByromue BeIecTBa: aMJIOAUIINH + BaJlcapTaH

Bamutocer, 5 mr+ 80 mr, TaOJIETKH, IIOKPBITHIE INIEHOYHON 000JI0YKOH

Kaxnmass Ttabmetka comepkuT 6,94 Mr ammoaunuHa Oe3wnar  (aMIOJUIIMHA — OECHIIAT)
(exBuBasieHTHO 5 Mr amuogunuaa) u 125,675 mr BanmcapraHa A, CyOCTaHIIMU-TPaHYJI
(exBuBasieHTHO 80 MI BayicapTaHa)

Bamutocer, 5 mr+ 160 mr, TaOJIETKH, ITIOKPLITHIE INIEHOYHON 000JI0YKOH

Kaxmas Ttabmetka comepxur 6,94 Mr amoaunuHa Oe3wiar (amiogunuHa —Oecuiar)
(>xBuBasieHTHO 5 Mr ammoaumnuua) uW 251,35 Mr Bajcaprana A, CyOCTaHIIUH-TPaHYJI
(axBUBasIeHTHO 160 MT BasicapTaHa)

Bamutocer, 5 mr+ 320 mr, TaOJIETKH, IIOKPLITHIE INIEHOYHON 000JI0YKOH

Kaxnmas Ttabmetka comepxur 6,94 Mr ammoaunuHa Oe3wiar (amiogumnuHa —Oecuiar)
(>xBuBasieHTHO S5 Mr ammogunuHa) W 502,7 Mr  BajcaptaHa A, CyOCTaHIIMH-TPaHYJI
(axBuBasIeHTHO 320 MT BajicapTaHa)

Bamuocer, 10 mr+ 160 mr, Ta0JaeTKH, HOKPHITHIE INLIEHOYHOM 000JI0YKON

Kaxnas Ttabnerka coxepxur 13,88 Mr ammoaunuua Oe3wnar (amsioaunuHa —Oecuiar)
(>xBuBasientHo 10 Mr ammoammnuua) u 251,35 Mr BamcaptaHa A, CyOCTaHIIMH-TPaHYJI
(oxBuUBasIeHTHO 160 MT BasyicapTaHa)

Bamuocer, 10 mr+ 320 mMr, Ta0JeTKH, HOKPHITHIE INIEHOYHOM 000JI0YKON

Kaxnas Ttabnerka coxepxur 13,88 Mr ammoaunuua Oe3wnar (amsioaunuHa —Oecuiar)
(>xBuBazienTHO 10 Mr amtomumnuaa) uW  502,7 mr Bajcaprana A, CcyOCTaHIMH-TPaHYII,
(axBuBasIeHTHO 320 MT BajicapTaHa)

BcmoMorarenbHbIe BelIecTBa, HATMYHE KOTOPBIX HA/IO YYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: HaTpuit (cMm. paszaen 4.4.).

[TonHbIM IepeyeHb BCIOMOTaTEeIbHBIX BEIIECTB MPUBEEH B pazjaedie 6.1.



3. JIEKAPCTBEHHAS ®OPMA
TabneTKu, MOKPHITHIE INICHOYHOU 000I0YKOM.

Bamuocer, 5 mr + 80 mr, TabIeTKU, HOKPBITHIE ILICHOYHON 000J10YKON

prrﬂble, CJICTKa ABOAKOBBIITYKIIBIC Ta6J'IeTKI/I, INOKPBITBIC IUIEHOYHOM 000JI0YKOM KOpHU4YHEBATO-
JKEJITOro uBe€Ta ¢ BO3MOXHBIMH TEMHBIMHU BKpaIJICHUAMU, C (baCKOﬁ.

Bamuocer, 5 mr + 160 Mr, TableTKU, HOKPHITHIE IVICHOYHOM 000J10YKON

OBasibHBIC, JIBOSIKOBBIMYKIIBIE TAOJETKH, IMOKPHITHIE IJICHOYHOW 000JI0YKOM KOPUYHEBATO-
JKEJITOrO LIBETa C BO3MOXKHBIMA TEMHBIMU BKPAIUICHUSAMU.

Bamutocer, 5 mr + 320 mr, TabJIETKH, OKPHITHIE INIEHOYHOI 000JI0YKON

KarncynoBuHsie, JBOSKOBBIIYKJIbIE TAOJETKH, MOKPHITHIE IUIEHOYHOM 000JIOYKOM OpaHkKeBO-
KOPUYHEBOT'O IBETA.

Bamutocer, 10 mr + 160 mr, TabJIETKH, HOKPBITHIE ILIEHOYHOM 000JI0YKON

OBaJ'ILHLIe, ABOSKOBBIITYKJIBIC Ta6J'IeTKI/I, IIOKPBITLIC IUIEHOYHOH 000JI0YKOM KOPHUYHECBATO-
JKCJITOro uBcETa.

Bamuocer, 10 mr + 320 mr, TabneTku, DOKPHITHIE IIEHOYHOU 000JI0UKOM

KchyJ’IOBI/II[HbIe, JABOSAKOBBIITYKIIBIC Ta6J'IeTKI/I, IIOKPBITLIC IUIEHOYHOM 000JI0YKOM KOPHUYHECBATO-

JKCJIITOro uBCTa.

4. KIMHUYECKUE JAHHBIE
4.1. IToka3aHus1 K IPUMEHEHHUIO
[Tpenapat BamitoceT nokasaH kK MPUMEHEHHIO Yy B3pOCIBIX B BO3pacTe OT 18 yieT u crapie npu
apTepHalIbHOM TUIIEPTEH3UH (TallMeHTaM, KOTOPBIM [T0OKa3aHa KOMOMHHPOBaHHAs TEPAIHs).
4.2. Pexxum 103MpoBaHNs U €c1IOCO0 NPUMEHEHUs!

Pexxum go3upoBaHus

Pexomennyemast cyrounas no3a — 1 rabnerka nmpemnapara Bamnocer, coneprkaiuas aMIoAUIUH +
BayicapTaH B g03¢ 5 Mr + 80 mr, i 5 mr + 160 mr, wim 10 mr + 160 mr, win 5 mr + 320 mr, uimn
10 mr + 320 mr 1 pa3 B cyTKH.

Hauunate mpuem mpenaparta Bamuiocer pekomenjoBaHo ¢ 103bl 5 Mr + 80 mr 1 pa3 B cyTkwu.
VYBenuuuBath 103y MOXKHO 4epe3 1—2 Heienu mociie Havana tepanuu. [lanueHtaMm, y KOTOPBIX
HE y/JaeTcs JOCTUYb aJeKBaTHOTO KOHTPOJS apTepuaibHoro nasnenus (AJl), cyTodHas mo3a
npernapara MOXeT OBITh TOCTETIEHHO YBEJIWYEeHA IOJ HaOIIOJCHHEeM Bpaua: MaKCHMallbHas
cyrounas no3za 10wmr+160wmMr (mo amnomununy), Swmr+ 320Mr (mo Bancaprany).
MaxkcumanbHast cyTouHasi fo3a npenapata Bammocer: 10 mr + 320 mr (1 tabieTka B 103UpOBKE

10 mr + 320 mr 1 pa3 B CyTKH).



[TaruenT, nonyvaromuid BajicapTaH U aMJIOJUIIMH B Pa3HbIX TalOJeTKax/KamncyjaxX, MOXeT ObITh
nepeBeieH Ha mpueM mpenapara Bamiocer B TalneTkax, coAepXKalluX Ty e JI03UPOBKY
JICUCTBYIOIINX BEIIECTB.

Y manmueHToB, KOTOPHIM MOKET IMOTpeOdOBaTbcs MHOTOKOMIIOHEHTHAs MeIWKaMEHTO3Has
Tepanusi Al JOCTHKEHUS LeNeBbIX 3HaueHuil AJl, jeueHue MokeT ObITh HAuaTO C Mperapara
Bamnocer. Cnenyer TIIAaTeIbHO OLICHUTh COOTHOLIEHUE «IOJIb3a — PHUCK» TMpH BbIOOpE
npernapara Bamiiocer B Ka4eCTBE HaYaJIbHOM TE€paIUK apTEPUAIIbHON TUIIEPTEH3HUH.

Oco0nIe I'pYHOIIbI TAIMEHTOB

Tayuenmsi ¢ Hapywenuem QyHKyuy novex
JUis TManueHToB ¢ HapylIeHUSMH (YHKIHWM TOYEK JIETKOH W CpeaHed CTENeHH TSHKECTH
(ckopocTh Kiy6oukoBoi ¢umsTpamun  (CK®) > 30 Mn/mun/1,73 M> miomanu MOBEPXHOCTH
Tena) KOppeKLKs HadallbHOM J103bl HE TpeOyeTcs.
Tlayuenmsi ¢ HapyweHnuem yuKyuu neveHu
BcnenctBue Hanmuums B cocTaBe BajlcapTaHa WM aMmJIONMIIMHA mpenapar Bamuiocer criemyer ¢
OCTOPOXKHOCTBIO ~TNPHUMEHATh Yy TMAIUeHTOB C HAPYUICHUSAMH (DYHKOUM TICYEHH U
00CTPYKTUBHBIMU 3a00JIEBAHUSAMHU KETUYEBBIBOAAIINX MyTeH. Y MallMEHTOB JAHHOM KaTeropuu
Opu HEOOXOIMMOCTH BO3MOXKHO YyMEHBUICHHWE HadajabHOM [03bl mpenapara Bammocer 1o
coJiepKalleil HaMMEHbBIIYI0 103y aMJIOJUIHNHA, T. €. 1 TabieTka, cojepxaiias aMJIOAUIUH +
BajicaptaH B j103¢ 5 Mr + 80 mr wim 5 mr + 160 wmr.
Tayuenmor nosicunoeo éospacma (>65 nem)
Tak kak o0a AEHMCTBYIOIIMX BEIIECTBAa Ipenapara OJMHAKOBO XOPOIIO IEpeHOCATCS Mpu
NPUMEHEHUH B COOTBETCTBYIOIIMX J03aX KaK y MallMEHTOB MOKUIIOTO Bo3pacTa (=65 5er), Tak u
y MAalUeHTOB MJIa/lle JaHHOM BO3pacTHOW KaTeropuu, TO He TpeOyeTcs: KOPpeKLns HayallbHOU
03Bl TIperapaTta y JaHHBIX ManueHToB. ClieyeT pacCMOTPETh BO3MOXKHOCTb HMPUMEHEHHS
HAvyaJbHOM J03bI MpenapaTa, cojepralleldl HauMEHbIIYI0 03y aMJIOJMIIMHA, T. €. 1 TabnerTka,
coJiep Kaiiiasi aMJIOAMIIKH + BajicapTaH B Jjo3e 5 Mr + 80 mr wiu 5 mr + 160 mr.

eTu
[TockonpKy JaHHBIX O 6€30MacHOCTH U 3()(PEKTUBHOCTH KOMOMHAIIMY aMJIOJJUITNH + BajcapTaH y
JeTel U moJapocTKoB (Mmanamie 18 ymer) HegocTaTtouHo, mpemapat Bamiocer HE pekoMeHayeTCs
MPUMEHSTh Y MAIIUEHTOB TaHHOW KaTerOpuH.

Crooco0 rmpuMeHeHus

[Ipenapat crnegyer npuHUMATh BHYTpPb, 3alMBasi HEOOIBIINM KOJIMYECTBOM BOJbL, 1 pa3 B CyTKH,
HE3aBHCHUMO OT IIpUeMa MUIIH.

4.3. lIlpoTuBONOKA3aHNUS



['unepuyBCTBUTENBHOCT K AMIIOAMMHHY, APYTUM MPOU3BOJHBIM IUTHAPONUPUIUHA,
BajicapTaHy W/WJIM K JIOOOMY H3 BCIOMOTaTENbHBIX BEIIECTB, IEPEUYUCICHHBIX B
pasnene 6.1.

HacnencTBeHHbIii aHTHOHEBPOTUYECKUN OTEK, AHTMOHEBPOTHYECKHA OTEK Ha (oHE
NPEIIIECTBYIONICH Tepallik aHTarOHUCTaMK perentopa anruorensuna Il (APA 11).
Hapymenne ¢ynkuuu nedeHu Tspkenoi crenenu (kinace C mo kinaccuduranuu Yain-
ITpr0), OunmapHbIi LUPPO3, XOJIECTa3.

Hapymenue ¢ynkuun mnouek Tsxenoi crenenn (CK® < 30 mu/mun/1,73 M? mnomanu
MOBEPXHOCTH TeJla), FEMOIUAIIN3.

[TnanupoBanure 6epeMeHHOCTH, OEPEMEHHOCTh U MEPUOJI TPYJTHOTO BCKAPMIIMBAHUS (CM.
paszaen 4.6.).

Tspkenast aprepuanbHas runorersus (cucronnueckoe AJl menee 90 MM pT. CT.)

[IToxoBO€ cOCTOSIHUE, B TOM UHCJIE KapJUOTEHHBIN IIOK.

OOcTpyKIusl BBIHOCALIETO TPAKTa JIEBOTO XKEy10UKa.

['emopuHamMuueckn HecTaOWIbHAs CepJeuyHas HEJOCTaTOYHOCTh IIOCJIE  OCTPOro
uH(papKTa MHOKapAaa.

OpnHoBpeMEHHOE NPUMEHEHHE C AalUCKUPEHOM U IpenaparaMmy, CoJepKalluMH
AIMCKUPEH, Y MAIMEHTOB C CaXapHbIM JUabeToM W/WIM HapylleHHeM (QYHKIIMU MOYeK
cpenneit u Tsokenoi crenenn (CK® < 60 mmn/mun/1,73 M2 mmommany moBepXHOCTH TeNa).
OnHOBpeMEHHOE TNPUMEHEHHWE C UHIMOMTOpaMU  aHTMOTEH3UH-TPEBPAIAOLIEro
dbepmenta (ATID) y marneHTOB ¢ quabeTHUECKOW HepomaTueii.

Hetn u moapoctku a0 18 mer (6e3omacHOCTh M 3((HEKTUBHOCTH TNPHUMEHEHHUS He

YCTaHOBJIEHBI).

4.4. OcoOble yka3aHusl © Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPO’KHOCTBLIO

['unepkanuemusi, neGUUUT B OpraHU3Me HATpUs W/MIM yMEHbIIEHHE o0bema
uupkyaupytomen kposu (OLK).

OpnHoBpeMeHHOE NpPHUMEHEHHE C KaluiicoAepXallliM{ MUIIEBBIMH  J100aBKaMu,
KanuiicoeperalomuMy  UYpPEeTUKaMH, 3aMEHHUTENSIMH CONM, a TaKXkKe JPYTUMHU
npenapaTamMu, KOTOpble MOTYT YBEJIMUMBAThH COJIEp)KaHUE KaJus B IJIa3Me KPOBHU.
OIHOCTOPOHHUN WJIM ABYCTOPOHHHMH CTEHO3 MOYEYHBIX APTEPUM WM CTEHO3 apTepUH
€IMHCTBEHHOW IMOYKH.

MurtpanbHblii  WIM  AOPTAJIbHBIA CTEHO3 JIETKOW M  yYMEPEHHOW CTENEHU |

runeprpoduyeckas 00CTpyKTUBHASI KapAMOMHONATHS.



e Xponwuueckas cepaeunas HepoctaTouHocTh (XCH) -1V dynkumnonansHOTO Kiacca mo
knaccudukanuu NYHA.

e OcCTpelii KOPOHApHBIA CHHAPOM, COCTOSHHE IIOCIE HEJAaBHO IMEPEHECEHHOTO OCTPOTro
UH(papKTa MHOKap/a.

e Hapymenue ¢yukuuu mneyenu Jierkoi (56 O0ammoB mno mkane Yaing-Ileoo) wu
cpeaneii (7-9 6ammoB mo mkane Yaina-IIpr0) cremeHd THKECTH, OOCTPYKTHBHBIE
3200JIeBaHUS KEITYEBBIBOISIINX MTyTEH.

e OIHOBpPEMEHHOE TPUMEHEHUE C WHTUOMTOpPAMH WM HWHIYKTOpaMu U30(epMeHTa
CYP3AA4.

Oco0ble yKazaHus

THayuenmoi ¢ cunonampuemueti u/unu ymenvuenuem OL[K

VY NauMeHTOB C HEOCIOKHEHHOW apTEepUAJIbHOM TUIIEPTEH3UEH, INPUHUMAOIIHUX TEParuio
KOMOMHaLMeW amloAunuH + Bancaptad, B 0,4 % cioyyaeB HaOnroganach BbIpak€HHas
apTepualibHas TMIOTEH3US.

VY ManueHToB ¢ aKTHBUPOBAHHOW PEHHWH-aHTHOTCH3HMH-aibaocTepoHoBoil cuctemoir (PAAC)
(Hampumep, y TaIMEeHTOB C JeruapaTainueil u/ui ruoHaTpueMHuel, MPUHUMAIOIINUX Y PETUKH
B BBICOKHUX A03ax) npu npueme APA Il Bo3M0XHO pa3BUTHE CUMIITOMAaTHYECKON apTepralbHON
runoren3ud. llepen Hawanom nedeHusi mnpenapatoM Bamiiocer peKOMEHIOBAaHO MPOBECTU
Koppekuio coaepxanuss Hatpus w/uimn OLK wnm HaumHaTh Tepamuio MOJ TIATEIBHBIM
MEIUIUHCKUM HaOJI0ICHUEM.

IIpy pa3BUTHM BBIPAKEHHOIO CHIMKEHMS A/l ciemyer ynoKWTh MalveHTa B TOPU30HTAIBHOE
NOJIOKEHHE C TPHUIOMHITHIMA HOTAMHU M TPH HEOOXOJUMOCTH TMPOBECTH BHYTPHUBEHHO (B/B)
unopy3uo 0,9 % pacrtBopa Harpus xjopuja. Tepamuio mpernaparoMm Bamiocer MoxHO
IPOIOJDKUTH Tocie ctabunuzanuu A/l

T'unepranuemus

[Ipy ogHOBpeMEHHOM MPUMEHEHUM KanuiicOeperarommx IUypeTHUKOB, IMpenaparoB Kamus,
OMOJIOTMYECKH aKTUBHBIX J00AaBOK, COJEpXKAIUX Kalui, UM APYTHX MpPernaparoB, CIOCOOHBIX
MOBBIILIATh COJEP)KAHME Kalus B IIa3Me KpOBHU (Hampumep, remapuH), CleAayeT coOIroaaTh
0CTOPOKHOCTh. He00X0AMMO perysipHO KOHTPOJIMPOBATH CO/IEp KaHKE KaJus B TJIa3Me KPOBH.
Cmeno3s noueunou apmepuu

[Ipenmapatr BamioceTr cieayeT NPUMEHATH C OCTOPOXKHOCTBIO y IALIMEHTOB C apTepUaIbHOMN
TUIepTeH3uel Ha (poHe OJHOCTOPOHHETO WM JABYCTOPOHHETO CTEHO3a MOYEYHOW apTepHH WM
CTEHO3a apTepUH €JUHCTBEHHOM MOYKH, YUUTHIBASI BO3MOXKHOCTb YBEIMYEHHS CHIBOPOTOYHBIX
KOHIICHTpalllii MOYEBUHBI U KPEAaTHHHUHA.

Hapywenusa ¢ynkyuu nouex



He tpeOyercs koppekiust 1036l Ipenapara y NalMeHTOB ¢ HapylleHueM (pyHKIUH IT0YeK JIETKOH
u cpennel creneHu. OnHoBpeMeHHoe npumeHeHue APA |, B Tom uucnie, BaicapraHa, wiu
uHruoutopos AIl® ¢ ajnuckupeHOM U IpenaparaMu, COJAEp)KallUMH  AJIMCKHUPEH,
IPOTHBOIIOKA3aHO y NAllMEHTOB C CaXapHbIM JAMA0ETOM /WM HapyIIEHUSAMHM (YHKLHHU IOYEK
cpenneit u Tsoxenoi crenenn (CK® < 60 mn/mun/1,73M? mI1oma iy moBepXHOCTH Tela).

Her pnaHHBIX 1O NPUMEHEHWIO KOMOMHAIMK AaMJIOAMIIMH + BajcapTaH y MalUEHTOB C
TPaHCIUIAHTUPOBAHHOM ITOYKOM.

Hapywenue ¢ynkyuu neuenu

Bancapran nperMyIeCTBEHHO BBIBOJUTCS B HEU3MEHEHHOM BHJIE YEPE3 KUILIEYHUK C XKEI4blO, B
TO BpeMsl Kak amJIOJMIIMH HMHTEHCUBHO MeTabonusupyercs B mneueHu. Cruenyer coOmroaath
OCTOPOXKHOCTh IIPY MPUMEHEHHUHU Mpernapara BamioceT y manueHToB ¢ HapylieHueM (yHKIUU
IICUEHH JIETKOW W CpegHel cTeneHH TskecTu (0COOCHHO HpU OOCTPYKTHBHBIX 3a00JIeBaHHIX
KEITYEBBIBOIAIINX MTyTEH).

Aneuonespomuueckuii omex

[Tpu nmprMeHeHuu BajcapTaHa OTMEUYEHO Pa3BUTHE aHTMOHEBPOTHUYECKOIO OTEKAa, B TOM 4YHCIIE
OTEKa FOPTaHU U TOJIOCOBBIX CBSI30K, BBI3BIBAIOILETO OOCTPYKIMIO JbIXATEJIbHBIX MyTeH, W/niau
OTeKa JIMLA, I'y0, TIOTKH W/WIM A3bIKA; Y HEKOTOPBIX M3 TAKUX MAIMEHTOB OTMEUYEHO pa3BUTHE
AQHTMOHEBPOTUYECKOT0 OT€Ka B AaHaMHe3€ NpU TMPUMEHEHUH JApPYTUX JIEKapCTBEHHBIX
IIpenapaToB, B TOM yuciie UHruoutopoB AII®. B ciayyae pa3BUTHS aHTHOHEBPOTHYECKOTO OTEKa
TEpaIuIo MpenapaToM clieayeT He3aMeUTUTEIbHO MPEKPATUTh 0€3 TOBTOPHOI'O BO30OHOBIIEHHUS.
XCH, cocmosinue nocie nepeHeceHno20 UHpapKma Muokapoa

B nenom y mammentoB ¢ XCH -1V ¢ynkumnonansHoro kiacca mo kiaccuduxamuu NYHA
CIIeIyeT C OCTOPOXHOCTBIO NPHUMEHATH OJIOKATOPhl «MEUIEHHBIX» KaJlbLIUEBBIX KaHaJIOB
(BMKK).

[Tpumenenne uarudutopoB AII® mmm APA Il B ciaydasx, korjga coctossHue (QyHKIMH MOYEK
3aBucUT OT akTUBHOCTH PAAC (Hampumep, y HaIMEeHTOB C CEpJEYHON HEAOCTaTOYHOCTHIO),
aCCOLIMHPOBAJIOCh C PA3BUTHEM OJIMTYPUU W/WIM TPOTPECCUPYIOIIEH a30TEMHUU, B PEIKHUX
cilydasix MPHUBOJMIO K OCTPOM MOYEYHOM HEJOCTATOYHOCTH W/WIM JeTalbHOMY Hcxony. Ilpu
OLICHKE COCTOSIHUS MalMEeHTa C OCTPOM CEPIEYHO-COCYAMCTON HENOCTaTOYHOCTBIO BO BCEX
CIIydasiX CJIeyeT ONpeesaTh COCTOSSHUE (PYHKIIMH MOYEK.

Ocmpuiti unghapkm muoxkapoa

B Havane Tepanmuu amJIOAUNUHOM (WJIM TPU YBEIMYEHHUU €T0 JI03b1) BO3ZMOXKHO YCYTyOlieHHE
CTCHOKapIUH U pa3BUTHE OCTPOTO MH(]APKTa MUOKapa, B OCOOCHHOCTHU y MALMEHTOB C TSKEJIOH
umemudeckoi 6omnesnpio cepana (MBC).

Bcnomozamenvuvie geujecmea



Hampuu

JlaHHBII JeKapCTBEHHBIH Mpemnapar colepKUT Menee 1 Mmodb (23 mr) Hatpus Ha 1 TabieTky, To
€CTb, TI0 CYTH, HE COACPIKUT HATPHUS.

4.5. B3aumopgeiicTBMe ¢ JPYrHMM JIEKAPCTBEHHbBIMH MpenapaTtaMM W Jpyrue BHJbI
B3aHNMOJAEeHCTBUSA

AMIIOANTIUH

pyaue cunomensugnvle u aHmMuUaHSUHATbHbIE NPENAPAMbL

AMJIOUIIUH MOXET 0€30MacHO MPUMEHSATHCS AJIS JISYSHHs apTepuaibHON TUIIEPTEH3UU BMECTe
C THa3UJHBIMH IUypEeTUKaMu, OeTa-aapeHoOaokaTopamMu uiau uHruouropamu AI1O.

VY manmueHToB CO CTAaOWIBHON CTEHOKapIHeld aMJIOAMIIMH MOXKHO TPHUMEHSATh B COYCTAHHH C
JPYTUMHU aHTHAHTHHAIBHBIMHA CPEICTBAMH, HAIIPUMEpP, C HUTPATaMHU MPOJIOHTUPOBAHHOTO WM
KOPOTKOTO JeHCcTBUS, ¢ OeTa-aipeHO0I0KaTOpaMHu.

Bo3MoXHO yculleHMe aHTHAaHTMHAJIBHOTO M aHTurunepreHsuBHoro gaeiicteus BMKK mpu
COBMECTHOM IPUMEHEHHUH C THA3UIHBIMHU U IIETICBBIMI TUYypeTUKaMu, nHruoutopamu AllD,
Oera-agpeHo0I0KaToOpaMH U HUTPaTaMHu.

Omanon, 6apbumypamol, HeUupoIenmuKy, aHMUOENnpPeccanmol, HAPKOMUYECKUe aAHAlb2emuKl,
cpedcmaa 0715 0owell anecmesuu

Bo3MOXHO yCHIIeHHE aHTHUTUIEPTEH3MBHOTO JCHCTBHS TPOM3BOJHBIX TUTHAPONMPHINHA W
YBEIMYEHUE PUCKA OPTOCTATUIECKON THIIOTCH3HH.

Hpyaue npenapamwi, cnocobHuvle cHudxcamv A/l

MoXHO 0XXHJaTh, YTO HEKOTOPbIE Mpenaparsl (Hanpumep, 6akinoden u amudocTun), 6maronaps
cBOMM (hapMaKOJIOTHYECKHM CBOMCTBaM, OyAyT YCWINBAaTh AHTUTHIIEPTEH3WBHOE JEHCTBHE
aMITOTUTIMHA.

Heo6xonuMm xoHTponb AJ] 1 GyHKIMU MOYEK, a TaKKe KOPPEKLHUs J103bl aMJIOJUIMHA B CIIydae
HE00XOIMMOCTH.

Kopmukxocmepoudsl (munepano- u eniokokopmuxocmepouowl), mempaxo3aKxmuo

B03MOXHO CHIKEHHE aHTHUTHIIEPTEH3WBHOTO JCWCTBUS aMJIOAMINUHA (M3-32  3aJCPIKKH
HUJIKOCTH U HIOHOB HaTpHs B pe3yJbTaTe AEUCTBUS KOPTUKOCTEPOUIOB).

IIpenapamul xanvyus

[Tpenapatsl Kanbius MOryT yMeHbIINTE 3QdexT BMKK.

Jlaumponen (npu 6/6 66edenuu)

B oskcmepuMeHTax Ha KMBOTHBIX IIOCJIE BBEICHHs BepamaMuia W JaHTposieHa (B/B)
HaOmromanuch ciayyan (GUOPHUISILIMK KEMyJTOYKOB C JIeTaIbHBIM HCXOJIOM M CEepACYHO-

COCYAMCTON HEIOCTaTOYHOCTHIO, ACCOIMUPOBAHHON C THUNEPKAIMEMUEH. YUUTHIBasi PHUCK



pPa3BUTHsl THUIEPKAIUEMUH, CileayeT u3deratb omHoBpemeHHoro mpumeHeHus BMKK (B T.u.
aMJIOJIMIIMHA) U JJAHTPOJICHA Y MAlMEHTOB CO 3JI0KAYECTBEHHOM TUIepTepMUEH.
Brusanue opyaux 1exapcmeenHvlx cpeocmes Ha PapmMaKoOKUHEmuKy amioOunuHa

HUneubumopwl usopepmenma CYP3A4

[Ipy npuMeHeHMM aMJIOJUIMHA B J103€ 5 MI/CYT OJHOBPEMEHHO C JAMITHA3eMOM B J03€
180 Mr/cytr y mMamMeHTOB MOXKWJIOTO BO3pacTa OTMEYAETCS 3aMeJIeHHEe MeTadoan3Ma
amnogunuHa B 1,6 pa3. OgHOBpeMEHHOE NPUMEHEHUE aMIIOAUIMHA M HSPUTPOMULIMHA Y
30pOBBIX J100poBosbLEB (0T 18 mo 43 ner) He MPUBOAMIO K 3HAYUTEIBHBIM H3MEHEHHSIM
9KCIO3MIMH aMJIOAUIIHHA (YBEIMUCHHUE IO 110 KPHBOH «KoHUEeHTpauusi-BpeMs» (AUC) Ha
22 %). Kinunnueckoe 3HaueHue 3THX 3((ekToB HesicHO. PuronaBup (MOIIHBIA HHTHOUTOP
mzopepmenra CYP3A4) yeenmuumBaer 1uiasmeHHble konueHTpanuun BMKK, B Tom umcie
aMJIOTUIINHA.

[Ipy npuMeHeHHH aMJIOJUINMHA OJHOBPEMEHHO C MOUIHBIMM HMHIMOUTOpaMU H30(pepMeHTa
CYP3A4 (manpumep, KETOKOHA30J, MTPAKOHA30Jl U PUTOHABHUP) BO3MOXKHO BBIPAKEHHOE
YBEJIMUYEHUE CUCTEMHON 3KCIO3UIMK aminoaunuHa. Heo6xoaumMo ¢ ocTopoKHOCThIO TPUMEHSTh
amwsionunuH ¢ uHruburopamu uzodpepmenra CYP3A4 (ocoOeHHO y MalUMEHTOB MHOXKUIIOTO
BO3pacTa).

Knapumpomuyun

Knaputpomunima — siBnsiercss  mHTHOMTOpOM  W3odepmenta CYP3A4. V  manueHToB,
MPUHUMAIOIINUX OJHOBPEMEHHO KJIAPUTPOMHULIMH M aMJIOJIMIIMH, MOBBIIIEH PUCK CHIKEeHUS Al
[TaruenTam, TNPUHUMAIONINM TaKyl0) KOMOHMHAIIMIO, PEKOMEHAYETCS HaxXOJUThCS TOJ
THIATETHHBIM MEIUIIMHCKUM HAOJIOJICHUEM.

I peiindpymosuiii cox

B xnmHMueckoM wuccrnenoBaHun y 20 3M0pOBBIX JIOOPOBOJIBIIEB HE OBLJIO  BBISBICHO
3HAUUTENBHBIX U3MEHEHUH (hapMaKOKUHETHKHU MPH OJHOKPATHOM MpHEME aMIIOIUIIMHA B J103€
10 mr ¢ 240 mi rpeiindpyToBoro coka. OgHAKO HE PEKOMEHIyEeTCsl TPUMEHSTh TperndpyTOBBIi
COK M aMJIOJUITMH OJTHOBPEMEHHO, TaK KaK MPH TEHETHYSCKOM MOJMMOpQu3Me U30pepMeHTa
CYP3A4 BO3MOXHO TIOBBIIIEHHE OHOJOCTYIMHOCTH aMJIOJUNIUHA M  YCUJICHHE €ro
AHTUTUIIEPTEH3UBHOTO JICHCTBUSL.

Unoykmopor  uzopepmenma  CYP3A4  (npomusocyooposicuvie  npenapamvl  (Hanpumep,

kapoamaszenun, enobapbuman, denumoun, docdhenumourn, npumuoon), pudamnuyun,

npenapamol, cooepxcawue 36epoboil npoobIPseaetiblil)

[Ipy oAHOBpEeMEHHOM MpHUMEHEHUH HHIYKTOpoB u3opepmenta CYP3A4 koHueHTpauus
aMJIOIMIIMHA B IUIa3M€ KPOBU MOXET BapbupoBaThes. [loaToMy moxazaHbel KoHTpoiab A/l u

KOPPEKIIHS T03bI aMJIOJIUITHHA KaK BO BpeMs JieueHust nHaykTopamu n3odpepmerta CYP3 A4, Tak



U TOCJIE UX OTMEHBI, 0COOEHHO MPU MPUMEHEHUH CHIIBHBIX HHIYKTOPOB u3odepmenta CYP3A4
(Hampumep, pudaMnuIMHA, T[PEmapaToB, COAEpXKaUX 3BepoOOi  MPOABIPSABICHHBIN).
Bo3MosxHO ocnabieHne aHTUTHIIEPTEH3UBHOTO JICHCTBUS aMJIOJUITHHA.

Anromunuti- uiu macHuticooepaicawiue aHmauuobsl

[Ipy OOHOKpaTHOM COBMECTHOM IIpUEME HE OKa3bIBalOT CYLIECTBEHHOIO BIMSHUSA Ha
(apMaKOKUHETHKY aMJIOJUITHHA.

Cunoenagun

Opnokparueiid pueM 100 Mr cunpeHadmia y HalMEeHTOB C 3CCEHIMATBHON THIEPTEH3UEH He
OKa3bIBaET BIMSHUE HA MapaMeTpbl (apMaKOKMHETUKU aMJIOIUIIMHA.

Lumemuoun

[umeTuauH He BIUSET HAa PapMaKOKMHETUKY aMJIOAMIINHA.

Bnusnue amnooununa na ¢papmakokunemuxy Opy2ux 1eKkapcmeeHHbIX cpeocma

Cumeacmamur

OIIHOBpeMeHHOG MHOI'OKpaTHOC NPUMCHCHHUEC aMJIOJJUIIMHA B 103€ 10 Mr u cuMBacTaTHHA B J03€
80 mr MNPUBOJHUT K IIOBBIICHUIO DKCIIO3UIIMKM CUMBACTATHUHA Ha 77%. B Takux ClIydasx CJIeaycT
CHU3UTD 403y CUMBACTATHHA O 20 Mr B CYTKH.

Amopsacmamun

[ToBTOpHOE COBMECTHOE MpUMEHEHUe aMmioaunuHa B 1o3e 10 mr u atopBactatuHa B fo3e 80 mr
HE CONPOBOK/IAETCS 3HAUMTEIbHBIMU M3MEHEHUsAMHU (apMakoKHMHeTHueckux nokaszareneiit AUC
(yBenuueHue B cpenHeM Ha 18%): MakcHManbHON KOHIEHTpanuud B ruiazme KpoBH (Cmax) u
BpeMsI IOCTIKeHUs] MakcuMaibHOU KoHIeHTparmu (TCmax) aTopBacTaTHHa.

L{uxnocnopun

HccnenoBanne OJHOBPEMEHHOTO NPUMEHEHHUS aMJIOJUIIMHA U IUKJIOCIOPHUHA Yy 30POBBIX
J0OpOBOJIBIIEB M BCEX TPy MAllMEHTOB, 32 UCKIIOYEHHWEM MAlMEHTOB I0CJIe TPAHCIIaHTALUN
IIOYKH, HE MPOBOJWIOCH. Pa3nuyHble HCCIEN0BaHUSA B3aWMOACHUCTBHA aMIIOAMIIMHA C
LUKJIOCIIOPDUHOM Yy MNAIMEHTOB I10CJIE TPAHCIJIAHTALIMK MOYKHU MOKA3bIBAIOT, YTO MPUMEHEHHE
JaHHOW KOMOMHAIMM MOKET HE€ MPHUBOJUTH K KakoMy-Inb6o 3(dexty 1mbo MNOBHIIIATH
MUHHUMAJIBHYIO KOHIIEHTPAIMIO I[HUKJIOCIIOpHHA B pasznuyHoil cteneHu 10 40%. Crnenmyer
IIPUHUMATH BO BHUMAaHUE 3TH JJAHHBIE U KOHTPOJIMPOBATh KOHIIEHTPALMIO [IUKIOCIIOPHHA y 3TOU
IpyIIbl MAUEHTOB IIPY OAHOBPEMEHHOM IPUMEHEHUH IIUKJIOCIIOPHUHA U aMJIOIUITHNHA.
Taxpoaumyc

IIpy OIHOBPEMEHHOM NPUMEHEHMH C aMJIOAMIIMHOM CYIIECTBYET PHUCK YBEIMYCHUS
KOHIIEHTPallMi TaKpoJMMyca B IU1a3Me KpoBH. [ Toro, 4ToObl M30€kaTh TOKCUYHOCTH 3TOrO

npemnapara npu OJHOBPEMCHHOM HNPUMCHCHHU C aMJIIOJUIIMHOM, CJICAYCT KOHTPOJIUPOBATH



KOHIICHTPAITUIO TaKpOJIMMYyCa B IJIa3Me KPOBU U KOPPEKTUPOBATH JI03Y TAKPOJIUMYcCa B Cliydae
HEOOXOIUMOCTH.

Huzubumopor mTOR (mammalian Target of Rapamycin — muwens panamuuuna 6 Kiemxax

MACKONUMAIOWUX)

Wurubutoper mTOR  (Hampumep, TEMCHUPOIUMYC, CHPOJIUMYC, D3BEpPOJIUMYC) SIBISIOTCS
cyocrparamu uzopepmernra CYP3A4. TTockonbKy aMJIOJUIIUH SBISIETCS CIa0bIM HHTHOMTOPOM
uzopepmernra CYP3A4, nmpu COBMECTHOM MNPUMEHEHHH MOXET YBEIWYHBATHCS HDKCIO3UIUS
uHruouTopoB mTOR.

Hpenapambl JUMUA

ITpu coBmectHoMm npumeHeHun BMKK ¢ npenaparamu nutust (uisi amiaoJuIIMHA JaHHbIE
OTCYTCTBYIOT) BO3MOXHO YCHJIGHHUE IPOSBIECHUS HX HEUPOTOKCHMYHOCTU (TOLIHOTA, DPBOTA,
nuapes, aTakCusi, TpeMop, IIIyM B yIIax).

Hucokcun

AMJIOUIIMH HE OKAa3bIBAET BIIMSHHUE HA KOHLIEHTPALMIO JUTOKCHHA B CHIBOPOTKE KPOBH U €O
NOYCYHBIH KJIMPEHC Y 37I0POBbIX 100pOBOJIbLEB. B nccnenoBanusx in Vitro aMaoauInuH He BIHSUT
Ha CBSI3bIBAHUE JIMTOKCHHA ¢ OEITKaMU IJ1a3Mbl KPOBH.

Bapdapun

AMITOIUTIUH HE OKa3bIBA€T CYIIECTBEHHOE BIMSHHE Ha JecTBUE BapdapuHa (TpOTPOMOMHOBOE
Bpemsi). B uccnenoBanusx in Vitro amiIoqunuH He BIMSUT HA CBS3bIBaHUE BapdapuHa ¢ OenkaMu
IJ1a3Mbl KPOBH.

Imaron

AMJIOIUNUH NpU OJHOKPAaTHOM M IOBTOPHOM IpUMEHEHHH B n03e 10 Mr He BiMseT Ha
(hapMaKOKMHETUKY TaHOJIA.

Denumoun

B wuccnenoBanusx in Vitr0 aMJIOAMIIMH HE BJIMSUI Ha CBS3bIBAaHHE C O€IKaMHU TUIa3Mbl KPOBU
beHuTonHa.

IIpouue 83aumooeticmsus

AMIIOIUIIUH  MOXeT ©0e30macHO MNPUMEHSTbCA OJHOBPEMEHHO C AaHTUOMOTMKAMHU U
TUIOTJIMKEMUYECKUMHU CPEICTBAMU AJIs1 IPUEMA BHYTPb.

B otnuune ot apyrux BMKK, He 6bu10 00HapyXeHO KIMHUYECKH 3HAYUMOTO B3aUMOJICHCTBUS
aMJIOJIUNIMHA TPU COBMECTHOM IIPUMEHEHHHM C HECTEPOMJHBIMH IPOTHBOBOCHAIMTEIBHBIMU
npenapatamu (HIIBIT), B TOM uucie ¢ uHIOMETaniMHOM. B HccienoBanusx in Vitro amyioiunuH
HE BIIUSUI HA CBA3BIBAaHUE MHAOMETALMHA ¢ OEJIKaMHU I11a3Mbl KPOBH.

XoTs mpu H3yYEHUH aMIIOAMIIMHA OTPHUILATEIHHOTO HMHOTPOMHOrO JIEHCTBUS OOBIYHO HE

HaOmoganock, TeM He wMeHee, HekoTtopble BMKK Moryr ycunmBaTh BBIPaKEHHOCTH
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OTPULIATEIBHOIO  MHOTPOIHOIO  JEWCTBUS  AHTUAPUTMUYECKHUX  CPEACTB, BBI3BIBAIOIINX
yanuHenue uarepBasia QT (Hampumep, aMMoJapoHa U XUHUAWHA).

Basicapran

sotinas 6aoxaoa PAAC npu npumenenuu APA II, uneubumopos AIl® unu aruckupena
OnnoBpemenHoe npumeHenue APA II, B Tom yucne BajicapTtaHa, ¢ JPYTHMH IperapaTamu,
piumsiomuM Ha PAAC  (takumm kak uHruoutopsl AllD u  anuckupeH), NPUBOIUT K
YBEJIMUEHUIO YacCTOThl BO3HHUKHOBEHHUS CIy4yaeB apTEpUaIbHOW THUIIOTEH3UM, TUIIEPKATHEMUH,
HapylmIeHuo (QYHKIMKM TIOYEK, MO CpaBHEHHUIO ¢ MoOHOTepanuei. [[BoriHas Omokama PAAC
MOCPEJICTBOM OJHOBpEeMEHHOro mnpuMmeHeHus uHruoutopa AIID, APA Il uiu anuckupeHa He
pexkomMeH10BaHa B o0uel nomyasiuuu. OJHAKo B TOM Cilydae, €clii KOMOMHHUPOBaHHAs Teparus
YKa3aHHBIMH IpernapaTamMH SIBJIsSETCS aOCOJIOTHO HEOOXOIMMOM, Takoe MPHUMEHEHHUE JOJIKHO
OCYIIECTBIISATHCS MOJ THIATENbHBIM HAOIIOJACHHEM Bpaya, C YacThIM KOHTPOJIEM IoKa3aTesein
AJl, pyHKIMH TOYEK, a TaKXKe COACPIKAHUSI SJICKTPOIUTOB IIa3Mbl KPOBH.

He cnenyer npoBoauth ogHoBpeMeHHY10 Tepanuto uuruouropamu AIl® u APA I y nanueHToB
¢ nuabermueckor Hedpomatueir. OTHOBpPEMEHHOE NPUMEHEHHE IPENaparoB, COACPIKALINX
APA Il, Buirouas nmpenapat Bamiocer, ¢ apyrumu cpenctBamu, Biusoomumu Ha PAAC, B Tom
quciie C aJUCKUPEHOM, M IIpernapaTaMH, COAEpXKallUMU aJIUCKUPEH, NPOTHBOIIOKA3aHO Yy
NAIMEHTOB C caXxapHbIM AMA0ETOM W/WIM HAapylIeHHEM (YHKIMH MOYEK CPEIHEN WM TSKEIOon
crenenn (CK® menee 60 mi/mMun/1,73 M? II0IIa11 TOBEPXHOCTH TENa) M HE PEKOMEHIOBAHO
JIPYTUX NaIMEHTOB.

VY nereil u MOIPOCTKOB apTepHaibHasl TMIEPTEH3MsI YacTO CBs3aHAa C HapylIeHHEeM (YHKIMU
nouek. PEKOMEHJI0OBaHO € OCTOPOXHOCTHIO MPUMEHSATH BajcapTaH OJHOBPEMEHHO C JAPYTUMHU
npenapatamu, BiaustomumMu Ha PAAC, y nanueHTOB JaHHOW KaTeropuu, T.K. 3TO MOXKET
IIPUBECTH K YBEIMUEHHUIO COJEP)KaHUs Kalusl B CHIBOPOTKE KpoBH. CiemyeT NpoBOIUTH
PETYJISPHBIA KOHTPOJIb (PYHKIMHU MOYEK U COAEP KaHUS KaJHs B CHIBOPOTKE KPOBH y MAllMEHTOB
JTAHHOM TPYTIIIBL.

IIpenapamol rumus

[Ipu omHOBpeMEHHOM MPUMEHEHUM TpenaparoB nuTHsS ¢ uHruOuTopamu AllD u APA I
O0TMEYaJOCh 00paTHMOE YBEIMUYEHHE COJEp:KaHUS JUTHS B CHIBOPOTKE KPOBH M YCHUJICHHE
TOKCUYECKHX MPOSBIECHUN, B CBSI3M C 4YE€M IMpPH OJHOBPEMEHHOM MPUMEHEHUU YKa3aHHBIX
[IpernapaToB peKOMEH/I0BaHO MPOBOJIUTH KOHTPOJIb COIEPKAHUSI IUTUS B CBIBOPOTKE KpoBU. [Ipu
OJIHOBPEMEHHOM IIPUMEHEHHU JIUYypPETUKOB C IIpenapaTaMu JMTHS PUCK Ppa3BUTHS €ro
TOKCHYECKOTO 3(PeKTa MOXKET JOMOITHUTENBHO YBEIMYMBATHCS MpPU J00aBICHHUU Ipernapara
Bamnocer k Tepanuu.

Hpenapambl u seujecmea, iauArouiue Ha codepofcaHue Kanusl 6 CbleOpomKe Kposu
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[Ipy oHOBPEMEHHOM MPUMEHEHUU C OMOJOTMYECKH aKTUBHBIMH J00aBKaMH, COAEPKALIUMU
KaJIMid, KanuicOeperaromuMi TNypeTUKaMU, KaJIMHCOAePKAIIMMHA 3aMEHUTESIMA COJIM WUJIH C
JpYrMMH IpernapaTamMH, KOTOPbIE MOTYT BbI3bIBAaTh YBEJIMYEHHUE COJEP/KAHMS Kalus B IUIa3Me
KpPOBH (HaIpUMep, C TeNapruHOM U JIp.), @ Y HAI[UEHTOB C CEpJCYHON HETOCTATOUHOCTHIO TAKKE K
YBEJIMUYEHUIO KOHIICHTPAIlMU KpeaTHHUHA B 1ia3Me KpoBH. Cienyer coOmoaaTh OCTOPOKHOCTD
Y TIPOBOJIUTH PETYJIIPHBIA KOHTPOJIb COJIEPKaHUs Kaaus B IJIa3Me KPOBU.

HIIBII, éxnouas cenexmushvie uneubumopvl yukiookcueenasvl-2 (L{OI-2)

IIpumenenne APA 11 omnoBpemenno c¢ HIIBII, Bkmrouas wuHruobutoper I1OI-2 wu
AlETUIICATMIIMIIOBYIO KHCIOTY B BBICOKMX J033aX (=3T B CyTKH), MOXET IPUBECTH K
0CJIa0JIEHUIO aHTUTUIIEPTEH3UBHOTO IEUCTBUSA. Y MALMEHTOB MOXKWIOTO BO3pacTa, MallMeHTOB CO
cHmkeHHbIM OLIK (B TOM umcie moiy4aromux TEpanuio AUYPETUYECKUMHU CPECTBAMH) WU C
HapylieHneM (QYHKIUH To4yek oaHoBpemenHoe mnpumenenne APA II u HIIBII, Bxmrouas
uHruOuTopsl L{OI'-2, MOXKeT yBEeNMYUTh PUCK PA3BUTHUS HapyIICHUN (YHKIIUU Modek. B Hauane
Tepanuyu WIK IpU KOPPEKLUHMH PEKUMa JI03UpPOBaHUA y nauueHToB, npuHumawoomux APA II u
HIIBII, Bxitouast uaru6utopsl LLOI'-2, pexomeHyeTcst NpoBOANUTh KOHTPOIb (QYHKIUU IIOYEK U
KOPPEKIIHIO HAPYIIIEHUI BOJHO-3JIEKTPOJIUTHOTO OanaHca.

Hneubumopwl 6e1x06-nepeHocuuKos

[To pesympTatam wHccienoBaHus IN VItro BaicapTaH sBiseTcss cyOcTpatoM Ui OEIKOB-
neperocunkoB OATP1B1 u MRP2. OnHoBpeMeHHOE IpUMEHEHUE BajcapTaHa ¢ MHTMOUTOpaMu
6enka-nepeHocunka OATPIB1 (nampumep, pudamMnuuuH, HUKIOCIOPUH) U HHTHOUTOPOM
Oenka-nepeHocunka MRP2 (Hampumep, pUTOHaBUpP) MOXET MNPUBOIUTH K YBEIUYEHUIO
CUCTEMHON OMOJJOCTYTHOCTH BaJICapTaHa.

Hpyeue

IIpu MoOHOTepanuu BajcCapTaHOM HE BBISBIEHO KIMHUYECKM 3HAUYMMBIX B3aMMOJECHCTBHI cO
CJICAYIOUIMMHU JIEKApCTBEHHBIMHU CPEJCTBAMU: IUMETUIMH, BapdapuH, GypoceMus, TUTOKCHH,
aTeHOJI0J, UHJIOMETALlUH, THAPOXJIOPOTHA3H, aMIOAUIHH U TTHOCHKIAMHU/.

4.6. DepTUIBLHOCTH, 0€PEMEHHOCTDH U JIAKTALMS

bepemenHoCTh

Pestome puckos

Kak u mma moboro apyroro mpemapaTta, OKa3bIBaromero mnpsimoe nerictBue Ha PAAC,
MPOTUBONOKAa3aHO IPUMEHEHHE IpenapaTa Bamiiocet npu OepeMeHHOCTH.

VYuuteiBas MexaHusMm jerictBust APA I, Henmb3st UCKITIOUUTD PUCK JUTS TUIOAA.

N3BecTHO, uTO MpuMeHeHne HHrnouTopoB AII® (knace cnenupUUHBIX JEKapCTBEHHBIX CPEACTB,
nericteytomux Ha PAAC) Bo II u Il TpumecTpe GepeMEHHOCTH TPHUBOIUT K MOPAKCHHUIO H

rubenmu 1ona. [lo maHHBIM PETPOCIEKTUBHOTO aHaiW3a NpuMeHeHue WHruoutopoB AlID B
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| TpuMecTpe OEpEeMEHHOCTH AacCOLMMPYETCSl C MOTEHIHMAIbHBIM PHCKOM BO3HUKHOBEHUS
MOPOKOB pa3BuTus I1wiona. [lpu HempenHamepeHHOM TMpHeMe BajicapTaHa OepeMEHHBIMH
OTHKCAaHBl CIy4YaW CaMONPOHM3BOJBHOIO MPEPhIBAaHUA OEPEMEHHOCTH, MAJIIOBOJMS U HAPYLICHUS
(YHKLNU IOYEK Y HOBOPOXKICHHBIX.

JIaHHBIX O NPUMEHEHUH aMJIOJUNMHA y OEpeMEHHBIX HEI0CTAaTOYHO, YTOOBl CYyAUTh O €ro
BO3/JCHCTBUM Ha IUIOA. B NOKIMHMYECKHX HCCIENOBaHUSAX IPU NPUMEHEHUU aMJIOJWIIMHA Y
JKUBOTHBIX B J1033aX, B 8 pa3 IPEBBILIAIOIINX MaKCUMaJIbHYIO PEKOMEHA0BaHHYIO a03y 10 mr,
IIPOJEMOHCTPUPOBaHA PENPOAYKTUBHAsE TOKCUYHOCTb. IloTeHIManbHBI pUCK UI1 4YeEIOBEKa
HEU3BECTEH.

B cnyuae, ecnu GepeMeHHOCTh JUArHOCTHpOBaHa B MEpUOJ JeueHus npenapatom Bamuiocer,
Ipenapar ciaeayeT OTMEHUTh KaK MOKHO paHbIIIE.

Knunuueckue acnekmut

MameDMHCKMIZ u/unu 9M6Du0(b€maﬂbelﬁ PUCK, aCCOUMMDOGGHHbllZ ¢ 3abonesarnuem

ApTtepuanbHas THIIEPTEH3UsI MPH OCPEMEHHOCTH YBEIMYUBACT PUCK PA3BUTHUS MPEIKIAMIICHH,
reCTaIIOHHOTO CaXapHOTo auadera, MPEeKICBPEMEHHBIX POJOB, a TAK)KE OCIOXHEHUH B pojax
(HanpuMep, He0OOXOIMMOCTh KecapeBa CeYeHUs, pa3BUTHE MOCIEPOJOBOrO KpoBoTeueHus ). [Ipu
apTepuanbHOI THIIEPTEH3UN YBEIMUUBACTCA PUCK 33aJIePKKH BHYTPHUYTPOOHOTO pa3BUTHS IO/
U BHYTPUYTPOOHO rMOemH 1mioja.

Puck co cmoponbl n100a/H080p0HCOEHHO20

ManoBoaue y OepeMeHHBIX, NpUHUMAOMUX npenaparsl, Biausiomue Ha PAAC Bo Il m
Il TpumecTpe, MOXKET NMPUBOJAUTH K YXYALICHHIO (YHKLIMHU IOYEK IUIOJA, YTO B pe3yJibTare
IPUBOJIUT K aHYpUU U MOYEYHOM HEAOCTATOYHOCTH, TMIOIIA3UHU JIETKUX II0Aa, nedopManun
CKeJIeTa II0/a, BKIJIIOYas TUIOIJIA3MI0 KOCTEW uepera, apTepualbHOM TMIIOTEH3UHM U TUOenu
ioza.

[Tpu HenpeanamepenHoM npueme npenapatoB APA Il mpu GepeMeHHOCTH cieyeT pacCMOTPETh
BOIPOC O HEOOXOJMMOCTH COOTBETCTBYIOIIETO MOHUTOPUHTA COCTOSIHUS TIJI0/1a.
HoBopoxxneHHblx, MaTtepu KoTopbix mnonyyanu tepanuio APA |l, cinemyer TmarenbHO
HaOJII01aTh OTHOCUTENFHO PAa3BUTHUS apTEPUATBHON TMITIOTEH3UH.

Hannvie 00KIUHUYECKUX UCCTIe008aHUL

Amnoounun

He oTmeueHno siBneHM TepaTOreHHOCTH WK 3MOpHodeTaabHOW TOKCUYHOCTH MPU TPUMEHEHUN
aMJIOIMIIIHA MayieaTa BHYTPh NpH OEpPEeMEHHOCTH y KpbIC M KpPOJUMKOB B no3ax 10 mr
aMJIOIMIIMHA MajieaTa/KI B CYTKH BO BpeMs OCHOBHBIX MEpUOJIOB OpraHoreHesa. Pasmep
MOTOMCTBA, OJIHAKO, 3HAUUTENbHO YyMeHblIascs (mpubmusurenbHo Ha 50 %), a yacTtora

BHYTPUYTPOOHOU TMOEI MOTOMCTBA YBEIMUNBAJIach (TPUOJIU3UTENHHO B 5 pa3).
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[Ipy mpumMeHeHMH B yKa3aHHBIX [103aX aMJIOJUIMH TAKKE YBEIMUYMBAI MPOJOJLKUTEIBHOCTh
TeCTallUU U POAOB y KpBIC.

Bancapman

[Tpu wm3yueHun >MOpPHOGETATBLHOIO pPa3BUTUSA Yy MbIIIEH, KPOJMKOB M Kpbic HabIroaanach
(ETOTOKCUYHOCTb, KOTOpasi aCCOLMUPOBANACH C MAaTEPUHCKONH TOKCHMYHOCTBIO Y KpbIC IpU
NPUMEHEHUH BajicapTaHa B CyTOYHOHM 103e 600 MI/KT B CyTKH, YTO HmpuUOIM3UTENbHO B 18 pa3
NPEBBIIIACT MAKCUMAIBHYIO PEKOMEH/JOBAHHYIO CYTOUHYIO 103y JUIsl YEJIOBEeKa M3 pacdyeTa MI/KT
Macchl Teja (pacyer MpeanoaraeT CyTouHyo 103y 320 Mr BHyTpb Ul IIAIIMEHTa C MACcCOU Tela
60 kr), ¥ y KpOJMKOB IpU NPUMEHEHUM BajlcapraHa B CyTouyHOM pgo3e 10 Mr/kr, 4To
npubM3uTENBbHO B 0,6 pa3 MpeBhIlIaeT MAaKCUMAJIBHYIO PEKOMEHIOBAaHHYIO CYTOUHYIO 103y JJIst
YeJoBeKa M3 pacyeTa MI/KT Macchl Tena (pacdeT MPEAroiaraeT CyToYHyko 103y 320 Mr BHYTpPb
JUId manueHTa ¢ Maccoi tena 60 kr). He oTMeueHO siBlIeHMI MaTepUHCKONM TOKCUYHOCTH WM
(ETOTOKCUYHOCTH TpU NPUMEHEHMHM Y MbIIel B CyTOYHBIX Jo03ax 10 600 Mr/kr, uTo
IpUOIU3UTENBHO B 9 pa3 MpeBbIlIaeT MAaKCUMaJIbHYI0 PEKOMEHJIOBAaHHYIO CYTOUHYIO 103y AJIs
YeJloBeKa M3 pacyeTa MI/KT Macchl Tena (pacdeT MpeAroiaraeT CyToYHyko 103y 320 Mr BHYTpPb
JUTS TIAITMEHTa ¢ Maccoi tena 60 kr).

Amnoounun u esajicapman

B uzyuenun sMOpuodeTaibHOro pa3BUTHS Y KpbIC C IPUMEHEHHUEM aMIIOAMIIMHA U BajcapTaHa
BHYTPh B CyTOUHBIX j03ax 5 + 80 mr/kr, 10 + 160 mr/kr u 20 + 320 Mr/kr npu BBICOKHX 033X
oTMeueHbI 3((EeKThl KaK CO CTOPOHBI MaTepH, TaK U IUI0/1a (3a/1€pKKa Pa3BUTHS U OTKIIOHEHUS B
pa3sBUTHM OBUTM OTMEYEHbl Ha (OHE 3HAYUMONW MATEpUHCKOW TOoKcuuHocTH). Jlo3a, He
COMpOBOXKAAIOIIasAcd MOOOYHBIM BIMSHMEM Ha 3MOpHoderanbHOe pa3BUTHE, COCTaBISET
10 + 160 Mr amnogunuHa U BaJicapTaHa B CyTKH COOTBETCTBEHHO. JlaHHbIe 103bI B 4,3 1 2,7 pa3
IPEBBIIIAIOT CHCTEMHYI OJKCHO3UIMI0 Yy 4YEJIOBEKAa IIPU IMPUMEHEHUH B MaKCUMAaJbHON
pexoMeHioBaHHOM cyTouHoi fo3e (10 + 320 mr ans narnuenTta ¢ maccoi Tena 60 Kr).

Jlakranms

Amnoounun

OTMmedeHO BbIIENEHUE aMIIOAUIMHA C TpPyAHbIM MoJIokoM. llomcuMrano, 4ro MianeHel
noiy4aer B npenenax 3—7 %, MmakcumaiabHO 15 % oT MatepuHCKO# 103b1. BausHue amnonuniHa
Ha MJIQJICHIIEB HE U3YYEHO.

Bancapman

HeusBectHo, BblaenseTcs 7MW  BajcapTaH C TPYIHBIM MOJOKOM. B noxnmHHueckux
UCCJIEOBAHMSIX OTMEUEHO BBICICHUE BAJICAPTAHA C MOJIOKOM JIAKTUPYIOLUX KPBIC.

Amnoounun u eancapman

[IpumeneHue mpenapaTa BO BpeMsl TpyJHOTO BCKapMIIMBaHUS TPOTHUBOMOKA3aHO.
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DepTUILHOCTE

JlaHHBIX O BIMSHUM aMJIOJIMIIMHA W BajcapTaHa Ha (EepTUIBHOCTH y dYenoBeka HeT. B
JOKJIIMHUYECKUX HCCIICIOBAHUSX HE OTMEYEHO BIIMSHUSA aMJIOJMIIMHA WM BajcapTaHa Ha
(bepTUIBLHOCTD Y KpBIC.

Tayuenmxku ¢ coxpaneHHbIM penpoOVKMUBHbLIM NOMEHYUANOM

Kak u mro6oit npyroii mpemapar, okasbpiBaomuii mpsimoe zeiicteue Ha PAAC, mpemapar
Bamiocer He cremyeTr NMPUMEHSATh Y JKEHIIMH, IUIAHUPYIOMUX OepeMeHHOCTh. llpu BBIOOpE
mo0oro mpermapara, Bo3zacicTByromero Ha PAAC, Bpady crnenyer mnpouHGOPMHPOBATH
MAIUEHTKY C COXPaHEHHBIM PENPOIYKTUBHBIM MOTEHIIMAJIOM O BO3MOKHOM PUCKE MPUMEHEHUSs
npernapara BO BpeMsi 0€peMEHHOCTH.

4.7. Bausinue Ha CIOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CPeICTBAMHU H pPadoTaTh €
MeXaHU3MaMH

OTCYTCTBYIOT [aHHBIE O BJIMSHHUM Tpernapara Ha CHOCOOHOCTh YHPAaBISATh TPAHCIOPTHBIMU
cpeacTBaMM M paboTaTh € MeXaHM3MaMHU. B CBS3M C BO3MOXHBIM BO3HUKHOBEHHEM
TOJIOBOKPY>KEHHS WJIM MOBBILIEHHONW YTOMJIIEMOCTH CIEIYeT COONIOAATh OCTOPOXKHOCTh MpU
OCYIIECTBIICHUU YKa3aHHBIX BHIOB JESITEIbHOCTH.

4.8. HexxesnaTesibHbIEC peaKIUU

Pesrome mexenarenpubix peakuuii (HP)

be3omacHoCTh TIpUMEHEHHS KOMOWHAIIMHM aMJIOJUIIMH + BaJicapTaH OIICHEHa Oojiee 4eM Yy
2613 narueHToB.

Huxe B coorBercTBUM ¢ cucTeMHO-opraHHbiM kiaccoM (COK) ykazaner HP mo maHHBIM
KIMHUYECKUX HCCIEeIOBaHUN W 1abopaTopHbIE JaHHBIE, KOTOpbIE BCTPEYANUChH Yalle MpU
NPUMCHCHUY aMJIOJIMIIMHA W BaJiCapTaHa B CpaBHEHWW C IoIanebo, a TakkKe OTIeIbHBIC
COOOIIEHNs, TIOTYyYEHHBIC B IOCTPETUCTPAMMOHHOM TIEPHOJIC.

Yactora BCTpeuaeMOCTH OIpeaesieHa CIeAYIIuM o00pa3oMm: odeHb dacto (= 1/10), uacto
(ot > 1/100, 1o < 1/10), Hewacto (ot > 1/1000, HO < 1/100), peaxo (ot > 1/10000, Ho < 1/1000),
oueHb penko (< 1/10000), gactoTra HemsBecTHa (MCXOIS M3 HMMEIONIMXCS JTaHHBIX YaCTOTY

BO3HUKHOBCHUS OIIPCACIINTD HeBO3MO)KHO).

YacroTa
HexenareabHas
COK Amioaunud | Amuoaunun | Baacapran
peakuus
+ BajicapTaH
Ungexyuu u | Hazodapunrut, rpunm YacTto - -

uHeasuu
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Hapywenus co | CHIxeHue - - Yacrorta
CMOPOHbL KpOBU U | KOHUECHTPALIMKU HEU3BECTHA
aumpamuuecxoi reMorjioOnHa u
cucmemol reMaToOKpHTa,
HEUTPOIICHMUS,
TPOMOOIIUTOTICHHS
Jlelikonenus - Ouenb penko | -
TpomOoruToTICHUS, - Ouenb penko | Yacrora
MHOT'ZIa C IIypITypOr HEU3BECTHA
Hapywenus co | I'unepuyBCTBUTEND- Penxo Ouens penko | -
CMopoHbl HOCTh
UMMYHHOU ['unepuyBCcTBUTEND- - - Yacrora
cucmemol HOCTb, BKJTFOYAsI HEU3BECTHA
CBIBOPOTOUHYIO 00JI€3HB
Hapywenus AHopekcus, Heuacro - -
Memaboauzma U | TUTIEPKAIBITUEMUS,
NUMAaHUsL TUTICPJIUITHIEMUSI,
TUIEPYPUKEMHUS,
TUIIOHATPUEMHUS
[M'uneprivkemust - Ouens penko | -
I'unokanuemus Yacro - -
Tcuxuueckue Henpeccusi, 6eccoHHuIa, | - Heuacto -
HapyuieHus Ta0MITHBHOCTD
HaCTPOCHHUS
Tpesora Penxo - -
CnyTaHHOCTh CO3HAHHUS - Penxo -
Hapywenus co | Hapymenue Heuacro - -
CMOpPOHbL HEPEHOU | KOOPAUHAIIUN
cucmemol I'onoBokpyxeHue Heuacto Yacro -
IToctypanbsHOe Heuacto - -
TOJIOBOKPYKEHHE
Hapywenue Bkyca - Heuacro -
DKCTpanupamMmuIHbIe - Yacrora -
HapyLIECHUS HEU3BECTHA
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TosioBHAs 00J1b

Yacto

Yacto

MBI11IEYHBII THIIEPTOHYC

Ouensb penko

[Tapecresus

Heuacto

Heuacto

[Tepudepuyeckas
Helponarus,

HelponaTus

Ouensb penko

COHJINBOCTE

Heuacto

Yacto

OO6MOpOK, Tpemop,

TUNECTC3UA

Heuacto

Hapywenus co
CMOpOHbL  Op2ana

3penust

nymneHHe 3pCHUA

Heuacto

Heuacto

Jurmionus

Hapymenue 3penus

Penxo

Heuacto

Hapywenus co
CMOpOHLL  OpeaHa

cayxa u 1abupunma

[IIym B ymrax

Penxo

Bepruro

Heuacto

Heuacto

Hapywenus co

CmMopoHbl cepoya

Ouryiienue

cepaneOneHus

Heuacto

Yacto

CUHKOTAIIbHOE

COCTOSIHHEC

Penxo

Taxukapaus

Heuacto

Aput™mun (BKITIOUAS
Opaaukapuio,
GuOpHILIALINIO
Npeacepaun,
HKEITyJOYKOBYIO
TaxUKap/uo), HUHOAPKT

MHOKapa

Ouens penko

Hapywenus co

CMOPOHBL COCYO08

OuryiieHue  «IpuauBay»
KpOBU K KOX€ JIMIIa,

«IIPUIIUBBD» kKapa

YacTto

Yacrto

AptepuanbHast

THUITIOTCH3UA

Penxo

Heuacto

Oprocratuueckas

THUITIOTCH3 U

Heuacto

17




AptepuanbHast

TUTIEPTEH3US
Backynut - Ouenb penko | Yacrora
HEU3BECTHA
Hapywenus co | Kamenp Heuacro Ouens penko | Hewacto
CMOpPOHbI OppllKa, pUHUT - Heuacto -
ovixamenvbHou bonsb B riiotke u roprann | Hewacto - -
cucmemyl, Op2aHo8
2PYOHOU KIemKu U
cpedocmenust
Kenyoourno- UysctBo auckomdopTa B | Heuacro Yacro Heuwacrto
Kuleynvle JKUBOTE, 0OJIb B BEpXHEH
HapyueHus YacTH KMBOTA
Hapymenue paboTHI | - Heuwacro -
KMILEYHUKA, JUCHENCHs,
pBOTa
3anop Heuacto - -
Huapes, cyxoctb | Heuacto Heuacro -
CIIM3UCTON 000J10YKH
MIOJIOCTH pTa
lactpur,  maHkpeaTwur, | - Ouens penko | -
TUIEPIUIa3us 1eCEeH
TommHoTa Heuacto Yacto -
Hapywenus co | Hapymenne  ¢yHkuuu | - - Yacrora
CMOPOHbL NeyeHU U | IIeYEHU HEU3BECTHA
arcenuesvlooauux | OTKIIOHEHUE - OueHn pe111<0>l< YacToTta
nymeu 71a00paTOPHBIX HEU3BECTHA
nokasareneii  QyHKIUH

MIEYEHH OT HOPMBI, B TOM
qucie TIOBBIIIICHUE
KOHILICHTPALIUH

OunupyOMHa B IUIa3Me

KpOBU
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I'enatur,
BHYTPHUIICYECHOYHBII

XO0JIecTas, XKEJITyxa

Ouensb penko

Hapywenus co | Anonienusi, - Heuacto -
cmopoHbl Kkodcu u | POTOCCHCHOMTH3AITHS,
NOOKOJICHbIX nypiypa, U3MEHEHUE
mKaweu LBETA KOXKU
AHTMOHEBPOTUYECKUI - Ouenb penko | Yacrora
orek (oTex KBuHKe) HEN3BECTHA
Bynnesnsblil nepmatut - - YacroTa
HEU3BECTHA
OpureMa Heuacro - -
MHuorogopmHas - Ouenb peako | -
spUTEMa,  KpAIMBHULIA,
sKC(hONMATUBHBIN
JIepMaTHT, CUHIPOM
Crusenca-/>xoHcoHa
DK3aHTeMa Penxo Heuacto -
I'unepruapos Penko Heuacto -
KoxHb111 3y11 Penko Heuacto Yacrorta
HEU3BECTHA
KoHas ceinb Heuacro Heuacto Yacrora
HEW3BECTHA
Hapywenus co | Aptpanrus, 6onmp B | Hewacto Heuacto -
CMOpPOHbI CIIMHE
MbLULEYHOT u | OTeK CyCTaBOB Heuacro - -
CKelemuou
MEIIIeYHEINa cria3M Penxo Heuacto -
cucmemol u
COCOUHUMENbHOL Muanrus - Heuacto Yacrora
mKanu HEU3BECTHA
OTeK JTOOBDKEK - Yacto -
OmyuieHue TsokecTd Bo | Peako - -
BCEM TeJe
Hapywenus co | IloBeilieHNE - - Yacrora
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CMOPOHbL NOYEeK U
MOU@SblGOdleux

nymeii

KOHIIEHTPAILUU
KpeaTHHWHA B IUIa3Me
KPOBH, HapyIICHUSI
byHKIAHA MOYEK,
BKITIOYast OCTpPYIO
MOYCYHYIO

HEAOCTATOYHOCTD

HCHU3BCCTHA

Hapymenue
MOYEHCITYyCKaHU,

HUKTYpUs

Heuacto

[Tonnakuypust

Penxo

Heuacto

[Tommypus

Penxo

Hapywenus co
CMOPOHDL
PenpoOyKmugHoU
cucmembl u

MOJIOYUHbIX JHcenes3

mnorenius

Heuacto

DOpeKTUIIbHAs

TUCHYHKITUS

Penxo

I'uHexomacTus

Heuacto

Obwue napywenus
u peakyuu 6 mecme

86e0eH sl

AcTteHust

Yacto

Heuacto

Heuacto

Huckomoopr,

HEIOMOTaHHE

Heuacto

IloBrImennas

YTOMITAACMOCTD

Yacto

Yacto

Heuacto

OTek JIMIIA,
nepudepruyeckue OTeKH,

HaCcTO3HOCTb

Yacto

Hekapnuorennass 6oib B

IpyIHOM KJeTKe, 60JIb

Heuacto

Otexu

Yacto

Yacrto

Jlabopamopmuvie u
UHCMPYMEeHmaib-

Hble OanHble™™

IToBbIIIEHTE
CO/epXaHUs Kajaus B

I1a3Me KpoBU

YacTota

HCHU3BCCTHA
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VBenuueHue Wik | - Heuacto -

CHMXXCHHE MACChI TCJIa

* T[IpeuMyIIeCTBEHHO CBSI3aHO C XOJIECTA30M.

** TloBblllleHHE KOHIICHTPAIMU a30Ta MOYEBHHBI B IutazMe KpoBu (Oonee 3,1 MMOIB/M)
Ha0JI10/1aJ10Ch HE3HAYUTEIIBHO Yallle B ITPYyMIax, MOJIy4YaBIIMX aMJIOAUNIUH + BancaptaH (5,5 %) u
BajicapTaH B Buae MoHorepamuu (5,5 %), MO CpaBHEHUIO C TPYMIOW, MOJy4aBIIeH rmanedo
(4,5 %).

COO6H.I€HI/IG O IMOJ03PECBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

BaxxHo coo0mare O TMOA03pEeBAEMBIX HEXKENATeNbHBIX PEAKIHUAX II0CIEe PETUCTPAIHH
JIEKApCTBEHHOTO Iperapara ¢ Helbl0 00eCTIeYeHNsT HeTPEPHIBHOIO MOHUTOPUHTA COOTHOIICHHS
«T0JIb3a — PHUCK» JIEKApCTBEHHOIO Mpenapara. MeIuIUMHCKUM pPa0OTHUKAM pPEKOMEHAyeTcs
coo0uiaTe O JIOOBIX MOJO3PEBACMbIX HEKEIATENbHBIX pPEaKIUsIX JIEKAPCTBEHHOIO Ipernapara
yepe3 HallMOHAJIbHBIE CHUCTEMBbl COOOIIEHMSI O HEXENATEeNIbHBIX PEaKIUsAX rocydapCcTB — YICHOB
EBpazuiickoro 3K0HOMHYECKOTr0 COI03a.

Poccuiickasa ®eoepayus

109012, r. MockBa, CrnaBstHCKas 1L, 1. 4, cTp. 1

®denepanbHas cityx0a 1o HaJ30py B cdepe 3ApaBOOXpaHEeHUs

Ten.: +7 (800) 550 99 03

Anpec s1. moutsl: pharm@roszdravnadzor.gov.ru

Be6-caiit: https://roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CumMnToMbI

JlanHble o ciyyasix Nepeo3HMpOBKM IpenapaToM B HacToslee BpeMs OTCYTCTBYIOT. llpu
NIEPEIO3UPOBKE  BAJICAPTAHOM  OCHOBHBIM  CHMIITOMOM, IPEAINOJIOKHUTEIBHO,  SBISETCS
BBIpQXCHHAsl ~ apTepuajbHas  TUIOTEH3Ms,  CONPOBOXKAAIOIIAACA  T'OJOBOKPY)KEHHEM.
[lepeno3upoBka amJIOAWIIMHOM MOXET TPUBECTH K  upe3MepHol  mepudepuueckoit
Ba30JMJIaTAllMd W BO3MOXHOW  peduekTopHoit Taxukapauu. CooOmanoch Takke O
BO3HUKHOBEHUH BBIPA)KEHHOHN U JJIMTENBHON CUCTEMHOW apTepHalIbHON TMIIOTEH3UU BIUIOTH J10
pa3BUTHSA LIOKA C JETAIBHBIM UCX0A0M. [IpH pa3BUTHM KIIMHUYECKHU BBIPA)KEHHOM apTepHaIbHON
TUIOTEH3UU TIpU TEepeOo3UPOBKE aMIIOAMIIMHOM HEOOXOAMMO TI€peBECTH MalueHTa B
IIOJIOKECHUE «JIE)Ka» Ha CIMHE C INPUIONHATBIMM HOTaMH, IIPUHATH AKTHBHBIE MEPHI 110
NOJ/IeP)KaHUI0 (DYHKIIMU CEPIACUHO-COCYAUCTON CUCTEMBI, BKIIIOUAs YaCThIA KOHTPOJb (DYyHKIMNA
CEpJEYHO-COCYIUCTON U BIXATENbHOM cUCTeM, TIATENbHbIN KOHTpoab OLIK u nauypesa.

JleueHue
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JleueHne CUMNTOMATHYECKOE, XapakTep KOTOPOrO 3aBUCUT OT BPEMEHHM, NPOIIEALIEro ¢
MOMEHTa MpHeMa Mpernapara, ¥ OT CTENIEHH TSHKECTH CUMITOMOB. B ciydae, ecnu npenapat Obut
OPUHAT HENAaBHO, BbI3BAaTh PBOTY WJIM TPOBECTH TPOMBbIBaHHME XKenynka. IlpumeHenue
AKTUBUPOBAHHOTI'O YIJIS y 340POBBIX J0OPOBOJIBLIEB CPa3y WM B TEYEHHUE 2 4acOB IOCIE ITpHeMa
aMJIOIMIIMHA 3HAYUTEIbHO YMEHbIIANO ero abcopouuto.

[Ipr OTCYTCTBUM MPOTHUBOIIOKA3aHUH C IIETBI0 BOCCTAHOBIIEHUS COCYIHCTOr0 TOoHyca U AJ|
BO3MOXKHO MpPHUMEHEHHE (C OCTOPOKHOCTBIO) Ba30KOHCTPHKTOpA. st ycTpaHeHHUs OJIOKabl
KaJIbLIMEBBIX KAaHAJIOB BO3MOYKHO B/B BBEJICHHE PACTBOpA KaJIbLUS [JIFOKOHATA.

BriBenenue BajiICapTaHa U aMJIOAUIIMHA ITPH IIPOBCACHHUH I'€MOJHAIN3a MAJIOBEPOATHO.

5. ®APMAKOJIOTHYECKUE CBOMCTBA
5.1. ®apmakoauHaMHYeCKHeE CBOMCTBA

CDapMaKOTCpaHeBTI/I‘leCKaH rpymia: CpeacTrBa, ﬂeﬁCTBYIOIHHC Ha PCHHUH-AHTHOTCH3UHOBYIO

CHUCTEMY; AaHTaroHUCThl peuenTopoB aHruorensuHa |l B koMOumHanum co cpeAcTBamu;
AQHTAaroHMCTHl perenTopoB anruorensuHa |l B koMOuHanum ¢ OnokaTopaMu KaJIbIIMEBBIX
KaHaJIOB

Kox ATX: C09DB01

Mexanusm neificTBus

KomMOuHMpoBaHHBIA TMIIOTEH3UBHBIN Mpenapar, CoAepKalluil ABa JEWCTBYIOLUIMX BEIIECTBA C
JOTOJHSIOIMMM  JIpyr JApyra MeXaHu3MoM KoHTpoas AJl. AmiomunuH, NIpOU3BOJHOE
quruaponupuauHa, otHocutes k kiaccy BMKK, Bancapran — x knmaccy APA II. KomOunanms
TUX KOMIIOHEHTOB 00Ja/la€T B3aUMHO JIOMOJHSIOUIMM aHTUTHIIEPTEH3UBHBIM JIEHCTBHEM, YTO
IPUBOIUT K Oosiee BbIpakeHHOMY CHIDKeHHIO AJ] mo cpaBHeHuto ¢ AJ] mpu ux pasnenbHOM
MPUMEHEHUU.

Amnoounumn

AMIIOIUIIUH UHTUOUPYET TPAaHCMEMOPAaHHOE MOCTYIJICHHE NOHOB KaJIbIMsI B KapIMOMUOLIUTHI U
[JIaJKOMBIIIEYHBIE KJIETKH COCYyA0B. MeXaHU3M aHTUTMIEPTEH3UBHOIO JIEHCTBUS aMJIOJMIIMHA
00ycCJIOBJIEH NPSMBIM pacciaabistomuM 3 (ekTomM Ha Ii1aAKOMBIIIEUHbIE BOJIOKHA COCYOB, YTO
BbI3bIBAa€T yMeEHbIlleHHEe obiero nepudepudeckoro cocyaucroro comporusieHus (OIICC) u
AJl. DxcnepuMeHTalbHbIE JlaHHBIE MTOKA3bIBAIOT, YTO aMJIOJUIMH CBS3BIBACTCA KakK C
JUTHJIPONTUPUIMHOBBIMU, TaK U C HEAUTHUAPONUPUANHOBBIMU aKTUBHBIMH IIEHTPAMH PELIETITOPA.
MexaHu3M COKpallleHHs MHOKapJa M IJIaJKOMBIIIEYHBIX BOJIOKOH COCYAOB 3aBHCHT OT
MOCTYTIJICHUSI HOHOB KaJIBIMS U3 MEXKIETOYHOTO IPOCTPAHCTBA Yepe3 CreuPpruecKue HOHHbIC
KaHaJIbl.

Bancapman
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Bancapran — aktuBHbIM crnenuduuaslii APA 1, mpegHazHaueHHBIN yUIsi TIpueMa BHYTP.
N3buparensHo OnokupyeT perentopbl moarumna ATi, KOTOpble OTBETCTBEHHBI 3a 3(D(EKThI
anrnorensuHa II. [loBbllleHHMe MIa3MEHHOM KOHLIEHTpalMM CBOOOAHOrO aHruoreHsuHa II
BciencTBue Onokanbl ATi-penentopoB MO JAEWCTBUEM BalicapTaHa MOXET CTUMYJIHUPOBATH
He3abnokupoBaHHble AT2-penenTopsl, KOTOpbIE MPOTUBOACHCTBYIOT 3(ddexTam CTUMYIALUN
ATi-penentopoB. Bancapran He o0yaiaeT aroHUCTUYECKONH aKTUBHOCTHIO B OTHomeHuu AT:-
peuentopoB. CpojicTBO BasicapTaHa K perentopam noaruna ATi npumepno B 20 000 pa3 Beiie,
yeMm K perientopam noaruna ATs.

Bancapran He unrubupyer AII®, taxke u3BecTHbI Kak KuHUHa3a Il, KkoTopwlii mpeBpamiaer
aurnoteH3uH | B anrworensuH Il u BBIBBIBaeT paspyuieHue OpaAukuHUHA. B CBI3M C
otrcyTcTBUeM BiusHUA Ha AlID, He nmoreHuupyrorces 3¢ dekTs OpauKUHIHA UK cyOcTaHluu P,
noatomy npu npueme APA Il ManoBeposTHO pa3BUTHE CyXOro Kaluis.

Kinunanueckas 3¢ dekTUBHOCTL U 0€3011aCHOCTh

Amnoounun

AMJIOIUIIMH B TEPANIEBTUUECKUX /033X Y NAIMEHTOB C apTEpPUAIbHONW IMIIEPTEH3UEH BBI3bIBAET
pacuipeHre KPOBEHOCHBIX COCYAOB, YTO MPUBOJIUT K CHIDKEHUIO A/l (B MONOXKEHUU «Iexa» U
«cros»). CHmxeHne AJl He CONPOBOXKAAETCS CYLIECTBEHHBIM U3MEHEHHEM YaCTOTBI CEPACUHBIX
cokpameHuii (HCC) u KOHLEHTpAlMM KaTeXOJaMHHOB B IUIa3M€ KPOBU NpU JAJIUTEIHLHOM
NpUMEeHEeHHH amiofunuHa. KoHueHTpanus B IuiasMe KpoBHU Koppenupyer ¢ 3¢(eKToM Kak y
MOJIO/IBIX MAI[MEHTOB, TaK M y MAIIMEHTOB MOXKHIIIOr0 Bo3pacTa (>65 jer).

[Tpu aprepuanbHON TMNEPTEH3UHN Y MAIMEHTOB ¢ HOPMAJIBbHOW (PyHKIMEN MOoYeK aMJIOAMIIMH B
TEPaNEeBTUUECKNUX J103aX IPUBOJAUT K YMEHBILIECHUIO CONPOTHUBIIEHUS IIOYEYHBIX COCYAOB U
nosblieHNn0 CK® 1 3pPeKTUBHOTO MOYEYHOTo MIa3MOTOKa 0e3 U3MEHEHUs! (PUIbTPALlMOHHON
(bpakuy U BHIPAXKEHHOCTH MTPOTEUHYPHH.

Awmnonunus, kak u napyrue bBMKK, y nanueHToB ¢ HOpMaJIbHON (yHKIMEN JEBOro Kelya04Ka
(JIX) BbI3bIBaeT U3MEHEHHE FeMOJMHAMHUECKUX MOKa3aTenell QyHKIMK cep/ia B MOKOe U MpU
¢u3mueckoil Harpyske: OTMEYaloCh HE3HAYMTEIbHOE YBEIMUEHHE CEpJEeYHOrOo HHAEKca 0e3
3HAYUTEIBHOTO BIUSHHUS Ha MAaKCUMAaJbHYIO CKOpOCTh HapacTaHus nasieHus B JOK (dP/dt) u
KOHEYHOE JHMACTOJMYECKOe JIaBJIeHHWE U KOHEYHbIH auactoiuueckuit oovem JDK.
['eMoarHAMHUUYECKHE HCCIENOBAaHMUS Y HWHTAKTHBIX MHBOTHBIX M 3J0POBBIX J0OPOBOJIBIEB
MOKa3aju, yTo cHkeHue AJl npu nprMeHeHUuu aMJIOIUIIMHA B AUAla30He TEPAeBTUYECKUX 103
HE BBI3BIBACT OTPULIATEIILHOTO HHOTPOIHOTO 3((dekra, Aaxke Ipu OAHOBPEMEHHOM IPUMEHEHUN
¢ OeTa-aapeHOOI0OKaTOpaMH.

AMIIOUIIMH HE H3MEHAET (QYHKUUIO CHHOATPHAIBHOTO Y3Jla WM aTPUOBEHTPUKYISAPHYIO

MpOBOAMMOCTE Y MHMHTAKTHBIX JKHUBOTHBIX H 3JO0POBBIX ,u06p0130111>ueB. HpI/I NMPUMCHCHUUN
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aMJIOIUITIMHA B KOMOWHAIMM ¢ OeTa-aApeHOoOJIoKaTOpaMy Y TMAlMeHTOB C apTepHaTbHOU
TUIIEpTEH3UEd WM CTEHOKapauel cHuxeHue AJ] He CcolpoBOXKAAIOCh HEXKENATEeIbHBIMU
M3MEHEHHUSIMHU IapaMeTpoB AeKTpokapanorpammel (OKI).

JlokazaHa inHMYecKas 3(Q(EeKTUBHOCTh aMIIOJMIIMHA Yy MALUEHTOB CO CTa0MJIbHOW
CTEHOKapJuel, Ba30CHACTUYECKON CTEHOKapJAue M aHruorpaMueckud IOJITBEPXKIECHHBIM
NOpaXCHUEM KOPOHAPHBIX apTEPUIL.

Bancapman

B cpaBHMTENBHBIX KIMHUYECKUX MCCIEAOBAaHUAX BajcapraHa ¢ uHruoutopom AlID uvacrora
pa3BUTHUSL CyXOoro Kauuisi Obula goctoBepHO Huke (p < 0,05) y manueHTOB, MOJy4aBILHX
Basicaptal (y 2,6 % nanueHToB, NOTy4aBIINX BajcapTaH, Uy 7,9 % — mosyyaBIIMX UHTHOUTOD
AIl®D). B KIMHUYECKOM HCCIIEOBAaHUM, BKIIIOYABILEM IIallUEHTOB, Y KOTOPBIX paHee IpH
neyeHun uHruoutopom AIID pa3BuBancs Cyxol Kallelb, NP JIEYEHUU BaJICAPTAHOM 3TO
OCJIO)KHEHHEe Obuto oTMeueHo B 19,5 % ciydwaeB, mpu JeUYECHHH THA3UIAHBIM TUYPETUKOM — B
19,0 % cmygaeB. B To ke Bpems B TpyIlIe MAMEHTOB, MOJYYaBIIMX JICUCHUE WHTHOUTOPOM
ATID, kamnrens Habmogancs B 68,5 % ciyuaes (p < 0,05).

Bancapran He BcTynaet Bo B3auMo/jieiicTBHe U HEe OJOKUPYET peLenTophl IpyruX TOPMOHOB WU
MOHHBIE KaHAJIbl, UMEIOIIIE BaXHOE 3HAUEHHE IS Peryssauuu QyHKUIUN cepaedHO-COCYUCTOM
CUCTEMBI.

[Tpu nedyenun aprepualibHOMN runepTeH3uu Bancapran cHkaer A/Jl, He Bnusst Ha YCC.

[Tocne mpuema BHYTpb pa30BOM 103bl BaJicapTaHa aHTUTUIIEPTEH3UBHBINA 3(pPEKT pazBuBaeTcs B
Te4yeHue 2 4acoB y OOJIBLIIMHCTBA MAalMeHTOB. MakcumanbHOe cHUkeHue AJ[ nocruraercs B
TeyeHue 4-6 yacoB. AHTUTHIEPTEH3UBHBIM 3(dexkT BascapraHa coxpaHsSeTcs B TeueHHe
24 yacoB mocne ero mnpuema. Ilpu MOBTOPHOM NPUMEHEHHWH BajcapTaHa MaKCHMajbHOE
camwkenne AJl, BHE 3aBUCUMOCTH OT TPUHSITOW J03bI, OOBIYHO JOCTHUTAETCS B Mpeaenax 2—
4 Henenb W MOJJIEPKUBAETCS HA JIOCTUTHYTOM YpOBHE B XOJie JUIMTENbHOU Tepamuu. Peskoe
IpeKpalieHre IpueMa BajicapTaHa He COIPOBOKIAETCS PE3KUM IMOBbIieHneM A/l wim apyrumu
HE)KEJIATEJIbHBIMU KJIIMHUYECKUMU TocieAcTBUAMU. [IpuMeHeHne BancapTaHa y MalUMEHTOB C
XCH (I1-1V ¢ynxumonansHbie kinacchl o kiaaccudukamyuu NYHA) npuBoauT K 3HAYUTETEHOMY
YMEHBUICHUIO YHCia TOCUTAIN3aui. DTOoT 3(h(heKT MaKCUMaIbHO BBIPAXXEH Yy IMAIMEHTOB, HE
nosydaromux MHruOuTopel AII® wmm Oera-anpeHOOIOKaTOpPhl. Y MalMEHTOB € KIMHUYECKU
CTAOMIIHLHOM JIEBOXKEITYI0YKOBOM HEIOCTAaTOYHOCTHIO WK ¢ HapymenueMm ¢yakuun JDK mocrme
IEPEHECEHHOro MH(papKTa MHUOKapJa Tepanus BaJCapTaHOM MPUBOJUT K YMEHBIICHUIO
CEpPAEYHO-COCYIUCTON CMEPTHOCTH.

5.2. apmMaKkoKHHEeTHYeCKHe CBOIiCTBA

AOGcopOuus
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Amnoounun

[Tocne mpuema BHYTPh aMJIOJWIIMHA B TepanmeBTUYECKUX 032X Cmax B IUIa3Me KpPOBU
nocturaercs uepe3 6—12 gacoB. AGcomoTHas OMOO0CTYTHOCTh cocTaBiisieT B cpeaneM 64—80 %.
[Tpuem UM He BAUSET HA OMOIOCTYITHOCTh aMJIOUIINHA.

Bancapman

[Tocne npuema Bancaptana BHYTph Cmax B IJIa3M€ KPOBH JocTUraercs uepes 2—4 yaca. Cpegusis
abcomroTHas OMOIOCTYIMHOCTH cocTaBisier 23 %.

[Ipu npueme BajicapTaHa C MUILIEH OTMEYAETCs CHIKEHHE OMOJOCTYMHOCTH (IO 3HAYCHHIO
AUC) na 40 %, a Cmax — moutu Ha 50 %, HO mpuUMEpPHO Yepe3 § 4acoB Ioclie pruemMa mnpenapara
BHYTPb IUIA3MEHHBIC KOHIICHTPAIIMK BaJIcCapTaHa CXOJHBI B TPYIIIE MAlMEHTOB, MPUHUMABIIHX
€ro ¢ muImleil, U B rpyIrmne, NpuHUMaBield Haromrak. YMmeHbiieHue AUC He compoBOXKIaeTCs
KIIMHUYECKH 3HAYMMBIM CHIDKEHHEM TeparneBTH4eckoro 3¢ ¢ekra, modToMy BaliCapTaH MOKHO
MPUHUMATH BHE 3aBUCUMOCTH OT MpUeMa MHIIIH.

Amnoounun + eancapman

[Tocne mprema BHYTpPh KOMOMHAIIMM aMJIOTUTUH + BasicapTaH Cmax aMJIOAWMIIHA M BaJICApTaHa
JIOCTUTat0TCs yepe3 6—8 U 3 yaca COOTBETCTBEHHO.

Pacnpenenenue

Amnoounun

Oowem pacripenencuus (Vq) coctapisier npumepHo 21 j/kr. [1o maHHBIM HccnenoBaHuii in Vitro
M0Ka3aHo, YTO y MAI[MEHTOB C apTepHaJIbHON TUIepTeH3uen okono 97,5 % HUpPKyIUPYIOLIETO
aMJIOZMIIMHA CBSI3bIBAETCA C O€TKaMU TU1a3Mbl KPOBH.

AMITOIMIIVH TIPOHUKAET Yepe3 TUTALEHTY M BBIICISIETCS C TPYIHBIM MOJIOKOM.

Bancapman

V¢ BajncapTaHa B PaBHOBECHOM COCTOSIHMM IIOCJIE€ B/B BBEIEHHUS COCTAaBIILI OKoJo 17 1, 4ro
yKa3bIBaeT Ha OTCYTCTBHE HSKCTEHCHUBHOTO pacIpe/iefieHHs BajcapTaHa B TKaHsAX. Baicapran B
3HAYMTEIBHOM  CTEMEHW  CBS3BIBACTCS C  OeIKaMH  CBIBOPOTKM  KpoBu  (94-97 %),
PEUMYIIECTBEHHO ATbOyMUHAMH.

Amnoounun + eancapman

CkopocThb M CTENEHW BCAaChIBaHUS KOMOMHAIIMM AaMIIOJUIIMH + BajcapTaH JKBUBAJICHTHI
OMOOCTYITHOCTH BaJicapTaHa W aMJIOJIMITUHA TPH MPHEMe Ka)XIO0TO M3 HUX B BUJE OTIEIBHBIX
TabJIETOK.

Buorpancdopmarus

Amnoounun
AmrnonunuH HHTEHCUBHO (okoiio 90 %) wmertaGonus3upyeTcss B IEYeHH C OOpa3oBaHHEM

HEaKTHUBHBIX METa0OJIMTOB.
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Bancapman

Bancapran He mnoxaBepraercsi BbIpaKeHHOMY MeTabonu3my (okono 20 % npuHSATOM 103bI
ompesenseTcss B BUAC METaO0NMHMTOB). ['MIPOKCHIBHBIA METa0OIUT ONpENeNsieTcs B IIa3Me
KpOBH B HHM3KHUX KoHLeHTpauusax (meHee uem 10 % ot AUC Bajncaprana). TOT MeTaOOIUT
(dhapMaKoJIOTHYECKH HEAKTHBEH.

DJIMMHUHALMS

Amnoounun

BroiBegenue amioaunuHa M3 IJ1a3Mbl KPOBM HOCHUT JBYX(a3HbI XapakTep C MEepUOJIOM
nonyBeiBenieHus: (T'2) mpubmusutensHo ot 30 mo 50 yacoB. PaBHOBecHas KOHIIGHTpausi B
I1a3Me KPOBHU JIOCTUTAETCS TOCIE MPOAODKUTEIBHOIO TPUMEHEHUS BHYTPh B TEUYCHHE 7—
8 nueii. 10 % HensmeHenHoro amiiogummHa u 60 % awmylOAWIIMHA BBEIBOAWTCA B BHIE
MeTabOoIUTOB TOYKAMHU.

Bancapman

dapMaKOKHHETHYECKAsE KPHWBas BajicapTaHa HOCUT HHUCXOJSAIIMH MYJIbTHIKCIIOHCHIIMATBHBIN
xapaktep (T%2¢<lwuaca u T2 oxono 9 uacoB). Bancapran BBIBOAMTCS B OCHOBHOM B
HEU3MEHEHHOM BHJE uepe3 KumieyHuKk (okono 83 %) u moukamu (okono 13 %). Ilocne B/B
BBEJICHUS TJIA3MEHHBIN KIUPEHC BaJicapTaHa COCTABISIET OKOJIO 2 JI/4 M €ro MOYEeUHbIH KIUPEeHC
coctasisieT 0,62 n/4 (okomo 30 % oOmiero knupenca). T2 BajcapTana cocTaBisieT 6 4acoB.
JIMHENHOCTh

dapMaKOKMHETHKA aMJIOJUIIHA U BaJicapTaHa XapaKTepU3yeTCsl TMHEHHOCTHIO.

Oco0bIe I'pynnbl DaMCHTOB

Tayuenmsi nosxxcunozo 6o3pacma (=65 nem)

Bpewmst noctmkenns Cmax aMIIOAMIIMHA B TJIa3M€ KPOBH Y MOJOJBIX MAlMEHTOB U MAIMEHTOB
MOKUJIOTO BO3pacTa OJMHAKOBO. Y IMAIMEHTOB ITOKHJIOTO BO3pacTa KIMPEHC aMIIOIUITMHA
HE3HAYUTEIIbHO CHIKEH, 4TO TPUBOIUT K yBenudeHuo AUC u TV,

Y mMmanueHTOB MOXHIOTO BO3pacTa CHUCTEMHAasl SKCIO3WIIMSA BajcapTaHa HECKOJBKO Oolee
BBIpaXXEHA, YEM Y TIAIIHEHTOB MOJIOJIOTO BO3pAcTa, YTO HE SBISETCS KIMHUYECKH 3HAUUMBIM.
Hapywenue ¢ynxyuu novex

VY manueHToB ¢ HapyIIeHHeM (YHKITUH MTOYeK (papMaKOKWHETHYECKHE TapaMeTphl aMIIOIUITHHA
CYIIECTBEHHO HE W3MEHSIOTCS. He ObIO BBISBIEHO KOppersiuu Mexny (yHKIued modex
(ompenensiemoit mo BenmuuuHe CK®) u cucremnoi skcnosummeir (AUC) Bancaprana y
MAIMEHTOB C PA3JINYHON CTETIEHbIO HApYIIEHUS (YHKIMH ITOYEK.

He tpebyercst koppeKLny Ha4aabHOM 03Bl y MALIMEHTOB C HapyUIeHHEM (DYHKIIMU MOYEK JIETKON
Y CPEIHEN CTEIIEHU TSAKECTH.

Hapywenue ¢pynxyuu nevenu
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VY nanueHToB ¢ HapylieHueM (QYHKIMHM MEYeHH OTMEUYEHO CHUKEHHME KIMpPEHCa aMIIOAMIIMHA,
4yT0 npuBoIUT K noBsimeHnto AUC npubmusutensHo Ha 40-60 %. B cpennem, y mamueHToB
HapymeHneM (YHKLIMHU MEYeHU JIETKOH u cpenHeil (kmacc A m B mo xnaccudukanmu Yaiing-
[Tpr0) crenenu 6uomoctynHoctTh (AUC) BasicapTrana yaBauBaeTcs 110 CPaBHEHUIO CO 3/I0POBBIMHU
n00poBOJIbIIAMH (COOTBETCTBYIOLIETO BO3pacTa, moja U Maccel Tena). Ilpemapar Bamiocer
JIOJKEH TIPUMEHSATHCS] C OCTOPOKHOCTBIO Y MAIIMEHTOB € 3200JIEBaHUSMH I1EUYEHHU.
eTu
DapMaKOKMHETUYECKHE OCOOEHHOCTH MPUMEHEHHUS KOMOWHAIMM aMJIOJIUIIUH + BajcapTaH y

JeTeit u IOAPOCTKOB MJIaJilIeC 18 ner He YCTAaHOBJICHBI.

6. ®PAPMAIEBTUYECKHUE CBOICTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Bamutocer, 5 mr+ 80 mr, TaOJIETKH, IIOKPBITHIE INIEHOYHON 000JI0YKOH

[emtrono3a MUKpOKPUCTAIINYECKAS
Kpockapmenno3a Harpust

IToBunmon K-25

Hatpus naypuncynbdar

Mannurton

Marnus creapat

Kpemuus 1uokcua KoJsIouIHbIN
Obonouxa nienoynasn

Omnanpaii 1l Gempritt

Kpacurenb xenes3a okcu xentoiii (E172)
! Onanpait 11 Genblit: MONMMBUHUIOBKI crupT, TuTaHa auokcu (E171), Makporomn, Tanbk

Bamuocer, 5 mr+ 160 Mr, TabJeTKH, HOKPBITHIE IVIEHOYHOH 000JI0YKON

[{emTrom03a MEKPOKPUCTAITHYCCKAS
Kpockapmenno3za Hatpust

IMoBumon K-25

Harpus naypuncynbdat

MangHuTONn

Maruus creapat

Kpemuust nuokcu KoJIIouIHBINA
Obonouka nienounas

1

Omnanpaii I1 6enprit

KpacuTemb xkene3a okcu xentoiil (E172)
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! Onanpait 11 GenbIit: MONMMBUHMIOBKIH criupT, TuTaHa auokcus (E171), Makporomn, Tanbk

Bamuocer, 5 mr+ 320 mr, Ta0JeTKH, HOKPHITHIE IJICHOYHOM 000J10YKON

[ennron03a MUKPOKPUCTAIIIMYECKAS
Kpockapmemnnosa HaTpus

IMoBunmon K-25

Hatpus naypuiicynsgat

Mannuron

Maruus creapat

Kpemuus nuokcu KomouHbINH
Obonouka nienounas

Omnanpaii 11 6empritt

Kpacurens xene3a okcup sxentoiit (E172)
Kpacurens xene3a okcun kpacHsiil (E172)
! Onappaii 11 Genblii: TOTMBUHIIOBKIH ciupT, TuTaHa quokcuz (E171), Makporom, Tanbk

Bawmitocer, 10 mr+ 160 mr, TabJIeTKH, HOKPBITHIE INIEHOYHOU 000JI0UYKON

[ennmrono3a MEKPOKpUCTAILITNYECKAS
Kpockapmennosa narpus

[ToBumon K-25

Harpus naypuncynbdar

MannuTON

Marnus creapar

Kpemuus 1MOKCH KOJIITOWAHBIN
Obonouka nienounas

Onanpaii 11 Genpritt

Kpacurens xeneza okcup xxentoiit (E172)
! Onappaii 11 Genblii: TOTMBUHIIIOBEIH cIUpPT, TUTaHa auokcuz (E171), Makporom, Tanbk

Bawmnocer, 10 mr+ 320 Mr, TabJIEeTKH, OKPBITHIE INIECHOYHONM 000JIOUKOM

[emntono03a MUKPOKPUCTATIINYECKAS
Kpockapmennosa narpus

ITosunmon K-25

Hatpus naypuicynbdar

Manuurton

Marnus creapat

Kpemuust 1MOKCH KOJITTOUAHBIN

Obonouka nieHouHast
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Omnanpaii 11 Gempritt

Kpacurens xeneza okcup xxentoiit (E172)

! Onanpaii 11 Genblit: OTMBUHUIOBKIH ciupT, TuTaHa auokcu (E171), Makporom, Tanbk

6.2. HecoBmecTUMOCTH

Henpumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

3 roga.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NPU XPAHEHUU

XpaHuTh 1pu Temieparype He Bolie 25 °C, B OpUrHHAIbHON KOHTYPHON STYEMKOBOMN yIIaKOBKE.
6.5. Xapakrep u cofep:kaHue NePBUYHOH YIIAKOBKH

Bamiocer, TabaeTku, MOKPHITHIE MIICHOYHOH 0005109K0#, 5 Mr + 80 mr, 5 mMr + 160 mr, 5 mr +

320 mr, 10 mr+ 160 mr, 10 mr + 320 mr:

[To 10 TabmeTok B KOHTYpHOW SYEHKOBOH YNaKOBKE M3 KOMOMHHPOBAHHOIO Marepuaia
OITA/An/TIBX 1 pobru aqTroMHHHEBOIA.

3, 6, 9 wim 10 KOHTYpPHBIX SUEHKOBBIX YIAaKOBOK BMECTE C MHCTPYKIHUEH IO MPUMEHEHUIO
IOMEIIAOT B MAYKy U3 KapTOHa.

Bamutocer, Ta0aeTKY, DOKPBITHIE IJIEHOYHOU 000104K0#, 5 Mr + 80 mr:

[To 14 TabneTok B KOHTYpPHOM SYEWKOBOM YIAaKOBKE W3 KOMOMHHPOBAHHOTO MaTrepuasa
OITA/An/TIBX u ¢osbru amoMUHUEBOM.

1, 2, 4 unu 7 KOHTYpHBIX SYEHKOBBIX YNAKOBOK BMECTE C MHCTPYKLHUEH IO NPUMEHEHUIO
MOMEIIAOT B MAaYKy U3 KapTOHa.

Bamiocer, TabIeTKu, MOKPHITHIE TNIEHOYHON 0007109K0, 5 Mr + 160 mr, 5 mr + 320 mr, 10 mr +

160 mr, 10 mr + 320 mr:

[To 7 Tabnerok B KOHTYpHOW S4YEMKOBOH YMaKOBKE W3 KOMOMHHMPOBAHHOI'O Marepuaia
OITA/An/TIBX 1 (ponbru aaroMUHHEBOIA.

2, 4, 8 wim 14 KOHTYpHBIX SYEHKOBBIX YIIAKOBOK BMECTE€ C HMHCTPYKLIHMEW IO IPUMEHEHUIO
MIOMENIAIOT B MTAYKy U3 KapTOHA.

He Bce pa3meps! yriakoBOK MOTYT OBITh JIOCTYIHBI JUIS peaTH3aliH.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH NPHM  YHHUYTOXKEHMH  HCHOJb30BAHHOIO
JIEKAPCTBEHHOI'0  INpenapara WJIM OTX0A0B, IOJYYEHHBIX II0CJe IPHUMEHEHUs
JIEKAPCTBEHHOI'0 Npenapara, i Apyrue MaHUIYJISIUH € PenapaToM

Het oco06bIx TpeGoBaHUil K yTHIN3AIIH.

7. JEPXKATEJIb PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus
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000 «KPKA-PYCy, 143500, Poccus, MockoBckas 0611., r. Mctpa, yin. Mockosckas, 1. 50
Ten.: +7 (495) 994 70 70

@axc: +7 (495) 994 70 78

Anpec 2. moutsl: Krka-rus@krka.biz

7.1. llpeancraBuTeib AepKaTesisi PeruCTPAIMOHHOTO YA0CTOBEPEeHUA

[Iperen3un HOTDC6I/IT€JICI71 HaIpaBJIATH 110 aApECy:

Poccuiickaa ®eoepayus

000 «KPKA-PYC»

143500, MockoBckast 0611., r. Mctpa, yin. Mockosckas, 1. 50
Ten.: +7 (495) 994 70 70

dakc: +7 (495) 994 70 78

Anpec 2. moutsl: Krka-rus@krka.biz

8. HOMEP PETHCTPAIIMOHHOI'O YAOCTOBEPEHUSA
JIIT-Ne(004836)-(PI'-RU)
9. JTATA NEPBUYHOM PETUCTPAIIAU (IIOATBEPKJIEHUS PETUCTPAILIUH,
INEPEPETUCTPAIIN)
12 mapra 2024 .
10. JATA NEPECMOTPA TEKCTA

OO11ast XxapakTepHCcTUKa JeKapCTBEHHOT0 IpenapaTta Bamiiocer noctynHa Ha HHPOPMALMOHHOM
noprane EBpa3uiickoro 3KOHOMHYECKOTO COI03a B MH(POPMAIIMOHHO-KOMMYHUKAIIUOHHOW CETH

«Wutepuer» https://eec.eaeunion.org.
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