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OBILAS XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “0%)

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IPEITAPATA

I[TEPUHIOITPUJI BEJI®APM, 2,5 Mmr, TabaeTKH, MOKPHITHIC IJICHOYHON 000JI0YKOH.
I[MEPUHIOITPUJI BEJI®APM, 5 mr, TabGIeTKH, MOKPHITHIC INICHOYHOW 000JI0UKOM.
[MEPUHIOITPUII BEJI®GAPM, 10 mr, TaGieTKu, MOKPHITHIC TIICHOYHONH 000IOUKOH.

2. KAUECTBEHHBIN 1 KOJITMYECTBEHHBIN COCTAB

JlelicTBytoII1€€ BEIIECTBO: MTEPUHIOMPHUII.

HNEPUHAOIIPUJI BEJIOGAPM, 2.5 Mr, TaOJIETKH, OKPBITEIE INIEHOYHON 000JI0YKOH

Kaxnas tabneTka, moKpbITast INIEHOYHOH 000JI0YKOM, COACPIKUT 2,5 M IepuHI0NpUiIa aprHHIHA.

BcnomorarennsHblie BCIICCTBA, HAJIMINEC KOTOPBIX HYKHO YYUTHIBATH B COCTABEC JICKAPCTBECHHOI'O

npemnapara: jJaktosa (cM. pasuaen 4.4).

HNEPUHAOIIPUJI BEJIOGAPM., 5 Mr, TaOJIETKH, ITIOKPHITHIE INIEHOYHON 00010YKOI

Kaxxnas Tabnerka, MOKpbITas INIEHOYHOM 000JI0YKOM, COAEPKUT D MI' IEPUHIONIPUIIA ApTUHUHA.

BcnomorarennHble BCIICCTBA, HAJIMINEC KOTOPBIX HYKHO YYUTHIBATH B COCTABEC JICKAPCTBECHHOI'O

npemnapara: jJaktosa (cM. pasuaen 4.4).

INEPMHAOIIPHNJIA BEJIOAPM, 10 mr, TaOJIETKH, IIOKPLITHIE INIEHOYHOIN 000JI0YKOH

Kaxnas TabieTka, MOKpHITas INICHOYHOH 0007109K0#, cofepxut 10 Mr mepuHI0NpuIIa apruHuHa.

BcnomorarennsHblie BCIICCTBA, HAJIMINEC KOTOPBIX HYKHO YYUTHIBATH B COCTABEC JICKAPCTBECHHOI'O

npemnapara: 1akrosa (cMm. paszaen 4.4).

[TonHBIN TIEpevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBENICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPBIThIE MIICHOYHOIH 000I0UKOM.

Kpyrible n1BOSKOBBITYKIIbIE TA0IETKH, IOKPBITHIE IIJIEHOYHONW 000JI0UKON O€sIoro 1BeTa.

4. KIMHUYECKHUE JJAHHBIE

4.1 Tloka3aHus K IPUMEHEHUIO

[Tpenapar IIEPUHOITPUJI BEJI®APM mnoka3zaH Kk MPUMEHEHHUIO Y B3POCBIX B BO3pacTe oT 18

JeT.

. AprepuranbHas THIIEPTEH3HS.

. XpoHHuecKas cepeyHast HEJOCTaTOUHOCTb.

. [IpodunakTrka MOBTOPHOTO MHCYIbTa (KOMOWHHUPOBAHHAS TEepamusl ¢ WHIANAMHIIOM) Y

MAIMEHTOB, MEPEeHECIINX UHCYIBT WM TPAH3UTOPHOE HAPYIIEHHE MO3TOBOTO KPOBOOOPAIIEHUS
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M0 MINEMHUYCCKOMY THUITY.

. CrabunpHas wumemuueckass Oone3nb cepana (MBC): cHmkeHus pucka cepaeyHo-
COCYAMCTBIX OCIIO)KHEHUH y MarueHToB co cradmibHoi UBC.
4.2 Pe:xxum 103MPOBAHUSA U CIIOCOO NPUMEHEHMsI

PexxuM o3upoBaHus

[Tpu BBIOOpE /103BI CIIEYET YUUTHIBATH OCOOCHHOCTH KIMHUYECKOH cuTyanuu (cM. pasaen 4.4) u
CTEIICHb CHIDKCHUS apTepuaibHoro nasieHus (A/l) Ha (poHe npoBoIUMOiIl Teparuu.
Apmepuanvhas cunepmen3us

[Ipenapar IIEPUHIOIIPUJT BEJI®DAPM MOXHO NpUMEHATh KaK B MOHOTEpANHHd, Tak U B
cocTtaBe KOMOMHMpPOBaHHOMU Tepanuu (cM. pasaensl 4.3, 4.4,4.5u 5.1).

Pexomenyemas HauanpHas J03a COCTaBIIAET S MI 1 pa3 B CyTKH.

Y mnauMeHTOB C BBIPAXEHHOW aKTUBHOCTBIO CHUCTEMBI PEHHH-aHIMOTEH3HMH-aJIbJIOCTEPOH
(0COOEHHO IIPU PEHOBACKYJIAPHON THIEPTEH3MH, TMIOBOJIEMUHN W/WIM CHUKEHUU COAEPIKaHUS
AJIEKTPOJIMTOB IIa3Mbl KPOBH, JEKOMIICHCALIMA XPOHUYECKON CEPACUYHON HEAOCTATOYHOCTH WIH
TSDKETION CTETIEHH apTepHAIIbHOW THIEPTEH3UH) MOCTe MpUeMa MepBOi J03bI Mpenapara MOXKET
pa3BUTHCA BeIpakeHHOE cHIDKeHHE A/l B Havane Tepanuy Takue NanueHTsl JOJKHBI HAXOAUTHCS
HOJ TIIATEIbHBIM MEIUIMHCKUM HabOmtogeHueM. PekomeHyemas HauanbHas 1032 ISl TaKuX
MAIUEHTOB cOoCTaBisAeT 2,5 Mr 1 pa3 B CyTKH.

B cnyuae HeoOxoaumocTu uepe3 Mecsll IOcie Hayajga Tepalmud MOYKHO YBEIMYUThH J03Y
npenapara 10 10 mr 1 pa3 B cyTku.

B nauane Ttepanum npenapatom IIEPUHJIOIIPMJI BEJI®APM MoOXeT BO3HHUKATh
CUMIITOMAaTHUYECKasl apTepuaibHas THUIOTEH3Hs. Y IAlMEHTOB, OJHOBPEMEHHO IOJYYarOIIHUX
JUYPETUKH, PHUCK pa3BUTUS apTepUalbHOM THIOTEH3UM BBIIIE B CBSI3U C BO3MOXHOMU
TUIOBOJIEMHEN U CHHKEHHMEM COJIepKaHUs AJIEKTPOJITOB Ia3Mbl KpoBU. CrenyeT cobmoaarh
octopoxHocTh ITpu npumeHenun npenapara [IEPUH/IOIIPNJI BEJI®APM y naHHOW rpynimsl
MTallUECHTOB.

Pekomennyercs, 1o BO3MOXKHOCTHM, MpPEKPaTUTh TMpUEM AUYPETUKOB 3a 2-3 JHSA 10
npenonaraeMoro Havyana repanuu npemnapatom [IEPUHIOITPUII BEJI®GAPM (cwm. paznen 4.4).
IIpy HEBO3MOXHOCTM OTMEHUTH IMYPETHKH, HadanpHas no3a npenapara [TEPUHJIIOIIPMJI
BEJI®APM nomkna coctaBnarh 2,5 mr. [lpu 3TOM HEOOXOIUMO KOHTPOJHUPOBATH (DYHKITHIO
MOYEK U CO/Iep KaHMe Kalusl B CBIBOPOTKE KpOBU. B nanbHeiiieM, B ci1ydae He0OX0IMMOCTH, /1032
npenapata MOXeT ObITh YyBenudeHa. llpm HeoOXOIMMOCTH TNpHEM JIUYPETUKOB MOKHO
BO300HOBHUTH.

VYV MmanMeHTOB MOXKUIIOTO BO3pacTa JIEYEHHE CIeAyeT HadyuMHaTh ¢ 036l 2,5 Mr B cyTku. [lpm

HEO0XOMMOCTH 4epe3 MecCsI] I10CIIe Havalla Tepayy 103y MOXKHO YBEJIUYHUTh 10 5 MI' B CYTKH, a
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3ateM 110 10 MT B CyTKH C YIETOM COCTOSTHUS (DYHKIIUH ﬁ%ﬁ@%@ﬁgmlﬁw: CTb 0003)

Cepoeunas nedocmamounocmo

JleueHne MAalLMEHTOB €  XPOHUYECKOM  CEpPAEYHOM  HEAOCTATOYHOCTBIO  IIpErnapaToM
IMEPUHIOITPUJI BEJI®APM B xoMOMHaNUM ¢ KaauiiHeCOeperaluMi JTUypEeTUKaMU W/WIA
JUTOKCMHOM W/MIM  fS-aipeHOo0JI0KaTopaMH, PEKOMEHAYeTCs HauyMHaTh MOJ TUIATEIbHBIM
MEIMIMHCKUM HaOJII0JICHHEM, Ha3Hauyas MpenapaT B HaYaJlbHOW 7103€ 2,5 MI OJUH pa3 B JICHb,
yTpoM. Uepes /1Be HeeH JISUeHUs 1032 Mperapara MOXKeT ObITh MOBBIIICHA 0 5 MTI' OJIUH pa3 B
JIeHb IIPHU YCIIOBUU XOPOILIEH MEPEHOCHUMOCTH J03bI 2,5 MI' U YIOBIETBOPUTEIBHOIO OTBETA HA
IIPOBOAMMYIO TEPAIIUIO.

VYV nanueHToB € TAKENOW CEpAEeYHOM HENOCTATOYHOCTBIO, a4 TAK)KE y IALUEHTOB W3 T'PYIIIbI
BBICOKOTO pHUCKa (TMAaLMEHTHl C HApyUICHHON (YHKIMEH NMOYeK M TeHICHIMEH K HapyIIEeHUIO
BOJIHO-3JIEKTPOJIMTHOTO OanaHca, MalMeHThl, OJHOBPEMEHHO IOJIy4Yarollue IUYPETUKH /WU
COCYJIOpacCIIUPAONINE JIEKAPCTBEHHbIE Ipernaparbl), JIe4eHUEe JODKHO ObITh HayaTo IO0J
THIATEIHHBIM MEIUIIMHCKUM Ha0MoeHueM (cM. paszaen 4.4).

VY nauueHToB C BBICOKMM PHUCKOM pa3BUTHUS CUMITOMAaTHYECKON apTepUalbHOM TMIIOTEH3UH,
HalpuMep, CO CHUKEHHBIM COJIEPKaHUEM 3JIEKTPOJIUTOB MPH HAIUYUM WK 6€3 THIIOHATPUEMUH,
C TMIIOBOJIEMHEN UJIM C UHTCHCUBHOM Tepanuen TnypeTUKaMu, IEpe]] HayalloM IpuéMa rpenapara
I[MEPUHIOITPNJI BEJI®APM, no BO3MOXHOCTH, MEPEUYUCICHHBIE COCTOSIHUSI JTOJDKHBI OBITH
CKOppeKTHpOBaHbL. Takue mokaszarenu Kak BenuunHa AJl, GyHKIHS MOYeK U CopepiKaHue Kalus
B IUIa3M€ KPOBHU JOJDKHBI KOHTPOJIMPOBATHCA KAK IEPE HayalloM, TaK U B IIPOLIECCE TEPAIUU.
IIpogpunaxmuxa nosmopHo2o uncyibma (KOMOUHUPOBAHHASL MEPAnUsl ¢ UHOANAMUOOM,)

VY nanueHTtoB ¢ 1epeOpoBacKyJIIpHbIMU 3a00JIEBaHUSAMU B aHaAMHE3€, TEPANUIO IpernapaToM
IMEPUHIOITPUJI BEJI®APM cnenyetr HaduHATh C J03bI 2,5 MT B TEYCHHE MEPBHIX IBYX HEEINb,
3aTeM, MOBbIIIAs O3y 1O 5 MI B TEUYEHHME IMOCIEAYIOIIUX JBYX HEIENb 1O NPUMEHEHHUS
WHJAaMA]A.

Tepamnuto cienyer HauMHATH B J1I000€ (OT JBYX HEJENb 10 HECKOJIbKHMX JIET) BpeMsl Iocie
IIEPEHECEHHOT0 UHCYIIBTA.

UFC: cnudxcenue pucka cepoedno-cocyoucmlx OCIONCHEHUU Y NAYUEHMO8, paHee NePeHECUIUX
UHGapKm Muokapoa u/unu KOpoHapHy1o pesacKyiapu3ayuio

VY nanuentoB co craOuiabHbIM TedeHueM WBC tepanuio mnpenaparom ITEPUHIOITPUJI
BEJI®APM cnenyer HaunHATH € 10361 5 Mr 1 pa3 B CYTKH.

Yepes 2 Hemenu, IpU XOPOIIEH MEPEeHOCHMOCTH Tpernapara U ¢ y4ETOM COCTOSIHUA (YHKIHUU
MOYeK, /1032 MOXKeT ObITh yBenuueHa a0 10 mr 1 pa3 B cyTku.

JInaM mouioro Bo3pacTa cieayeT HauMHaTh TepPaInIo ¢ 103kl 2,5 Mr 1 pa3 B CyTKH B TEUEHHE

OJIHOI Henenu, 3ateM o 5 Mr 1 pa3 B CyTKHM B T€UEHHE cIeaylouleil Henenu. 3aTeM, ¢ y4ETOM
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COCTOSAHUS (YHKLIMU MOYEK, J03y MOKHO YBEITHYUTh nérhlag\q;lEl%g'ﬁTW(féhTféﬁlnﬁﬁw 1).

VYBenuuuBarh J03y Mpernapara MOXKHO TOJIBKO MPH €ro XOpolled MNepeHOCMMOCTH B paHee
PEKOMEHOBAHHOM J103€.

Oco0nlie I'pYHOIIbI TAaIKMEHTOB

Tayuenmsi ¢ HapyweHuem gyHKyuy novex

VY MmanueHToB ¢ MOYEYHOH HEAOCTAaTOYHOCTBIO 103y Mpemnapara CleAyeT MoJ0HpaTh C y4EToM
kinupeHca kpeatuHuHa (KK).

Tabmuma 1 — [o3upoBka nekapcrBeHHoro mpemnapara [IEPUHJIOITPUJI BEJI®APM npu

IMOYCYHOM HCJOCTAaTOYHOCTH

KK (Ma/mun) Pexomenayemas 103a
Oosee wiu paBeH 60 5 mr/cyT
6onee wn paBeH 30, HO meHee 60 2,5 mr/cyt
Oosee wu paseH 15, Ho menee 30 2,5 Mr yepe3 1eHb
[TarmenTs! HAa reMoauanu3e® menee 15 2,5 Mr B JieHb Tuanusa

[Ipumeuanue: *

— JMaJIM3HBIA KiaupeHc nepuHponpuiara — /0 mi/mud. Ilpemapar crnenyer
IPUHUMATH ITOCJIE IPOBEACHUS TPOLIEYPhI JUAIIN3A.
THayuenmoi ¢ HapywieHuem QyHKyuU neveHu
[TaumenTam ¢ HapymieHHeM (YHKLIMU IEYeHH KOPPEKIUH 1036l HEe TpeOyeTcs (M. pas3zensl 4.4 u
5.2).

eTH
[Tpenapat [IEPUHIOITPU BEJI®APM He pexoMmeHiyeTcs AETSIM U OApOCTKaM 10 18 et uz-3a
OTCYTCTBUS JaHHBIX 00 3()(heKTUBHOCTH U 0E30MaCHOCTU NMPUMEHEHUS Iperapara y MalueHToB
JTAaHHOW BO3PACTHOM I'PYIIIBL.
B HacTos1ee BpemMst HET JOCTaTOYHBIX JaHHBIX 110 O0€30MacHOCTH U 3(PPEKTUBHOCTH IPUMEHEHUS
NEepUHJIONpUIIa y IeTel U MOoAPOCTKOB B Bo3pacTte 10 18 ser. meromuecs faHHbIe, ONMCAaHHBIE B
pasznene 5.1 He MO3BOJAIOT AeNaTh PEKOMEHJAIMM IO CIoco0y MPUMEHEHHs U J03MPOBKaM
npernapara y MallMeHTOB JaHHON BO3PACTHOW IPYIIIBL.

Criocob nnpuMeHeHu s

BnyTtps.

[Ipenapar npuHUMAIOT OJWH pa3 B CYTKH, YTPOM, Mepe] MPUEMOM IHUILHM, 3alHUBasi CTaKaHOM
BOJIBI.

4.3 TIpoTnBONMOKA3aAHUS

. ['MnepdyBCTBUTENHHOCT, K NEPUHAONPHIIY WIA K  JAPYTHM  WHTHOMTOpam
aHrnoTeH3uHNpeBpamariero pepmenrta (AIID), wiu Kk 1F000MY U3 BCIIOMOTATEIbHBIX BEIIECTB,

IIEPEYHCIICHHBIX B paszzaene 6.1.
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. AHnrunoneBpornueckuii orék (0Ték KBuHKE

uaruoutopa AII® (cm. pazaen 4.4).

. HacnencTBeHHBINH/MANONATHYECKUN aHTHOHEBPOTHUECKUH OTEK.
. bepemennocTh u naktanus (cM. pasaensl 4.4 u 4.6).
. CoBMeCTHOE MNPUMEHEHHE C aJUCKHUPEHOM M JIEKapCTBEHHBIMHM IIpenapaTaMi,

COJIepKallUMK aJMCKUPEH, y TAlleHTOB C CaxapHbIM IuabeTOM W/MIM YMEPEHHBIMH WIIU
TSOKETBIMH  HapyIIeHUsIMA (PYHKIIUK T0YeK (CKOpocTh KiyOoukoBoi ¢uiabTpanuu (CKO)
<60 mn/mun/1,73 M? mIomaaM MOBEPXHOCTH Tena) (cM. pasaensl 4.5 u 5.1).

. CoBMecTHOE IIPUMEHEHHUE C aHTaroHWcTaMu penentopoB aHruorensuHa Il (APA 1I) y
MAIUEHTOB ¢ AnadeTndeckoi HedponaTuen (cMm. pasznen 4.4).

o CoBMecTHOE TpPHUMEHEHHE C KOMOMHHMPOBAHHBIMH JIEKAPCTBEHHBIMHU IIperapaTaMu,
coJIepXKalIMMH BajicapTaH + cakyoutpui (cm. pasnenst 4.4 u 4.5).

o OKCTpakopropaibHas Tepanus, BeAyllas K KOHTaKTY KpOBH C OTPHUIATEIHHO
3apsKEHHBIMU TOBEPXHOCTAMU (CM. paszzen 4.5).

. BoipakeHHBI ~ OBYCTOPOHHUH  CTEHO3  IOYEYHBIX  apTepuil WM CTEHO3
apTepuy eIMHCTBEHHOW (QYHKIIMOHHUPYIOIIEH MOUKH (CM. Takoke paszen 4.4).

4.4 Oco0ble yka3aHusi 1 MepbI MPEI0CTOPOKHOCTH MPU NPUMEHEeHHH

C 0CTOPOKHOCTBIO

JIByCTOPDOHHUII ~ CTE€HO3 MOYEUYHBIX apTepuUil WM  CTEHO3 apTepuu  EeIUHCTBEHHOU
(GYHKIMOHMpYIOLIEH  TOYKM, [OYeYHass HEJOCTaTOYHOCTb, CHCTEMHBbIE  3a00JIeBaHUS
COCIMHUTENIbHON TKaHU (CHCTEMHasi KpacHas BOJIYaHKA, CKJIEpOAEpMHUS U Jp.), Tepamnus
UMMYHOCYTIPECCOPAaMH, aJJIONYPUHOJIOM, IPOKaWHAMHMJIOM (PUCK pa3BUTHS HEHTpOIEHHH,
arpaHyJIOIIMTO3a), CHIXKEHHbBIN 00beM LHUPKYIUPYIOLIEH KpoBH (IpUEM TUYPETUKOB, OeccosieBas
JMeTa, pBOTa, JAUapes), CTEHOKapaus, 1epeOpoBacKysipHbIe 3a00JeBaHUsI, PEHOBACKYJISIpHAs
TUIEPTEH3Us, CaxapHbIi quabeT, MepBUYHBIA TUIEPANbIOCTEPOHU3M, XPOHUYECKas cepaeyuHas
HenoctaToyHocTh [V (yHKIMOHampHOrO Kiacca mo kinaccudukaumu NYHA, coBmecTHOE
OpUMEHEHHEe KaiuiicOeperarmonmx JUypeTUKOB, MpenapaToB Kajus, KaJuHcoJepiKalux
3aMEHUTENICH MUIIEBOM COJNM U JIMTHS, aIUCKUPEHA W MPEenapaToB, COJAEPKAIMX AMCKUPEH Y
MaUeHToB 0e3 caxapHoro AuadeTa UiIu HapyleHUH QYHKIIMY TOYEeK, aHTarOHUCTOB PELIETITOPOB
anruorensuHa II (APA II) y mamuentoB 6e3 nuaOeTHuecKo HeppomaTHH, TUIEpKaTUeMHUs,
XUPYpPrUYEeCKOe  BMEMIATENbCTBO/OOMIAs  aHEeCTe3Ms, TIeMOJHalu3 C  HCIOJIb30BaHUEM
BBICOKOITPOTOYHBIX MEMOpaH, 1eCeHCUOUIU3NpYIoIas Tepamnus, apepes JUMONPOTEMHOB HU3KON
wiotHoctn  (JIITHII),  cocrossHme  mociae  TpaHCIUIAaHTalMM — TOYKH,  aOpTajbHBIN
CTEHO3/MUTPAJIBbHBIM CTEHO3/TUNepTpOoPHrUecKasi OOCTPYKTUBHAsI KapAHMOMHONATHS, TPUMEHEHNE

Yy NalfUCHTOB HerOI/II[HOI\/'I pachl.
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Oco0nle yKazaHus

Cmabunvnas U6C

[Tpu pa3BuTHH JIF0OOTO SMTU30/1a HECTAOMIFHON CTEHOKAPIMHU B TEUCHUE IEPBOTO MECSIIa TePATUU
npenaparoM [IEPUHJIOITPMJI BEJI®APM crenyer OIEHUTh MNPEUMYIIECTBA U PHUCK 0
IIPOJIOJKEHHUSI TEPAITUU.

Apmepuanvrnasn cunomen3us

Nuru6uropsr AII® moryt BeI3BIBaThH pe3koe cHmxenue AJl. Cumnromarndeckas apTepuaibHas
TUIIOTEH3UsI PENKO PA3BUBAECTCS Yy MAIlMEHTOB C HEOCIOKHEHHBIM TEYEHHEM apTepUAIbHOU
runepreH3uu. Pruck upeamepHoro cHuxeHust A/l MoBbIIIeH y TallHeHTOB CO CHIYKEHHBIM 00bEMOM
nupkyaupytomei kposu (OLK), uto MokeT oTmMedarbCsi Ha OHE Tepanuu AUYypPETUKAMH, TIPH
COOJIIOJICHHH CTPOTOM OeccosieBOM AMETHI, TUalu3e, Juapee M PBOTE, a TaKKe Y MAIMeHTOB C
TSOKENON CTENEHBIO PEHUH-3aBUCUMON runiepTeH3uu (cM. pa3zensl 4.5 u 4.8). CuMmnromaruyeckas
apTepualibHas THUIIOTEH3Usl MOKET HAOII0aThCsl Y MAlMEHTOB ¢ KIMHUYECKUMHU MPOSBICHUSIMU
CepJICYHON HEIOCTAaTOYHOCTH, BHE 3aBUCUMOCTU OT HAJIMUUS NOYEYHOM HEJIOCTATOYHOCTH. DTO
0oJsiee BEpOATHO y NALMEHTOB C CEPACYHON HEIOCTATOYHOCTBIO TSKEIOW CTENEHU, KaK peakuus
Ha MPUEM «IIETJIEBBIX» AUYPETUKOB B BBICOKHX J103aX, TUIIOHATPUEMHUIO WIH (PYHKIHOHAIBHYIO
MOYEYHYK0  HEJOCTATOYHOCTb. Y  NAUMEHTOB C  [OBBILIEHHBIM PUCKOM  pa3BUTHUS
CUMITOMATUYCCKONW apTepUabHON THIIOTCH3UU HEOOXOAMMO TIIATEIHHO KOHTpoimpoBath AJl,
(GYHKIHMIO MTOYEK U COJepKaHWE Kalus B CHIBOPOTKE KPOBM B Hayaje TEparvu U MpH moadope
no3sl iperniapata [IEPVMH/IOITPUJT BEJIGAPM (cMm. pa3aensi 4.2 u 4.8).

[TonoGHbINt moaxon mnpumensercs u y mnauueHtoB ¢ MBC u  unepebpoBacKylIspHbIMU
3a00JIEBaHUAMH, Y KOTOPBIX BBIpaKEHHAsl apTepuaibHasi TUIOTEH3MsI MOKET IPUBECTH K
MH(papKTy MUOKap/ia WK HapyIIEHUIO MO3TOBOTO KPOBOOOPALIICHHUSI.

B cnydae pa3BuTHs apTepualbHON MMIIOTEH3UU MAIMEHT JOKEH ObITh NMepeBeIEH B MOI0XKEHUE
«1&Xa» Ha CIIMHE C MPUMOTHATHIMU Horamu. IIpy Heo0X0AUMOCTH cielyeT BOCIOIHUTh 00beM
HUPKYJIUPYIOUIE KpOBU NpU TOMOIIM BHYTpuUBeHHOro BBeaeHus 0,9 % pacTBopa Hatpus
xnopuja. [Ipexozsias aprepuaibHas TUIIOTEH3US HE SBIISETCS MPENSITCTBUEM [ lalbHEHIIero
npuéma npenapara. [Tocie BocctanoBnenuss OLK u AJl neueHre MoXeT ObITh MPOJIOIKEHO.

Y HEKOTOpBIX MALUEHTOB C XPOHUUYECKON cepaeuHol HeocTaTouHOCThI0 (XCH) 1 HopManbHbIM
win cHmwxkeHHbIM AJl  mpemapar [IEPUHJOIIPUJI BEJI®GAPM moxeT BBI3BIBATH
JornonHuTenbHOoe cHkeHue AJl. 3tot agdexT npeackazyem U 00bIYHO He TpeOyeT MpeKpaleHus
Tepanuu. [Ipu MosBIEHNM CUMIITOMOB BBIPaXXEHHOTO CHMXEHMS A/l ciienyeT yMEHbIIUTh 103y
Ipernapara Ui NpeKpaTUTh €ro MPUEM.

Mumpanvhwiii CMeH03/aopmanbHblil cmeHo3/eunepmpoguieckas 0O0CmpyKmuenast

Kapduomuonamuﬂ
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OCTOPOXKHOCTBIO HAa3HAYaThbCs C MUTPAJIBHBIM CTEHO30M, a TAKXKE MalMeHTaM ¢ 00CTpyKuuei
BBIXOJTHOTO TPAKTa JIEBOTO ey J0UYKa (a0pTaJIbHBINA CTEHO3, THIIEPTPOPHUECKasi 0OCTPYKTUBHAS
KapJIMOMUOIATHUS).

Hapywenue ¢ynxyuu novex

[TaruenTam ¢ moueunoit HegocrarouHocThio (KK meree 60 Mir/MuH) Ha4aabHYIO 03y Mpenapara
[MEPUHAOITPMJI BEJI®APM BriOupatot B 3aBucumoctu ot 3HayeHus KK (cm. pazgen 4.2) u
3aTeM B 3aBUCHUMOCTH OT TepameBTudeckoro s¢¢exra. [lis Takux NaUeHTOB HEOOXOIUM
PEryJsipHbIA KOHTPOJIb KOHIEHTPAIMK KPEATUHHHA U KaJIus B CIBOPOTKE KPOBHU (CM.

paznen 4.8).

ApTtepuanbHas TUIIOTEH3H, KOTOpasi MHOTJIa pa3BUBAETCs B Hadasie npuéma nHruoutopos AIID
y nauueHToB ¢ cumnromarudeckoil XCH, MoxeT NpuBECTH K YXYALICHHIO (YHKIUHU MOYEK.
Bo3MoxkHO pa3BUTHE OCTpOM IOYEYHOM HEAOCTATOYHOCTH, KaK IpaBuio, OOpaTuMou. Y
MALUEHTOB C JIBYCTOPOHHUM CTEHO30M IOYEUHBIX apTePUil UM CTEHO30M apTEPUU €UHCTBEHHON
oYKy (0COOEHHO MPH HAJMYWU MTOYEYHOW HEOCTATOYHOCTH) Ha (JOHE TEeparuu HHrHOUTOpaMu
AII® BO3MOXHO NOBBIIIEHHE KOHUEHTpPAllMM MOYEBHHBI U KPEATUHHHA B CBHIBOPOTKE KpPOBH,
OOBIYHO HpOXOjdllee NpHU OTMEHE Tepanuu. J[omoJHUTEeNbHOE HalUuue PEHOBACKYJISIPHOU
THIEPTEH3UH 00yCIaBIMBACT MOBBIIICHHBIA PUCK Pa3BUTHS TSHKENONW apTepHaIbHON THIIOTEH3UH
Y TIOYEYHOH HEJIOCTATOYHOCTH Y TaKUX MAI[MEHTOB.

JleueHne TakMX MAIMEHTOB HAUMHAIOT IOJ TINATEIbHBIM MEJUIIMHCKAM HaOJIOJCHUEM C
NPUMEHEHHEM HU3KHX /103 Mpernapara U AajJbHEWIIMM aJeKBaTHBIM moadopom 103. Cremyer
BPEMEHHO MPEKPATUTH JICUEHUE AUYPETUKAMU U MPOBOJIUTh PETYISPHBIA KOHTPOJIb COAEPHKAHUS
KaJIusl M KpeaTHHUHA B IJIa3M€ KPOBU Ha MPOTSKEHUH MEPBbIX HECKOJIBKUX HE/IEb Teparuu.

Y HEKOTOphIX MAIMEHTOB C apTepUaNbHOM TrunepreH3uel Oe3 yKazaHus Ha HaJIM4Me
HPEIIECTBYIONIETO 3a00JI€BaHNs COCY/I0B OYEK MOXKET MOBBIIATHCSI KOHIEHTPAIUs MOUYEBUHBI
Y KpeaTHHUHA B CBIBOPOTKE KPOBH, OCOOCHHO MPH OIHOBPEMEHHOM NPUMEHEHUH JUYPETUUECKUX
cpenacTB. JlaHHbIe H3MEHEHUS! 0OBIYHO BbIpAXKEHbl HE3HAUUTEIBHO U HOCST 00paTUMBbIN XapakTep.
BepoATHOCTh pa3BUTHS 3TUX HApYyLIEHUH BbIIIE Y MALIUEHTOB C IOYEYHOW HEIOCTATOYHOCTHIO B
aHaMHe3e. B Takux ciydasx MOXeT HOTpeOOBaThCsl OTMEHA WM YMEHbIICHHE J03bl Mpernapara
I[MEPUHIOITPUJI BEJI®APM wu/vu nuyperuka.

T'emoouanus

VY nmanueHToB, HaXOMALIMXCS HAa FeMOAMAIN3€e C UCIOIb30BAHUEM BBICOKOIPOTOUYHBIX MEMOpaH,
ObUIM OTMEUEHBI CITydau pa3BUTHs aHa(QUIAKTUYECKUX peakiuii Ha (poHe Tepanuu HHIMOUTOpaMu
AIl®. B 1og006HBIX CUTYyalUsX CIIETYET PACCMOTPETh BO3MOKHOCTh HA3HAUYEHHU S THIIOTEH3UBHOTO

npernapara Ipyroro Kjacca Wiu UCIOJIb30BaHUS AUaIN3HON MeMOpaHbl APYroro TUIIA.
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TpchngaHmauuﬂ nouyKu

Hannbie o npumenenuu npenapara [IEPUHIOITPUII BEJI®APM apruHus y naiueHToB MOCe
TpaHCIUIAHTALMK [TI0YKH OTCYTCTBYIOT.

Penosacxynapnas cunepmensus

Y NanMeHToB ¢ JABYCTOPOHHMM CTEHO30M IIOYEUHBIX apTepUil WIU CTEHO30M apTepuu
€IMHCTBEHHOHN (pyHKIMOHUpYIOEel mouku Ha ¢one Tepanuu uHruouropamu AIID BoszpacraeT
PUCK pa3BUTHUsI apTEPUAIbHON TMIIOTEH3MM M IOYEYHOW HENOCTAaTOYHOCTH (cM. pasgen 4.3).
[IpumeHeHre AMYPETUKOB MOXET OBITh JOIMOJHUTEIbHBIM (AKTOPOM pHUCKA. YXYALICHUE
GYHKIIMM TOYEK MOKET HaOJIoaThCs YK€ NPU HE3HAUMTEIbHOM H3MEHEHHHM KOHIICHTpPAIUU
KpEaTUHHHA B CHIBOPOTKE KPOBHU, JAXKE y NAIMEHTOB C OJHOCTOPOHHUM CTEHO30M IOYEYHOMN
apTepHH.

Tosviwennas uyecmeumenbHOCMb/AHSUOHEBPOMUYECKULI OMEK

[Tpu npuéme nurudbutropos AIID, B TOM uncie U NEPUHIONPUIIA, B PEAKUX CIIydasx U B JHOOOM
Nepuojie Tepanuu MOXKET HaOII0AaThCsl pa3BUTHE aHTMOHEBPOTUYECKOTO OTEKA JIUI[A, BEPXHUX U
HIDKHUX KOHEYHOCTEH, Ty0, CIIM3UCTBIX 000JO0YEK, SI3bIKA, TOJOCOBBIX CKIIAJOK W/WINM TOPTaHU
(cM. pazgen 4.8). Ilpu mosiBlIeHHH CUMOTOMOB MPHEM Mpenapara AOJKEH ObITh HEMEJIEHHO
MpeKpaiié, a MalueHT A0KEeH HaOI0IaThCs 0 TeX MOp, MOKa MPU3HAKUA OTEKA HE MCUE3HYT
NOJTHOCTHIO. Eciii OTEK 3aTparuBaeT TOJIBKO JIMIO U T'yOBl, TO €0 MPOSBICHUS OOBIYHO MTPOXOIST
CaMOCTOSITENIBHO, XOTSI ISl JIEYEHUS CUMITOMOB MOTYT MPUMEHSTHCS aHTUTHCTaMUHHbBIE
CpeacTBa.

AHTHMOHEBPOTHUYECKUN OTEK, CONPOBOKAAIOIIMNICA OTEKOM TOpPTaHHW, MOXKET IIPUBECTH K
aetanbHOMY Hcxoay. OTEK s3bIKa, TOJIOCOBBIX CKJIAJOK WM TOPTAaHU MOXET IMPUBECTH K
00CTpYKLIMU JbIXaTeNbHbIX MyTel. [Ipyu mosBIE€HUU TaKWX CUMOTOMOB TpeOyeTcs HEOTIOXHas
Tepamnusi, B TOM 4HCJe, MOJKOKHOE BBe/IEeHUE 3MHUHe(ppUHA (aApeHaTnHa) U/Uiau o0OecrieyeHne
IPOXOJUMOCTH JIbIXaTeNbHbIX MyTed. IlanueHT 1oKeH HaXoAWThCS TOJ  TIATEIbHBIM
MEAMIMHCKUM HAOII0ACHUEM J0 MOJHOTO U CTOMKOTO NCYE3HOBEHHSI CUMIITOMOB.

VY nanueHToB ¢ AHTMOHEBPOTMYECKMM OTEKOM B aHaMHE3€, HE CBS3aHHBIM C MNPUEMOM
uHruouTopoB AII®, MoxeT ObITH MOBBIIIEH PUCK €r0 pa3BUTHS MpH MpHEME MpenapaToB ATOH
rpynmsl (cM. paszzaen 4.3).

B penxux cnydasx Ha ¢one Tepanuu mHruOuTopamu AlID pazBuBaics aHTMOHEBPOTHYECKUI
OTEK KuleyHuKa. [Ipum 3TOM y mamueHToB OTMedanach O0Jb B KUBOTE KaK W30JIMPOBAHHBIN
CHUMIITOM WJIM B COUYETaHUHU C TOUTHOTON U PBOTOM, B HEKOTOPBIX CIydasx 03 MpealiecTBYIOIEro
AQHTMOHEBPOTUYECKOr0 OTEKAa JuUa M IpH HopManbHOM YypoBHe Cl-actepasbl. [luarnos
YCTaHABIUBAJICS C TOMOIIIbIO KOMITBIOTEPHOU ToMOorpadun OPIOIIHOM MOJIOCTH, YIHTPa3BYKOBOTO

HCCIICAOBAHUA WKW TIIpU XHPYPrud€CKOM BMCEIIATCIIBCTBE. CuMOTOMBI HCYE3aJIH IIOCIIE
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nonyvaomux uHruOuTopsl AIID, npu npoeaenun auddepeHnnanbHONR AUATHOCTUKH
HEO0OXOUMO YUUTHIBATH BO3MOKHOCTb Pa3BUTHUSl AaHTMOHEBPOTHUYECKOTO OTEKA KUIIEYHUKA (CM.
paznen 4.8).

Cosmecmnoe  npumenenue ¢  KOMOUHUPOBAHHBIMU — JIEKAPCMBEHHbIMU — NPEnapamam,
codeporcawyumu eancapman + caxyoumpun

CoBMecTHOE TNPUMEHEHHE MEPUHAONpPUIA C  KOMOWHUPOBAHHBIMH  JIEKAPCTBEHHBIMU
npenapaTamy, COJEeprKallliMU BajcapTaH + cakyOUTpUi, MPOTUBONOKA3aHO, TaK KaK IOBBIIIEH
PHCK pa3BUTHsI aHTMOHEBPOTUYECKOT0 OTEKA (CM. pa3zen 4.3).

[IpumeHeHne KOMOWHUPOBAHHOTO JIEKAPCTBEHHOTO IIperapara, COJepiKallero BajcapTaH +
CaKyOUTpHII, BO3MOKHO HE paHee, ueM uepe3 36 4acoB MOCIie MOCIEAHET0 MpruéMa MepruHI0IpHIIa.
[TpuMeHeHne nepuHIONpHIIa BO3MOXKHO HE paHee, yeM uyepe3 36 yacoB mocie nmpuéma rnocieaiei
710361 KOMOMHHUPOBAHHOI'O JIEKAPCTBEHHOI'O Mpenapara, CoAeprKallero BajicapTal + cakyOuTpui
(cm. paznenst 4.3 u 4.5).

[Ipu coBmectHOM mnpuéme uHTHONTOpPOoB AIID C apyruMu HMHrHOMTOpaMHM HETNPHIIM3HHA
(HampuMep, paleKkaJoTPHIIOM) MOKET ObITh IOBBIIIEH PUCK Pa3BUTUS aHI'MOHEBPOTUYECKOIO
oréka (cM. pazzen 4.5). YV manueHToB, MOJIYYaOLUUX MEPUHIONPHI, MEpe]] HayajaoM JICUEeHUs
UHTUOWTOpaMH  SHKedannHa3el (HApUMEp, PpaleKaJoTPUIOM) HEOOXOIUMO TPOBECTH
TIHIATEIBHYIO OIICHKY COOTHOILICHHS MOJTb3a/PHCK.

Cosmecmnoe npumenenue ¢ uneuoumopamu mTOR (nanpumep, cuporumycom, 36eporumycom,
MeMCUpOIUMYCOM)

CoBmectHoe mpumeHeHue unruoutopa AII® u wmarnburopa mTOR (Hanpumep, cuponumyc,
IBEPOIMMYC, TEMCHUPOJIMMYC) MOXKET CONpPOBOXKAATHCA TOBBIIIEHHBIM PHCKOM pa3BUTHUS
AQHTMOHEBPOTUYECKOTO  OTeKa (HampuMmep, OTeK JAbIXaTeNbHBIX MyTell WM s3bIKa,
COITPOBOKIAIOIIMICS MM HE COMPOBOXAAIOUINICA HapyIIEHUEM JIbIXaTeIbHON (yHKIMHK) (CM.
pasnen 4.5).

Anaghunaxmouonuvle peakyuu npu npogedenuu aghepeza TUnONPOMeUH08 HU3KoU nIOMHOCMU
(JIITHII)

B peaxux ciyyasx y manueHTOB, Moyydaromux HHruoutopsl AIID, npu nposeneHny npoueaypol
agepesa JIITHII ¢ ucnonpzoBanueM JeKCTpaH Cyiab(haTa MOTYT pa3BUBATHCA YIPOXKAIOIINE )KU3HU
aHapuiakTouHble peakuud. [ mpenorBpaiieHus aHAQUIAKTOMTHOW pEaKIHUU CledyeT
BpPEMEHHO IpeKpalaTh Tepanuio uHruouropom AIID nepen kaxxaoi npoueaypoit adepesa.
Anagunraxmouonvie peakyuu npu nposedeHun 0eceHcudUIU3ayuu

Hmerorcss oTnenbHbIE COOOLIEHHMS O Pa3BUTUM aHAQUIAKTOUAHBIX PEaKIUi Yy NaIlUeHTOB,

nosryyarouux HHruoutopsl AII® Bo BpeMs AeceHCHOMIU3UPYIOIIEH Tepanuu, HallpuMep, SI0M
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NpeJOTBPATUTh IYTEM BPEMEHHOW OTMeHBI HMHTUOMTOpOB AlID, HO THpu ciydyailHOM WK
HEaKKypaTHOM BO30OHOBJICHUH JICYCHUS PEAKIIH MOTJIA PA3BUTHCS BHOBD.

Hapywenue ¢ynkyuu neuenu

B peaxux cinydasx Ha ¢Qone mpuéma unrudburopoB AIID nHabnromancs CUHIPOM pa3BUTHUS
XOJIECTATHUECKOW JKEITYXH C TEepexoAoM B (yIbMUHAHTHBIA HEKPO3 IE€YeHH, HHOTJA C
JIETAJIbHBIM UCXOAOM. MeXaHu3M pa3BUTHs 3TOrO CUHAPOMA HesceH. IIpu nosBieHun xenryxu
WIM 3HAYUTEIIbHOM I[OBBIIIEHUN AaKTHUBHOCTH «IEYEHOYHBIX» (pepMeHTOB Ha QoHe mnpuéma
uHruouTopoB AII® ciemyer npekparuth npuém npemnapara (cMm. pasaen 4.8), MalueHT J0JDKEH
HAXOJUTHCS 10T COOTBETCTBYIOIUM MEIUIIMHCKAM HAOIIOICHUEM.
Heiimponenus/azpanynoyumos/mpomoboyumonenus/anemust

Ha ¢one mnpuéma wunrubutopoB AIID Moryr BO3HHKATh HEHTPONEHHS/arpaHyIoOLUTO3,
TPOMOOLIUTONICHHS U aHEeMUsl. Y MalMEeHTOB C HOPMaIbHOU (PYHKIMEH MOYEeK U MPU OTCYTCTBUU
JPYTUX OTATOMIAIONINX (HaKTOPOB HEHTpOIeHHs pa3BuBaeTcs peako. C 0co00i 0CTOPOKHOCTHIO
CIEIYIOT TMPUMEHATh NEPUHJONPUI Yy TAlMEHTOB C CHCTEMHBIMH  3a00JI€BaHUSIMU
COCIMHUTEIILHON TKaHu, Ha (QoHe MpuéMa HMMYHOJEIPECCAHTOB, AJJIOMYPUHONA WU
MPOKaMHAMUJIA, WIH TPU COUYETaHUU 3TUX (AKTOPOB pUCKA, OCOOCHHO MPHU HAIUYUH UCXOIHOTO
HapyleHus QyHKIUN TTOYEK.

Y HEKOTOPBIX MAIMCHTOB BO3HUKAIHM TOKENBIE MHPEKIUH, B PsAIC CIydaeB, YCTOHYMBBIE K
WHTCHCUBHOW  aHTUOMOTHMKOTepanuu. [lpm Haznadenuu mnpenapara [IEPUHJOITPUJI
BEJI®APM TakuMm nanuMeHTaMm pEeKOMEHAYETCS NEPHUOJNYECKH KOHTPOJIUPOBATh COAECpPKAHUE
JEHUKOIMTOB B KpOBHU. [lariieHThI 1OMKHBI COOOIIATh Bpayy O JIFOOBIX MPU3HAKAaX MH(PEKIMOHHBIX
3aboseBanuii (Harpumep, 00JIb B TOpJIe, JIMXOPAIKA).

Omuuyeckue paznudusl

Crnenyer yuuThIBaTh, YTO Y MAIMEHTOB HETPOUIHOM pachl pUCK Pa3BUTHSI AHTUOHEBPOTHYECKOTO
otéka Oosiee Bbicok. Kak u npyrue unruoutopst AII®, npenapar [IEPUHIOITPUJI BEJIGAPM
MeHee 3((HEeKTUBEH B OTHOIIECHUU CHIDKCHHS AJ] y manmueHToB HErpoMaHOW pachl. JlaHHBIN
3¢ (deKT BO3MOXKHO CBS3aH C BBIPOKEHHBIM TMpeobiajaHreM HHU3KOPEHWHOBOTO cCTaryca y
MAlMEeHTOB HErPOUIHOM packl C apTepUaIbHON TUIIEPTEH3UEH.

Kawenv

Ha ¢one Tepanuu unruouropom AIID MoxeT BO3HHMKATH YINOPHBIA CyXOW Kalleib, KOTOPbIH
MpeKpamaercss Mocie OTMEHBI IMpemnapara. ITO CIEAyeT YYUThIBaTh NpPHU TMPOBEACHUU
mudhepeHIMaTFHON TUAaTHOCTHKY KaIIlIs.

Xupypeuueckoe emewamenbcmeo/obuasn anecmesust

VY manueHTOB, KOTOPHIM IUIAHUPYETCS MPOBEAEHHE OOIIMPHBIX OINepaluil Wiu NpUMEHEHHe
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MOXeET OJIOKUpOBaTh 00pa3oBanue aHrnoTeH3uHa Il Ha (hoHe KOMIIEHCATOPHOTO BBICBOOOKICHHS
peHuHa. JleueHue cienyeTr MpeKpaTuTh 3a CyTKM A0 omnepauuu. IIpu pasButum aprepuanbHON
TUIIOTEH3MH 110 YKa3aHHOMY MEXaHU3MYy ciieyeT noaaepxxuBarh AJl myrém Bocnionnenus OLK.
T'unepranuemus

['unepkanuemMust MOXET pa3BUBaThCsl BO BpeMs jieueHus: uHruoutopamu AlIID, B Tom uucie, u
nepusjonpuioM. dakropamMu pucKa TMIIEPKAIUEMHMM SIBISIOTCA IOYEYHAas HEIOCTaTOYHOCTD,
cHWKeHHe (GYHKIMM T[o4YeK, Bo3pacT crapuie 70 Jer, caxapHblii auaber, HEKOTOpbIe
CONYTCTBYIOIIME COCTOSIHUSA, B YaCTHOCTH JAETUJpaTalusi, OCTpas CepAedHasi HEA0CTaTOYHOCTb,
METa0OJMUECKUI aln03 U COBMECTHBIM MPHEM KalMiicOeperarnmx JNYyPeTUKOB (TaKUX Kak
CIUPOHOJIAKTOH U €ro IMPOM3BOAHOE DJIUIEPEHOH, TPUAMTEPEH, aMWIOPHUI), MHUIIEBBIX
100aBOK/TIpENapaToB Kalus WM KalUHCOJEpKalluX 3aMEHUTETeH MHINEBOM CONM, a TakKkKe
MPUMEHEHUE JPYTUX MpernapaTroB, CIOCOOCTBYIOIIUX MOBBIIMICHUIO COAEPKAHUS KallUsi B KPOBU
(HampuMep, TemapuH, KO-TPUMOKca3on ((pUKCHpOBaHHAs KOMOMHANMWs Cyib(aMeTokcazona u
TPUMETOIIPUMA).

[IpumeHeHre mNHIIEBBIX 100aBOK/MpenaparoB Kalus, KalukhcOeperarommx IAypeTHKOB,
KAJIMACOAEPKAIMX 3aMEHUTENE MUILNEBOM COJIM MOXKET NPUBECTH K 3HAYUTEIBHOMY
MOBBIIIICHUIO COJICP)KAaHMS Kallisl B KPOBH, OCOOCHHO Y MAlMEHTOB CO CHMKCHHOW (yHKIHEH
noyek. ['mmepkammemMuss MOXKET TPUBECTH K CEPbE3HBIM, MHOTIA (haTaJbHBIM HAPYIICHUSM
cepaeuHoro putma. Ecnu HeoOxomuMm coBMmecTHbId mpuém mpenapara [TEPUHJIOITPUJI
Oo6si3aTesbHO peaynpeauTe Bamero Jieyamero Bpa4a, ecJjim YTo-1u00 U3 YKa3aHHOT0 HUKe
oTHOcUTCcA K Bam:

BEJI®APM u yka3aHHBIX BbIIIE [TPENapaToB, JIEYEHUE JTOJKHO MPOBOJUTHCS C OCTOPOKHOCTHIO
Ha (poHE peryasipHOro KOHTPOJIS COAEp KaHUs Kalus B CBIBOPOTKE KPOBHU (cM. pazjen 4.5).
Tayuenmoi ¢ caxapuvim ouabemom

[Ipy HazHaueHMM T[penapara MAUUMEHTaM C caxapHbIM  JMabeToM,  MOJyYarolUuM
TUIOTIMKEMUYECKHUE CpeACTBa AJis NMpuéMa BHYTPb WJIM MHCYJIMH, B T€UEHUE NEPBOro Mecsia
Tepanui UHruoutTopoM AP HE06X0IUMO peryNsipHO KOHTPOJIUPOBATh KOHLIEHTPALMIO TITFOKO3bI
B KpOBH (CM. paznen 4.5).

IIpenapamol rumus

CoBMecTHOe TmipuMeHeHue JnekapctBeHHoro npemnapara [IEPUHJIOIIPUII BEJI®APM wu
IpenapaToB JUTHS He pekoMeHayeTcs (cM. paszen 4.5).

Kanuiicoepezarowue ouypemuxu, npenapamsi kanus, Kaiuticooepaicawjue 3ameHumeny NUueou
conu u nuuesvlie 000a6KuU

He pexomeniyeTcst coBMeCTHOE TPUMEHEHHE IEPUHAONPUIIA U KaIUiicOeperaronmx TMypeTHKOB,

11
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n00aBok (cm. pazzaen 4.5).

Heotinas 6noxkada penun-aneuomensun-aiboocmeponosou cucmemot (PAAC)

EcTb naHHbIe, CBUETENbCTBYIOLIUE O TOM, YTO COBMECTHOE MpHUMEHEeHHe UHruouTtopos AllD,
AQHTaroHUCTOB PELENTOPOB aHTHMOTeH3WHa Il MM amucKupeHa MOBBIIACT PUCK apTEPUATBHOMN
TUTNIOTEH3UH, THUIEPKATUEMUH W CHIDKEHUS (YHKIUU To4YeK (BKIIOYash OCTPYIO MOYCHYHYIO
HEJI0OCTAaTOYHOCTb).

Takum 06pa3zom, nBoiiHas 61okana PAAC myTtéM coBMeCTHOTO MpuMeHeHUsI UHruouTopos AllD,
AQHTaroHUCTOB PELIENTOPOB aHrnoTeHsuHa Il unm anuckupeHa He peKOMEHI0BaHa (CM. pa3iesbl
4.5u 5.1). Ecnu Tepanus ¢ mOMOIIbI0 IBOWHOM OJIOKA I IPU3HAHA a0COTIOTHO HEOOXOIUMOM, e€
CJIeZlyeT IPOBOJUTH TOJIBKO MOJT CTPOTUM MEAMLIMHCKUM KOHTPOJIEM H IIPH PETYIISIPHOM KOHTpPOJIE
(GYHKINY TOYEK, COACPKAHUS STIEKTPOJIUTOB B KPOBH U apTEPUATBHOTO JaBICHHUS.
[TpoTuBomnokazaHo npuMeHeHrne UHruouTopoB AIID B coueTaHuy ¢ AHTarOHUCTAMH PELIETITOPOB
anrnoteHsuHa Il y nanuenroB ¢ quaberudeckoil HepponaTueld U HE PEKOMEHIYETCS Y APYTUX
nanueHToB (cM. pazzaen 4.3).

Tlepsuunulii cunepanboocmepoHusM

[TarueHTHl € TEPBUYHBIM THUIEPATBJOCTEPOHU3MOM, KaK TPaBUIIO, HE BOCHPUUMYHUBBEI K
AHTUTHUIICPTCH3UBHBIM TIperapaTam, JACHCTBHE KOTOPHIX OCHOBaHO Ha WHruOmpoBanuu PAAC.
Takum 00pa3oM, NMPUMEHEHHE NAHHOTO JICKApPCTBEHHOTO Iperapara y TaKuX MAIMeHTOB HE
PEKOMEHIYeTCS.

BcnoMorarenbHEIE BEIIECTBA

Jlexapcteennsiii npenapat [IEPUH/IOITPUJI BEJI®APM conepXUT B CBOEM COCTaBE JIAKTO3Y.
[TatmeHTaM C peaKko BCTPEYAOLIEHCS HACIEICTBEHHOM HENEPEHOCUMOCThIO TajaKTO3bl,
NeGUIUTOM JIaKTas3bl Jiomaped WM IUIIOKO30-TAlaKTO3HOW ManbabcopOuueil He cleayer
IIPUHUMATB TOT IIpernapar.

eTH
[Tpenapat IIEPUHJIOIIPMJI BEJI®APM He pekomeHayeTcs AeTSM 10 18 et u3-3a OTCyTCTBUS
JaHHBIX 00 3¢ (EKTUBHOCTH U O€30MacCHOCTH MPUMEHEHMs NpenapaTa y HalUeHTOB JaHHOU
BO3PaCTHOM TPYIIIBIL.
4.5 B3aumoneiicTBHe ¢ [APYIMMHM JeKAPCTBEHHbIMHM MNpenaparamMM U Jpyrue BH/bI
B3aUMO/1eiCTBUA
JlaHHbIe KIMHUYECKHX HUCCIIEOBAaHUI MMOKa3bIBAIOT, YTO JIBOMHas Oiokaga PAAC B pe3ynbraTe
0JITHOBpeMeHHOro npuéma HHruonTopos AII®, APA Il unu anuckupeHa NpuBOAMT K YBETUUECHUIO
YacTOTHl BO3HMKHOBEHHs TAKUX HEKENATEIbHBIX SIBICHHUM, KaK apTepHaIbHAsl THUIIOTEH3HS,

TUIEepKaueMust U HapyleHUs! GyHKIMY [oYeK (BKIII0Yask OCTPYIO MOYEYHYIO HEJOCTaTOUYHOCTb ),
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PAAC (cMm. paznenst 4.3,4.4 u 5.1).

HeKaDCTBeHHBIe Cp€ACTBA, BBI3BIBAOINE T'MIICPKATIHNCMHUTIO

HexoTtopsle nekapcTBEeHHbIE MpenapaThl Wi IpenapaTsl APYyrux (papMakoIoruyeckux KiIaccoB
MOTYT MOBBIIATh PHUCK Pa3BUTHS TUIEPKAIMEMHUU: ATUCKUPEH M AIUCKUPEHCOJEeprKalue
npenapaThl, COJIM Kayus, KanuiicOeperarome IuypeTukud, MHruOuTopsl AIl®D, aHTaroHMUCTHI
peuentopoB anruoreHsuHa II (APA II), HecrepouiHble MPOTUBOBOCHAINUTENbHBIE MIPEMAPATHI
(HIIBII), renapuHbl, MMMYHOAENPECCAHThI, TaKHE€ KaK IMKJIOCIOPUH WIN TaKpOJIUMYC,
JIEKapCTBEHHbIE IpernapaTbl, COJEpXKallhie TPUMETONPUM, B TOM YHUCIE (PUKCHPOBAHHYIO
KOMOMHAIMIO CcyibpameTokcazona u tpumeronpuma (Ko-tpumokcazon). Coderanue 3THX
JIEKapCTBEHHBIX [IPENApaTOB MOBBIILIAET PUCK FMIEPKATUEMUH.

CoBMeCTHOE IIPUMEHECHNE TPOTHBONOKA3aHO (CM. pa3acii 43)

Anuckupen u 1exapcmeenHvle npenapamol, COO0epAucaujue aiucKupeH

[IpoTHBOMOKA3aHO y TAIMEHTOB C CaXxapHbIM JWA0ETOM W/WIM YMEPEHHBIM WU TSKEITBIM
HapymeHneM (YHKIUM MOYeK W HE PEKOMEHIYETCS Yy IPYTHX MaIleHTOB: BO3PACTaeT PHUCK
pa3BUTHS THUIEPKATUEMHUH, YXYAIIEHUsS (DYHKUMU MOYEK M TOBBIIMIEHUS YacTOTHl CEpIIEYHO-
COCYAMCTOM 3a00J€Ba€MOCTH U CMEPTHOCTH.

Coemecmnas mepanus uneubumopamu AIlI® u anmazonucmamu peyenmopos aH2UOMEH3UHA.
[TpoTuBonoka3zaHo npumMeHeHre UHruouTopoB AII® B coueTaHuu ¢ aHTAarOHUCTaMU PELIEITOPOB
anrnotensuHa Il (APA II) y mauuenTtoB ¢ nuaberuyeckoit Heppomarueit (cm. pazzaen 4.3).
DrcmpaxkopnopaibHvle Memoobl leueHus

OKCTpakoprnopajbHble METOJbl JIEUEHHUS, NMPUBOJAAIIME K KOHTAaKTy KpPOBU C OTPHUIATEIBHO
3apsHKEHHBIMH TTOBEPXHOCTSIMH, TaKHe KakK IHAH3 WIM TeMOQIIBTPALUS C HCIIOIb30BaHUEM
HEKOTOPBIX BBICOKOIIPOTOYHBIX MEMOpaH (Hampumep, MOJUAKPUIOHUTPUIOBBIE MEMOpPAHbI) U
adepe3 JHUINONPOTEHHOB HU3KOW IUIOTHOCTM C HCIOJb30BAHUMEM JIEKCTpaHa cCyibdara,
IPOTHBOIIOKA3aHbI N3-3a YBEIIMYCHUS PUCKA PA3BUTHUS TSHKENBIX aHADUIAKTOUTHBIX PEaKIUi (CM.
pasmen 4.3). Ecnu Takoe JedeHHE HEOOXOAMMO, CIEAyeT pPacCMOTPETh BO3MOXKHOCTH
UCMOJIb30BAaHUSl JIPYTOro THUIA JHMAIM3HOM MeMOpaHbl WJIM NPUMEHEHHUs JApYroro Kiacca
AHTUTUIIEPTEH3UBHBIX MPENapaToB.

Caxyoumpun + eancapmanu

CoBMecTHOE NpPUMEHEHHE NEPUHIONPHWIa C  KOMOMHUPOBAHHBIMHM  JIEKAPCTBEHHBIMU
mpernapaTamu, COJIepPKaIUMU CaKyOUTpHIT + BajicapTaH, MPOTUBOIIOKA3aHO, TaK KaK MO/IaBIICHUE
HEMPWIN3UHA OJHOBPEMEHHO C TNpHMeHeHHeM uHruouropa AIID MOXeT yBEIHYUTh PHUCK
pa3BUTHS AHTUOHEBPOTHYECKOro oTéka. lIpuMeHeHne KOMOWHHUPOBAHHOTO JIEKAPCTBEHHOIO

npernapara, coJepiKaniero cakyOuTpuil + BajcapTad, BOSMOXHO He paHee, 4eM 4epe3 36 4acoB
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panee, yeM uepe3 36 4acoB mocie nmpuéma rnociaeaneit 1036 KOMOMHHUPOBAHHOTO JIEKAPCTBEHHOTO
mpernapara, CoIepKallero cCakyouTpui + Baicaptas (cM. pasnensl 4.3 u 4.4).

CoBMecTHOE IpUMeHeHne He pekoMernavercs (cm. pasaein 4.4)

Anuckupen u nekapcmeenHvle npenapamsl, cooepicaujue arucKupeH

VY nmanueHToB, He UMEIOIINX CaxapHOTro [uadera Win HapyeHHs (yHKIUU OYEK, TTOBBIIIEH PUCK
PasBUTHSI THUIEPKATUEMHUH, YXyAIIEHUS (YHKIMWA TOYEK M TOBBIIICHUS YaCTOTHI CEpAEHHO-
COCYJIUCTOH 3a00JI€Ba€MOCTH U CMEPTHOCTH.

Cosmecmuasn mepanus uneubumopamu AIIP u anmazonucmamu peyenmopos aHeuomeH3uHa

B nwmreparype cooOmianoch, 4To y MAIMEHTOB C YCTAHOBJIEHHBIM AaTE€POCKICPOTUYECKUM
3a00JIeBaHUEM, CEpACYHOM HENOCTaTOYHOCTHIO MM CaxXapHbIM JUa0eTOM C TOpaKeHHEM
OpraHoB-MUIIICHEH, oqHOoBpeMeHHass Tepanus uHruoutopom AIID u APA II cBszana ¢ Gosee
BBICOKOM 4YaCTOTOW pa3BUTUS apTEPUAIbHOW TUIOTEH3UH, OOMOpOKa, THIEPKAIUEMUN U
yXyIIIeHUs] GYHKIUHU TOYEK (BKJIIOYAsi OCTPYIO IMOYEYHYIO HEJOCTATOYHOCTB) IO CPAaBHEHHIO C
IPUMEHEHHUEM TOJIBKO OJIHOTO mpenapara, Biaustoniero Ha PAAC. JIBoiinas 6y0kana (Hapumep,
npu coyetanuu unruouropa AII® ¢ APA II) nomkHa ObITH OrpaHUYEeHA OTACTBHBIMU CIy4asiMU
C THIATEJIbHBIM MOHUTOPUHIOM (DYHKIMH [TOYEK, coaepkaHus kanus u A/l

dcmpamycmun

CoBMecTHOE TPUMEHEHHE MOKET IPUBECTU K MOBBILIEHUIO pUCKa MOOOYHBIX 3(PPEKTOB, TAKUX
KaK aHTMOHEBPOTHUYECKUI OTEK.

Ko-mpumoxkcaszon (cynvgpamemoxcaszon + mpumemonpum)

[Tpy 0AHOBPEMEHHOM MPUMEHEHUU C KO-TPUMOKCA30JI0M (Cysb(amMeTokca3oa + TPUMETOIIPHUM)
MOJKET MOBBIIIATHCSA PUCK PA3BUTHS TUNepKaineMun (cM. paszaen 4.4).

Kanuticoepezarowgue ouypemuxu (maxue kaxk mpuammepen, amuiopuo), conu Kaius
['nnepkanuemus (C BO3MOXXHBIM JIETaJbHBIM HCXOJOM), OCOOCHHO NpH HAPYHIEHUU (YHKLIUU
nouek (aaauTuBHbIe 3P (EKTHI, CBI3aHHBIE C TUIIEPKATUEMUEH).

CoueraHrne TMEpUHAONPUIA C BBILICYIOMSHYTHIMU JIEKAPCTBEHHBIMH IIpernapaTamMu He
pekomenayercs (cMm. pasgen 4.4). Eciu coBMecTHOe NpHUMEHEHHME IOKa3aHO, WX CleayeT
OPUMEHSATh, COOJII0J1asi MEPHI MMPETOCTOPOKHOCTU U PETYIISIPHO KOHTPOJIUPYSI COAEPIKaHUE KaTUs
B CBIBOPOTKE KPOBH.

Oco0eHHOCTH MPUMEHEHHS CIIMPOHOJIAKTOHA TP CEpJIeYHON HEJOCTaTOUHOCTH OINHCAHBI Jajiee
IO TEKCTY.

Ipenapamul 1umus

[Ipu coBMecTHOM NMpPUMEHEHHH MpenaparoB JUTHA U UHrHOuTOopoB AIID Moxker oTMmeuaThcs

06paTI/IM06 YBCIMYCHHUEC KOHICHTpAOUU JWUTHA B CBIBOPOTKC KPOBHU M CBA3AHHBIC C 3TUM
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pexomenayercs. [Ipm HE0OXOAMMOCTH TPUMEHEHHUS TAaKOM KOMOWHAIMH CIIEAYET MPOBOIUTH
pEryJIIpHbIA KOHTPOJIb KOHLIEHTPALIUHU JIUTHSA B IU1a3Me KpoBHU (cM. pazzaen 4.4).

CoBMeCTHOE IIPUMEHEHHUE, KOTOPOE TD€6VCT 0co0oi OCTOPOKHOCTHU

Tunoenuxkemuueckue cpedcmea (UHCYIUH, UNO2IUKEMUYECKUe CPeOCMBa 0 NPUEMA BHYMPb)
ITo pe3ynpTaTam 3MUAEMHUOJIOIMUECKUX UCCIIEI0BAaHUIN ITpUMEHEHHE UHTHOUTOpOB AIID Moxer
YCUJIMBATh TUMOTTIMKEMUYECKUH dPPEKT MHCYTUHA U TUIOTJINKEMUYECKUX CPEICTB Ul MpuéMa
BHYTPB BIUIOTH 10 Pa3BUTHUS runoriukemun. Kak mpasuiio, 3To HaOI0gaeTCs B MEPBbIE HEAETH
MIPOBEJICHUS OJJTHOBPEMEHHOM Tepanuu U y NalMeHTOB ¢ HapylIeHneM (QYHKIIUU TOYeK.
baxnogen

apdexT

KOHTPOJIMPOBAaTh YPOBCHb A[[ H, B CJIydac HCO6XO,I[I/IMOCTI/I, AO3HUPOBKY THUIIOTCH3UBHBIX

YceunuBaer  aHTUTHIIEPTEH3UBHBIN uHruoutopos All®. Crenyer TIIATENBHO
IIPENapaToB.

Kanutinecoepezarowue ouypemuxu

VY manueHToB, MONTyYalonuX ANYPETUKH, 0COOEHHO BBIBOISIINE KUAKOCTD W/WIH COJIH, B HAaYase
Tepanuu uHruouTopoM AIID Moxxer HabmonaTbCA Ype3MepHoe CHIbKeHUE AJl, pUCK pa3BUTHA
KOTOpPOI'0 MOXXHO YMEHBIIUTH IIyTEM OTMEHBI JUYyPETUYECKOIO CPENICTBA, BOCIIOJIHEHUEM ITOTEPU
KUJKOCTH WM COJEeM nepel HayajlloM Tepalnuu NEpUHIONPHIIOM, a TaKKe Ha3HAueHHUEM
NEPUHJIONPUIIA B HU3KOM J]03€ C JaJIbHEUIINM ITOCTENIEHHBIM €€ YBEIUYEHUEM.

Ilpu apmepuanvnoti cunepmen3uu 'y NallUEHTOB, OJIYYaIOIIUX AUYPETHKH, OCOOCHHO BBIBOAILNE
XKHUJIKOCTb W/WIN COJM, TUYPETUKU JOJDKHBI OBITH JIMOO OTMEHEHBI J0 Hadaja MPUMEHEHHs
uHruoutopa AII® (mpu »TOM KanuiiHecOeperammuil TUypeTUK MOKET OBbITh M03HEE BHOBb
Ha3HaueH), 0o mHrnoutop AIID nomkeH ObITH HAa3HAYEH B HU3KOW J03€ C JaJbHEUITUM
IIOCTEIIEHHBIM €€ YBEITNYCHUEM.

Ilpu npumenenuu ouypemukos 6 ciyyae XpoOHU4ecKoll cepoeyHol HedoCmamoyHOCmu NTHTruOUTOp
AII® nomkeH OBITH Ha3HAYEH B OYEHb HHU3KOM J103€, BO3MOXKHO TOCTE YMEHBIICHHS J103bI
PUMEHSIEMOI0 OJTHOBPEMEHHO KaJIMHEeCOeperaroero JuypeTuKa.

Bo Bcex cnmywasx QyHKIus mouek (KOHLIEHTpALUs KpeaTHMHUHA) JIOJDKHA KOHTPOJIHUPOBATHCS B
HepBbIe HeeIM TPUMEHEHHsI HHTuouTopoB AIID.

Kanuiicbepezarowue ouypemuxu (3niepenon, CRUPOHOIAKMOH)

IIpuMeHeHne 31IepeHoHa WM CIIMPOHOJIAKTOHA B 103aX OT 12,5 mr 10 50 Mr B CyTKM M HU3KHX
no3 uaruouropos AIID: npu Tepanuu cepaeuyHoil HenocratouHocT -1V pyHKIIMOHANTBHOTO
kiacca no kinaccuduranun NYHA ¢ ¢pakuueit BeiOpoca neBoro xenynouka <40 % u panee

npuMeHsBIMMHCST uHTHOUTOpaMu All® u «meTneBbIMU» AMYPETUKAMHU, CYIIECTBYET PHCK

rUnepkagueMuu (C BO3MOXKHBIM JIETAJIBHBIM HCXOJOM), OCOOCHHO B ciydae HECOOJI0JIeHUs
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[lepen npuMeHeHUEM TaHHOW KOMOMHAIMH JIEKaPCTBEHHBIX MPETapaToB, HEOOXOIUMO YOS AUTHCS
B OTCYTCTBHH THIIEPKAIMEMHUH U HApYIICHUN (PYHKIIUHU TTOYEK.

PekoMenayercsi perysiasipHO KOHTPOJIMPOBATH KOHIEHTPALMIO KpEaTMHMHA M Kajus B KpPOBHU:
€XKEHEeJICNbHO B IEPBBIN MECSI] JICUCHUS U €KEMECSUHO B IMOCIETYIOIIEM.

HIIBII, sxntouas evlcoxue 003bl ayemuacaiuyuiosol Kuciomol (>3 2/cym)

CoBMmecTHOe npumeHeHne uHruoutopos AIl® ¢ HIIBII (anetmicanuiuioBas KMCIoTa B J103€,
OKa3bIBAIOIIEH MPOTUBOBOCTIAIIMTEIILHOE ICHCTBUE, HHTHOUTOPHI IUKII0OKcUreHasbl-2 (L{OI-2) n
HecenektuBHbie HIIBIT), MokeT mpuBeCTH K CHW)KCHHUIO AHTUTHIICPTCH3MBHOIO JICHCTBUS
unrnouropos AII®. CoBmectHoe mpumeHeHne nHrHOuTOpoB AIID u HIIBII MoxxeT npuBOANTH
K yXYIIIEHUIO (PYHKIMHM TMOYEK, BKIIIOYAs Pa3BUTHE OCTPOH IMOYEYHOM HEIOCTATOYHOCTH, U
YBEJIMUYEHUIO COJIEP)KAaHUS Kallis B CHIBOPOTKE KPOBHU, OCOOCHHO Y MAIMEHTOB CO CHMYKEHHOH 10
Hayvana JedeHus pynkuuen nouek. CruemyeT cobo1aTh OCTOPOKHOCTh MPU HA3HAUYECHUU JAHHON
KOMOMHAIMM, OCOOEHHO Yy NAIMEHTOB IMOXXKWUJIOro Bo3pacTa. [lallMeHThl JOJIKHBI IOJIy4aTh
a/ICKBaTHOE KOJIMYECTBO YKUIKOCTH, U PEKOMEHIYETCS TIIATEIbHO KOHTPOJIMPOBATH (PYHKITUIO
MOYeK, KaK B HavaJse, TaK ¥ B MPoIlecce JeUSHUsI.

Payexaoompun

U3BectHO, uro uHruoburopsl AlI® (Hampumep, NEPUHIONPHI) MOTYT BBI3BIBATh pPa3BUTHE
AQHT'MOHEBPOTUYECKOTO0 OTeKa. PUCK ero pa3BUTUS MOXKET OBITh HOBBILIEH NPU COBMECTHOM
NPUMEHEHUU C PaleKaJoTpuiaoM (MHTHOUTOp SHKehaNTMHA3bl, MPUMEHSEMBIH IS JICYCHUS
OCTpOH Auapen).

Uneubumopor mTOR (muwenu panamuyuna MaAeKONUmMarnwux) (Hanpumep, CUupoIumyc,
96€PONUMYC, MEMCUPOTUMYC)

[Ipu coBmectHOoM mpuMeHeHMHM ¢ mMTOR WHruOMTOpaMM TOBBIIAETCS PHUCK Pa3BUTHUSA
AQHTMOHEBPOTUYECKOT0 OTEKA (CM. paszzen 4.4).

Pexombunanmnvle mxanegvle akmusamopul niasmunozena (rtPA, anmennasa)

[TaruenTsl, nonyyasmre UHrUOUTOpH AII®D 1 nonyvaromue anrenasy a1 TPOMOOIUTHUECKON
TE€pauu IPU OCTPOM HIIEMHUYECKOM MHCYJIBTE, MOT'YT MMETh IOBBIIICHHBIH PUCK Pa3BUTHUS
AQHTMOHEBPOTUYECKOTO OTEKA.

CoBMECTHOE IpUMEHEHHE, KOTOPOE TPEOYET ONpeaAeIEHHON OCTOPOKHOCTH

T'unomen3usnvie npenapamol u 6a300UNAMAMOPYbL

AHTUTUNIEpTeH3UBHBIN 3(deKkT mnepuHgonpuUiIa MOXET YCHIMBATHCS NPU OJHOBPEMEHHOM
IIPUMEHEHUN C JPYTMMH THUIIOTEH3UBHBIMH, COCYAOPACLIMPSIOIUMU CpPEIACTBAMHU, BKIIOYas
HUTpPAThl KOPOTKOTO ¥ IPOJIOHTUPOBAHHOTO AEHCTBUS.

T nunmunor (JluHCZZJlunmuH, cakcazaunmuH, cumacjiunmuH, euﬂt)aZﬂunmuH)
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AQHT'MOHEBPOTUYECKOTO0 OTEKA BCIIEICTBUE CHIKEHUS AKTUBHOCTH JUIENTHAWI-NENTHIA3bI-4
(DPP-1V) nox ne#icTBUEM TIIMIITHHA.

Tpuyukniuyeckue anmuoenpeccanmol, AHMUNCUXOMUYECKUE CPeocmed (Helupoienmuxu) u
cpedcmea 0715t obweli anecmesuu

CoBMecTHOE mnpuMeHeHHe ¢ uHruoutopamu All® MoxeT NPUBOAUTH K  YCUIICHHIO
AHTUTUNIEPTEH3UBHOIO JIeHcTBUS (CM. pa3aen 4.4).

Cumnamomumemuxu

MoryT ocnabyisTh aHTUTHIICPTEH3UBHBIN 3P hekT nHruouTopoB AIID.

IIpenapamul 30n0ma

[Tpu npumenennn uHrHOUTOPOB AIID, B TOM UKCIIe MEPUHIONIPHIIA, TAIMEHTAMH, TTOTYYaIOIIMMU
BHYTPUBEHHO Tpernapar 30j0Ta (HaTpusi aypoTHOMAalar), B PEOKHUX CIIydasx CcOOO0IIaIoch O
pPa3BUTUU HUTPUTOUIHBIX PEAKIMI — CUMITOMOKOMIUIEKCE, BKJIIOYAIOIIEM B Ce0sl THIEPEMUIO
KO JIULa, TOIIHOTY, PBOTY, apT€PHAIIbHYIO THIIOTEH3UIO.

4.6 ®epTUIBLHOCTH, 0€PEMEHHOCTDb M JIAKTAMA

bepemeHHOCTD

[Tpenapat [TEPUH/IOITPNJI BEJI® APM npoTtuBomnokasaH Bo BpeMsi 0epeMeHHOCTH (CM. pa3zen
4.3).

B HacTosmmii MOMEHT HET HEOIPOBEPKUMBIX AIHJIEMUOJIOTHYECKUX JAHHBIX O T€PATOr€HHOM
pucke npu npuéme uHruoutopo AIlD B nepBom Tpumectpe 6epemeHHOCTH. OIHAKO HETB3A
UCKJTIOUUTh HEOOJBIIOE YBEIMYEHUE PUCKAa BO3HUKHOBEHUS HapyIIeHUH pa3Butus ruioza. Ilpu
IUTAHUPOBaHUM OepeMEeHHOCTH, eciau Tepanus uHruoutopom AIID cumraercs HE0OXOAMMOH,
ClelyeT MepeiTH Ha IPUMEHEHHUE IPYTrUX aHTUTUIEPTEH3UBHBIX MPENApPaTOB C YCTAHOBICHHBIM
npoduiieM 6e30MacHOCTH AJIs IPUMEHEHHs B eproj 6epemMeHHocTH. [lpu tuarHoctupoBaHHOM
OepeMEeHHOCTH, clelyeT HEMEJUIEHHO MpeKpaTUTh MpuéM mpenapaTta u, NpU HEOOXOJUMOCTH,
HA3HAYUTh aJIbTEPHATUBHYIO TEPAIUIO.

N3BecTHO, uTO BO3AciicTBHE HHTHOUTOpOoB AIID Ha mmoxa Bo II u III TpumecTpax 6epeMeHHOCTH
MOYKET MPUBOJMUTDH K HAPYLIEHHUIO €r0 Pa3BUTHS (CHUXKEHHE (DYHKIIMM MOYEK, OJIUTOTHIPAMHHUOH,
3aMeyieHHe OcCcU(UKAlMM KOCTeH yepemna) M pa3BUTHIO OCJIOKHEHHH y HOBOPOXIEHHOTO
(moveyHasi HeIOCTaTOYHOCTh, apTepUaIbHas TUIIOTEH3US, TUIIEPKAINEMUS ).

Ecnu nmanuenTka nomyyana uaruoutopsl AII® o Bpems Il mwnu 11l Tpumectpa 6epemenHocCTH,
pPEKOMEH 1yeTCsl IPOBECTH YIIBTPa3BYKOBOE 00CIEI0OBAaHHE ISl OLIEHKH COCTOSIHUS KOCTEH ueperna
U QYHKIUH TTOYEK.

HoBopoxxnénusle, MaTepy KOTOpBIX MHoidydaau HUHruOouTopel AII® Bo Bpems OGepeMeHHOCTH,

JOJIKHBI HAXOJIUTHCS 10/ HAOII0JEHUEM U3-3a PUCKa Pa3BUTHUS apTepUaTbHON TMIIOTEH3UU (CM.
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pasnensi 4.3 u 4.4).

JlakTanms

BcenenctBue orcyTcTBUS MH(DOpPMAIMKM OTHOCHUTEIHLHO MPUMEHEHUS NEPUHIONPHIIA B TEPUOT
TPYJHOTO BCKapMJIMBAHMsI, €r0 IPUEM HE peKOMeHayeTcs. [IpenmoYTuTeIbHO TPUMEHSTD APYTHE
npenaparsl ¢ 0oJjiee U3y4eHHBIM MTPOQUIeM 0€30MIaCHOCTH B MEPUOJ TPYAHOTO BCKaPMIIMBAHUS,
0COOEHHO IPH BCKAPMJIMBAHUU HOBOPOXKIAEHHBIX UM HEJIOHOIICHHBIX JCTEH.

DdepTUabHOCTD

He ycraHoBiieHO BIMSHUS HA PENPOIYKTUBHYIO (DYHKIHIO UK (EePTUIBHOCTD.

4.7 BausiHMe HA CIOCOOHOCTH YNPABJSTH TPAHCNOPTHBIMH CPeACTBAMH W padoTaTh C
MeXaHU3MaMH

[Tpenapar [IEPUHIOITPNJI BEJI®APM cneayeT ¢ OCTOPOKHOCTbIO IPUMEHATH NAL[UEHTaM,
VIOPaBISIOUUM TPAHCIIOPTHBIMU CPEACTBAMU UM 3aHMMAIOIIUMCA BUIAMH JCSITEIBHOCTH,
TpeOyIOIIMMH TIOBBIIIIEHHON KOHIEHTPAllMd BHUMaHUS U OBICTPON peakluu, B CBSI3U C
OIACHOCTBIO PA3BUTHS apTepUaIbHONU IMIIOTEH3UU U T'OJIOBOKPYKEHHUS.

4.8 HexesraTeJibHbIE peakIuu

Pesrome mpoduisg 6e3onacHoOCTH

[Tpoduns Ge30macHOCTH MEPUHAOIPHIIIA COOTBETCTBYET MPOQPHIII0 0€30MaCHOCTH HHTUOUTOPOB
AllD.

HaubGonee uacTbhle HexenaTeNbHbIE PEAKUMMU IPU MpPUEME MEPUHIONPHIIA, OTMEUYEHHbIE NpPHU
MPOBEJCHUHN KIMHUYECKUX HCCIEOBAHUIN: TOJOBOKPY>KEHUE, TOJOBHas 0OIb, MapecTes3us,
BEPTHUT0, HAPYIICHUS 3pEHUs, 3BOH B yIlIaX, apTepHalibHas TUIIOTEH3Ms, KallleJb, OABIIIKA, O0Jb B
JKUBOTE, 3aI10p, AUapesi, TUCTeB3Us (paccTpoiCTBO BKYyca), AUCIIETICHS, TOUTHOTA, pPBOTA, KOKHBIN
3yJ, KOXHasl ChlIlb, CIIa3Mbl MBIIILI, ACTEHUS.

Tabanunoe DPE3IOME HEXKENaTEIbHBIX PEAKIINI

[lepeuncrneHHble HIKE HEXENaTENbHbIE PEeaKIMi, OTMEUEHHBIC NPU MPOBEACHUH KIMHUYECKHUX
WCCJICIOBAHUIA ¥/WIIA TTOCTPETUCTPAIMOHHOM MPUMECHEHHH TEPUHIONPHIIA, TIPUBEICHBI B BHJIE
cienyrolel rpajanun: odeHs yacto (>1/10); wacro (>1/100, <1/10); meuacto (=1/1000, <1/100);
penko (=1/10000, <1/1000); ouens peako (<1/10000); HeyTOUYHEHHOH YaCTOTHI (YACTOTA HE

MOXKET OBITh noacurTaHa 1o JOCTYIIHbIM ,[[aHHBIM).

Tabmuia 2 — TabnuaHOE pe3toMe HeKeNaTeIbHBIX PEaKIIUi

YacTtoTa

Knaccel u cucteMbl OpTraHOB

HexenarenbpHbie pcaknunuun

HapyumeHnusi co CTOPOHbI
KPOBH U JIUM(paTHYECKOH
CHCTEMBI

D03UHOPUITHS

Hewacrto*

ATpaHyJoIHUTO3 WIN
MaHIUTOIICHUS

OueHs penko
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CHWKeHHe reMOrI00uH

reMaTOKpHTA OueHb pesko

JlelikoneHUsI/ HEUTPOTICHU S OueHb penko

['emosnTHUECKast aHEMUS Y
[MALIMEHTOB C BPOKIEHHOU
HEI0CTATOUHOCTHIO TTI0K030-6- [(OUCHB PesIko

docdarneruaporeHa3bl

TpomOGouuToneHus OueHb penko
HapyieHnus co CTOpOHbI ['unoriukemust (CM. pa3aesbl
MeTa00IM3Ma ¥ MUTAHUS 4.4 1 4.5) Heuacto*

['unepkanuemusi, oopaTumas
[1ocJie OTMEHBI Ipenapara (CM.

pa3nen 4.4) Heuacro*®
['unonaTpuemus Heuacto*
IIcuxnueckne HapymeHusi  JlabuabHOCTH HACTPOEHUS Heuacto
Hapymenne caa Heuacto
Hapymenusi co cTOpoHbI ["0110BOKpY>KEHUE Yacro
HEPBHON CHETEMBT ["ostoBHas 00JIb Yacto
[Tapecre3us Yacto
Beprturo Hacrto
CoHnnmBOCTh HeuacTo*
O6Mopok Heuwacto*
CryTaHHOCTB CO3HAHHUSA O4eHb penko
Hapyuenus co cTopoHbl Hapyienue 3penus Yacto
opraHa 3peHust
HapyueHnust co CTOpoHbI 3BOH B yIlIax Yacto
oprasa cjyxa v JJa0upHHTA
Hapymenust co cTopoHbI Omrymienue cepauedreHus Heuwacto*
cepaia Taxukapaus HeuacTo*

Crenokapaus (cM. pazaen 4.4) |OdeHb peako

Aputmus OueHb pesKko

NHdapkT Muokap/a, BO3SMOXKHO,(O4eHb peaKo
BCJIEACTBHE N30BITOYHOI'O
cHI>KEeHNA A/l y maneHToB u3
IPYIIIBI BEICOKOTO PUCKa (CM.
paznen 4.4)
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Hapyuenus co cToOpoHbI
COCyI10B

oo
ApTepualibHast MIoTeH3HS ]

-
1
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(n30BITOUHOE CHIDKeHHE AJ]) 1
CBSI3aHHBIC C 3TUM CHUMITTOMBI

Backynut

Heuacto*

HCYBT, BO3MOJKHO,
BCJIEICTBHE YPE3MEPHOTO
cHIKeHUA A/l y manMeHToB u3
IPYIIbl BEICOKOT'O PUCKa (CM.
paznen 4.4).

OueHb pesKo

Cunapom Pelino

HeyrouHeHHOM 4acTOThI

HapyuieHusi co CTOpPOHBI
NAbIXaTeJbHON CHCTEMBI,
OPraHoB IPyIHOM KJIETKHU U
cpeaoCTeHust

Karmrens YacTto
OpIIIKa Yacto
bponxocnasm Heuacto

D03uHO(MIbHAS THEBMOHUS

OuyeHs penko

Keny10uHO-KUIIEYHBIE
HApYIIEHUsA

Punut OuyeHb penko
bonb B )kuBOTE Hacrto

3amnop Yacto
napes Hacrto
JlucreBsust (pacCTpOKCTBO Hacrto
BKycCa)

Jucnerncus Yacto
TomHoTa Hacro

PBoTa Yacto
CyxocTb BO pTYy Heuacto
[lankpeatut OueHb penko

Hapyuenusi co CTOpOHBbI

MCYCHHU U KCTYEBbBIBOAALIINX

nyrei

['enaTuT (X0N€CTaTUUECKUIN WIH

[IUTOJTUTHYECKUH) (CM. pa3en
4 4)

OueHb penKo

Hapyuienusi co CTOpOHBbI

KOKH 1 MTOAKOKHBIX TKAHEH

KosxHb11 3y/1 Yacto
KoxHas cbIlb Yacro
Kpanusuuna (cm. paznen 4.4) |Hewacto
AHTMOHEBPOTHYECKHUI OTEK Heuacto
7M1, KOHEYHOCTEH, TyO0,

CJIM3UCTBIX 000JI0UEK, S3bIKa,

rOJIOCOBBIX CKJIAJIOK W/WIIH

ropranu (cM. pazzaen 4.4)

Peakuuu Heuwacto*

(1)OT0‘-IYBCTBI/ITCJ'ILHOCTI/I
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TMempurons MOCABEQBATF TEHOCTE 0009
IloBreImenHoe otootaeiaenne [Hedacto
O6ocTpeHue rncoprasza Penxo*

MHuorogopMHas spuTemMa

OueHb pesKo

Hapyumenusi co CTOPOHbI MbIIIEYHBIE CITa3Mbl Yacto
MbIIIIEYHOM, CKeJTeTHOM U *
. ApTpanrus Heuacto
COeIMHHUTEJIbHOM TKAHU
Muanrus Heuacto*
HapyumeHnusi co CTOPOHbI [loueyHas HEAOCTATOUYHOCTh Heuacto

MO4Y€eK U MOYeBbIBOISIIIINX
myTei

Octpas moueyHas

OueHb penko

HEI0CTAaTOYHOCTD
HapyumeHnusi co CTOPOHbI OpeKTHIbHAS TUCPYHKITUS Heuacto
PenpoayKTHBHOM CHCTEMBI U
MOJIOYHBIX KeJle3
OO0umue HapyieHUs U AcTeHUs Yacto
€aKIUU B MeCTe BBeleHUs =
peaK 8 bonb B rpyaHON KIIeTKe Heuacto*
Henomoranue Heuacto*
[Tepudeprueckue oTeku Heuacto*
Jlnxopaaka Heuacto*
JlaGopaTopHbie [loBbITIIEHNE KOHIIEHTPAIUT Heuacto*
HHCTPYMEHTAJIIbHBIC TAaHHBIC |\ OYycBUHBI B KpOBHU
[ToBbITIICHNE KOHIIEHTPAIITH Heuacto*
KpeaTUHHHA B KPOBU
[ToBbIlIEHNE KOHLICHTPAIUX Penko
OmpyOrHa B KPOBU
[ToBbIlLIEHNE AKTUBHOCTH Penko
(IIEUCHOYHBIX» (PEPMEHTOB
TpaBmbl, uHTOKCHKauuu U [lanenue HeuacTo*

0CJ0KHEHUS MPOLEayp

[Tpumeuanue: * — OneHKa 4acTOThl HEXEJIATEIbHBIX PEAKIMH, BBIIBICHHBIX 1O CIIOHTAHHBIM
COOO0ILIEHUsIM, IPOBEICHA HA OCHOBAHUU JIaHHBIX PE3YyJIbTaTOB KIIMHUYECKUX UCCIIETOBAHUM.
Coo01manocs 0 pa3sBUTHHM CHHIPOMA HEAJEKBATHOM CEKpelUH aHTUAMYPETHUECKOrO0 IrOpMOHa
(CHCAI') npu coBMecTHOM mpuMeHeHHH ¢ Jpyrumu uHruoutopamu AllD. CHCAAI no
4acTOT€ BO3HUKHOBEHHUS OTHOCHUTCA K OYEHb pPEAKUM, HO BO3MOXHBIM OCJIOKHEHUSM,
00ycoBieHHbIM Tepanueil uuruoutopamu AIID, BkiIto4as nepuHAOIPUIL.

HexxenaTenpHBIC SABJICHUA, OTMCUYCHHBIC B KIIMHUYCCKUX UCCICIOBAHUAX

B wuccnegosanun EUROPA mnpoBoawiace perucrpanusi TOJIBKO CEPbE3HBIX HEXKEIATEIbHBIX

sprneHuil. CepbE3HbIe HEXKENAaTeIbHbIC ABIeHUs ObLTH oT™MeueHBI y 16 (0,3 %) manueHToB B rpyrme
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nepunjonpuia u y 12 (0,2 %) mauueHToB B rpymnmne I!Igéll'_flleél)E IEDVEEQII:IEIDT/IHI]I_O'HDHHE!

NAIMEeHTOB OBLJIO OTMEYEHO BhIpakeHHOE CHIDKeHHE AJl, y 3 malueHTOB — aHTMOHEBPOTUYECKHMA
oT€K, y | manueHTa — BHE3aIlHas OCTaHOBKa cep/ua. Yactora oTMEHBI Npenaparta u3-3a Kauuis,
BBIPQXXEHHOTO CHIXeHHUS AJ[ uiu Apyrux ciiydaeB HEMEPEeHOCUMOCTH Obljia BBILIE B IPyIIE
MEPUHJIONPUIIA [0 CPAaBHEHUIO C TPYIION mianebo.

COOGH.ICHI/IC 0 ITOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo0mare 0 TMOA03peBaEMBbIX HEXKEIATEIBHBIX PEAKIUAX TIOCIE PETUCTPALHNU
JIEKapCTBEHHOT'0 Tperapara ¢ 1eblo0 00ecrnedeHrs HeMPEephIBHOIO MOHUTOPUHTA COOTHOILICHUS
«T10J1b3a — PUCK» JICKAPCTBEHHOTO Npenapara. MeaUIMHCKIM U (papMaleBTUYECKUM pabOTHUKAM
PEKOMEHIYEeTCS COOOIIATh O JTIOOBIX MOI03PEBAEMBIX HEXKEIIATEIBHBIX PEAKIIHUSIX JIEKAPCTBEHHOTO
npernapara yepe3 HallMOHAJbHBIE CHCTEMbI COOOIEHUS O HEXKEJATEIbHBIX PEaKIUIX TOCYIapCTB
— uneHoB EBpa3uiickoro 3KOHOMHUYECKOTO COI03a.

Poccuiickas ®@eoepayus

109012, MockBa, CnaBsiHCKas I101aab, 1. 4, cTp. 1
®denepanbHas cinyx0a o Haa30py B cdepe 3apaBooxpanenus (PoczapaBuanzop)

Ten.: +7 (800) 550-99-03

E-mail: pharm@roszdravnadzor.gov.ru

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

4.9. llepeno3upoBka

JlaHHbI€ O IIEpEeI03UPOBKE Npenapara y 4eJIOBEKa OTPaHUYECHBI.

CumMnromsl

CuMnToMsl, CBsI3aHHBIE C Mepe103upoBKoi HHTrHOuTOpamu AII®, MOTyT BKIIIOYaTh: BEIPAXKEHHOE
cHkeHne AJl, HUpKyISTOPHBIM IIOK, HAPYIIEHUs] BOAHO-JIEKTPOJIUTHOTO OanaHca, OYEUHYIO
HE/I0CTaTOYHOCTh, TUIEPBEHTUISANIO, TAXUKAP/IUIO, OIIYIIEHHE cepaeOueHus, OpaguKapuo,
TOJIOBOKPY>KEHHUE, OECIIOKOMCTBO U Kalllelb.

Jleuenune

PekoMeHyeMbIM METOJIOM JI€UEHUsl NpHU IEPEeO3UPOBKE SBIISETCS BHYTPUBEHHOE BBE/ICHHE
0,9 % pactBopa HaTpus xnopuaa. [Ipu BelpaskeHHOM cHIDKeHUH A/l cieryeT nepeBecTy naiueHTa
B IIOJIO’KEHHE «WIEXKa» Ha CIHUHE C MPUIOAHATHIMU Horamu. [Ipu HE0OXOAMMOCTH MOKHO BBECTH
BHYTPUBEHHO aHruoTeH3uH Il w/mmm pactBop karexonamMuHOB. C MOMOIIBIO HaIM3a MOKHO
yAaJIUTh EPUHAONPUI U3 CUCTEMHOTO KpOBOTOKA (cM. pasaen 4.4). Ilpu pa3BuTHm ycToHuMBON K
Tepanuu OpaaukapIud MOXET MNOoTpeOoBaTbCs YCTAHOBKA 3JIEKTPOKAPAHMOCTHMYISATOPA.
Heo06xoauMo MOCTOSHHO KOHTPOJMPOBATH IIOKA3aTelIM OCHOBHBIX JKU3HEHHBIX (YHKIMN

OopraHu3Ma, KOHOCHTPALUIO KPEaTUHHWHA H JJICKTPOJIUTOB B ChIBOPOTKE KPOBH.

22


mailto:npr@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru/

oT 20065 2026 K= 9970

TR T EL S RN S T

5. DAPMAKOJIOTMYECKUE CBOIICTBA (MOCTIEQOBATENEHOCTS 0009)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

5.1 dapmakoanHaMHYecKHe CBOICTBA

dapMakoTepaneBTUYECKas TPYIa: CPeACTBa, ACHCTBYIONINE HA PEHUH-AaHTHOTCH3HMHOBYIO
CHUCTEMY; MHTHOMTOPBI aHTHOTEH3UHIIpeBpaniatomiero gpepmenta (AI1D).

Koxg ATX: CO9AA04.

Mexanuszm geiicTBus

[Mepunmonpun — MHTUOUTOP PepMeHTa, MPEBPAIAIONIETO AHTUOTeH3UH | B anTHOoTeH3MH 1.
All®, unu xkuHuHa3za Il, sBiaseTcs 3K30MENTHIa30M, KOTOpas OCYLIECTBIISIET KaK MpEeBpalleHUe
aHruoTeHsuHa | B cocynocyuBarouiee BelecTBO aHruoteHsuH I, Tak u paspymieHue
OpaMKUHKHA, 00JIAAAIOIETO COCYIOPACIIUPSIONINM ICHCTBHEM, 10 HEAKTUBHOTO FeNTaNenTH/IA.
Nurn6uposanue AII® npuBOIUT K CHUKEHUIO KOHLIEHTpAIMK aHrnoten3uHa Il B rrasme kposu,
YTO BBI3BIBAET YBEJIIMYCHNE AKTUBHOCTU PEHUHA TUIa3Mbl KPOBH (IT0 MEXaHU3MY «OTPHUIIATEIBHOM
00paTHOM CBSI3W») U YMEHbILIEHUE CEKPELIUU allbIOCTEPOHA.

[TockonbKy aHTMOTEH3UHIIPEBPANIAOMINI (PEPMEHT MHAKTUBUPYET OpaauKWHUH, TOIAaBIICHHE
AIl® comnpoBoXkaaeTcs MOBBIILIEHUEM AaKTUBHOCTH KaK LUPKYJIUPYIOLIEH, Tak U TKaHEBOU
KAJUTMKPEUH-KUHUHOBOM CHCTEMBI, [P 3TOM TAKXKE aKTUBUPYETCS CUCTEMA MPOCTAarJlaHIuHOB.
Bo3moxxHO, 9TO 3TOT 3((PeKT sABISETCS YacThIO MEXaHW3Ma AHTUTHUIEPTEH3UBHOTO JEHUCTBUS
uHrnouTopoB AIID, a Takke MexaHH3Ma Pa3BUTUS HEKOTOPBIX TOOOYHBIX 2(PPEKTOB mpemnapaToB
JIAHHOTO KJ1acca (Hampumep, Kariis).

[lepunmonpun oOka3bIBaeT TepaneBTUUYECKOe JeiicTBHE Onaronapss akTUBHOMY METaOOIUTy
nepuHAonpuiIary. Jlpyrue MeraboauThl He OKa3bIBAlOT MHIMOUPYIOIIETO 1eUCTBUS B OTHOILIEHUH
ATI® in vitro.

Knuanueckas 3¢ddekTuBHOCTE 1 0€30ITaCHOCTH

Apmepuanvras cunepmen3susi

[Tepunponpun >3pPeKTHUBEH B TEpauy apTepUaIbHOI rMIepTeH3uu J000# cTenenu Tsxectu. Ha
dboHe TpPUMEHEHHUs TMpenapara OTMEYAeTCs CHIDKEHHE KaK CHCTOJIMYECKOro, TaK U
JIMACTOJIUYECKOr0 apTepHaIbHOro JaBieHus (AJl) B MOJOKEHUM MALUEHTA <JIEKa» U «CTOS.
[Tepunnonpun ymenslnaer obuiee nepudepuueckoe cocyaucroe conporusienue (OIICC), uto
NPUBOJAUT K CHIKeHUIO AJl, mpu 3ToM nepudepuyeckii KpOBOTOK yCKOpseTcsl 0e3 U3MEHEHUs
yacToThl cepreunbix cokpamenuit (HCC). Kak npaBuiio, nepuHAONPUI IPUBOIANUT K YBEIUUYEHHUIO
MOYEYHOTO KPOBOTOKA, CKOPOCTh KIyOOUKOBOM (UIBTpallud MNpU STOM HE HU3MEHSETCH.
AHTUTUIIEPTEH3UBHOE ACWCTBHUE Ipenapara JOCTUraeT MakCUMyMa uepe3 4—6 uacoB mocie
OJIHOKPAaTHOI'O IpUeMa BHYTPb M COXpaHserca B TedeHue 24 4. Uepes 24 daca nocie npuema
BHYTph HabmroaeTcs BeipaxkeHHoe (rmopsanaka 87—100 %) ocrarounoe unruduposanue AIID.

Camxkenne AJl mocturaercss J0CTaTOYHO OBICTPO. Y TMAIMEHTOB C MO3UTUBHBIM OTBETOM Ha
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neyeHne Hopmanu3anusi AJl HacTymaer B TEUEHHE %E}I;I;IE;;'%%'{J&Q&@; %gs_" Il)als'llilpimﬂ

taxupunakcuu. [Ipexparienne 1edeHuss He CONPOBOXKAACTCS pa3BUTHEM 3D dekTa «pHuKomerar.

[lepunponpui OKa3bIBae€T COCYIOpACIIUpSAIONIEe JEHCTBHE, CIIOCOOCTBYET BOCCTAHOBIJICHUIO
3JaCTUYHOCTU KPYITHBIX apTepUil U CTPYKTYpPbl COCYIUCTOM CTEHKHU MEJIKMX apTEepui, a TaKxKe
yYMEHbILIAeT runepTpoduio JeBoro xenynouka. CoBMECTHOE Ha3HAYEHUE THA3UIHbBIX TUYPETUKOB
YCUJIMBAET BBIPAKEHHOCTh AHTUTUIIEPTEH3UBHOTO 3(dexra. Kpome 3T0oro, KoMOMHUpOBaHHE
uHruoutopa AIl® u THazuIHOrO AMypeTHUKa TAaKKe MPUBOAUT K CHMKEHUIO PUCKA Pa3BUTHUS
TUIOKaJIMEeMUH Ha (poHe nmpreMa JUYPETUKOB.

Cepoeynas nedocmamouHoCcms
[Tepunonpui HOpMaTU3yeT paboTy cep/la, CHIKAs MPEIHATPY3KY U IIOCTHATPY3KY.

VY nanueHToB ¢ XpOHHUYECKOH CepeUHON HETOCTaTOYHOCTHIO, MOIYYaBIINX EPUHIONPHII, OBLIO

BBISIBJICHO:

— CHMYKEHUE JaBJICHUS HAIIOJIHEHMS B JIEBOM U IIPABOM XKEJIYJOUKax cepAla;
— CHIDKEHHUE o0111ero nepudepruuecKoro COpoTUBICHHUS COCYIOB;
— MOBBILIEHUE CEPACYHOTO BHIOpOCA U YBEIMUYEHUE CEPACUYHOTO UH IEKCA.

HccnenoBanne mpenapata Mo CpaBHEHHIO C IJane0o Mokaszano, 4yTo m3MeHeHus AJl mocie
NEpPBOTO MpHUEeMa MEPUHIONPUIIA apTUHUHA 2,5 MI' y MalMeHTOB C XPOHUYECKOH CepAedHOn
HepoctaTouHocThio (II-III pynkumonanbubiil K1ace o kinaccudukanuu NYHA), cratuctuyecku
JIOCTOBEPHO HE OTIMYAINCH OT u3MeHeHui A/Jl, HaOmroaBIIMXCcs mociie nmpruema riaieoo.
L]epebposackynaphvie 3a601e6anUs.

Pesynbratel unccnenosanus IIPOI'PECC, rae oueHuBamoch BIMSHUE aKTMBHOW Tepanuu
HNEpUHAONPUIOM (MOHOTEpAIUs UM B KOMOMHALIMU ¢ MHJANaMUJIOM) B TeUeHHE 4 JIeT Ha PUCK
Pa3BUTHS TOBTOPHOI'O MHCYNbTA y MAIlMEHTOB, UMEIOIIUX LepeOpOBaCKYIspHbIE 3a00JI€BaHUS B
aHamuese. I[locne BBOAHOro mepuona MPUMEHEHHs] NEPUHIONpPHIAa TPEeTOyTHIaMUHA MO 2 MT

(9KBMBAJICHTHO MEPUH/IONPHIIA APTUHUHY 2,5 MT') OZIH pa3 B JIeHb B TEUEHUE JIBYX HEEIb U 3aTEM
110 4 MT (3KBUBAJICHTHO MEPUHJIOIPUIIA ApTUHUHY 5 MT') OJTUH pa3 B IEHb B TEUEHHUE MOCIETYIOIUX
IBYyX Henenb, 6105 manueHToB ObUIM paHIOMHU3MPOBAHBI Ha JBE Tpynnsl: 1wianedo (n=3054) u
NEpPUHJIONPUI TpeTOyTUIaMUH MO 4 Mr (COOTBETCTBYET 5 MI IEPUHAONpPHUIIA APTMHHUHA)
(MOHOTEepanus) WIM B KOMOMHaUWU ¢ uHAanamuaoMm (n=3051). MHnanamuj JOMOJHUTEIHHO
Ha3HayaJics NalUEHTaM, HE MMEIOIIMM NpPSIMBIX II0Ka3aHWMM WM MPOTUBONOKA3aHUM s
NPUMEHEHUs AUYPETUKOB. JlaHHas Tepamusi Ha3Hayajgach JOIMOJIHUTEIbHO K CTaHIApTHOM
Tepanuu UHCYJIbTa W/WUIN apTepUaTbHON TUIIEPTEH3UH WK IPYTUX MATOJOTUYECKUX COCTOSHUU.
Bce pannomusupoBaHHbIE MAallMEHThl MMEIM B aHaAMHeE3e IepeOpOBACKYINIApHBbIE 3a00JeBaHUS
(MHCYJIBT WJIM TPAH3UTOPHYIO UIIEMUYECKYIO aTaKy) B TeUeHHE nocae Hux 5 net. Beanuuna A/l

HE SBJIANACh KPUTEPHUEM BKIOYEHU: 2916 ManmeHTOB MMENH apTEePUATBHYIO THMIEPTEH3UIO U
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3189 - wnopmamsHoe AJl. Tlocme 3,9 ner TeDalL:lHII/;I::M%T%H@ECEBM—C%OC/

JIUACTOIMYECKOe) CHH3WwiIack B cpegHeM Ha 9,0/4,0 MM prt.cr. Takke ObLIO MOKa3aHO
3HAYUTEJIbHOE CHUKEHUE PUCKA BOSHUKHOBEHHUS MOBTOPHOI'O UHCYIIbTA (KaK UIIEMUYECKOT0, TaK
U TeMopparuyeckoro) nopsjka 28 % mno cpasuenuto ¢ miane6o (10,1 % u 13,8 %).
JlononHuTenbHO OBLIIO MOKa3aHO 3HAUUTEIBHOE CHI)KEHUE PUCKA:

- (haTaNbHBIX WK MPUBOASAIINX K HHBATUAW3AIIUN HHCYIIFTOB;

— OCHOBHBIX CEpACYHO-COCYIHMCTBIX OCIOKHEHUH, BKIOYas MH(PAPKT MUOKapAa, B T.4. C
JIETabHBIM UCXOJIOM;

— JIEMEHIIUU, CBSI3aHHOMN C HHCYJIBTOM;

- CepbE3HBIX YXYALICHUN KOTHUTUBHBIX (YHKIHI.

D710 OBUIO OTMEUYEHO KaK Y MAallMeHTOB C apTepHalIbHOM TUIepTeH3Uel, Tak U MPU HOPMAIBHOM
AJl, He3aBHCUMO OT BO3pacTa, I0JIa, HAJMYMS WIM OTCYTCTBHS CaxapHOro auabera U Tuia
UHCYJIbTA.

Cmaobunvnas UBC

D¢ dexTuBHOCT, TPUMEHEHUs TepUuHIoNpIIa y nanuenToB (12218 mauuenTtos crapuie 18 ser)
co ctabunpHoil BC 6e3 KIMHUYECKUX CHUMIITOMOB XPOHHUYECKOH cepleyHON HeIOCTaTOYHOCTH
u3ydanach B xoje 4-nernero uccienoBanus. 90 % y4acTHHKOB MCCIIEIOBAHUS paHEe MEPEHECTN
OCTpBI MH(APKT MHOKApAA W/HWIU TMPOLEAYPY PEBACKYISIpU3alud. BOJIBIIMHCTBO NAICHTOB
MOJYYMJIH TIOMHUMO HCCIIEAYEMOro Mpenapara CTaHAapTHYIO Teparuio, BKI0Yas aHTUArperaHThl,
TUINOJTUINIEMUYECKUE CpeJCcTBa M Oera-aapeHoOIokaTopsl. B kauecTBe OCHOBHOTO KpUTEpHs
s dexTuBHOCTH ObLIIa BhIOpaHa KOMOMHHMpPOBAaHHAs KOHEUYHAs TOYKA, BKIIFOYAIOIIAs CEpIEYHO-
COCYJIUCTYIO CMEPTHOCTh, He(aTaIbHBIM HH(PAPKT MHOKapJa W/ WM OCTAaHOBKY Ccepjia cC
YCIICIIHOW peaHUMalUEn.

Tepanus nepuHaonpuia >pOyMHUHOM B 103€¢ 8 MI/CyTkH (9kBUBajieHTHO 10 Mr mepuHaompuia
apruHUHYy) MpHUBOJWJIA K CYIIECTBEHHOMY CHI)KEHHIO aOCOJIIOTHOIO pHUCKAa HACTYIJICHUS
KOMOMHHMPOBAaHHOW KOHEYHOM TOUkH Ha 1,9 % (cHmkeHue orHocutenabHOro pucka — 20 %). ¥V
MAIMEHTOB, paHee TMepeHeclnX HHPApKT MHOKapAa WU TPOLEAYpPY peBacKyIspH3alluy,
CHIDKEHHE aOCOFOTHOTO pUCKa cocTaBuiio 2,2 % (CHU)KEHHE OTHOCHTENBLHOTO prcka — 22,4 %)
M0 CPaBHEHUIO C TPYMIOH 1uiaiedo.
Jsotinas 6nokaoa PAAC

HmeroTcss naHHbIe KIWHUYECKHX HCCIETOBAHMN KOMOWHHUPOBAHHON Tepamuu C MpPUMEHEHUEM
unruouropa AII® u antaronucra penenropa anruotensusa II (APA II).

[TpoBoaMIIOCH KIMHUYECKOE MCCIEOBAHME C Y4YacTHEM IallMeHTOB, MMEIOUIMX B aHaMHeE3e
KapJIMOBaCKYJISIPHOE WJIM IepeOpoBacKysIsipHOE 3a0o0JieBaHue, TUOO caxapHbId auaber 2 Tura,

COHpOBO)KI[ElIOH.IPIfICﬂ MMOATBCPKACHHBIM MMOPAKCHUCM OpraHa-MHUIICHU, a TAKXKE UCCIICIOBaHUA C
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y4acTHEM MAIMEHTOB C CaXapHbIM 1radeToM 2 TUIla U nﬁ&inﬁ%% T{gmﬁegﬂ 0003)

JlaHHbBIC MICCIIEIOBAHMI HE BBISIBIIIA 3HAYUMOTO IMOJIOKHUTEILHOTO BIUSHUS KOMOMHHPOBAHHOU
Tepanuu Ha BOSHHUKHOBEHHE MOYCYHBIX W/WIJIM KapIHUOBACKYJISPHBIX COOBITUH M Ha TMOKa3aTeln
CMEPTHOCTH, B TO BpeMs KaK pHUCK PA3BUTHUS THUIEPKAIMEMHH, OCTPON IOYEYHOU
HEJAOCTAaTOYHOCTU W/WIM apTePUAIIbHON TUIOTEH3UM YBEJIWYMBAICS [0 CPAaBHEHUIO C
MOHOTEpaITUEe.

[lpuariMas BO BHHMAaHHS CXOXKHME BHYTPUTPYIIOBBIC (papMaKoJMHAMHUYECKHE CBONCTBA
uHruouTopoB AIID u APA II, nanHbIe pe3yabTaThl MOXKHO OKHMJIATh JIJIs B3aUMOICHCTBHUS JTFOOBIX
JIPYTUX TMPErapaToB, NpeacTaButesieil kiaccoB HHruonTopoB AII® u APA 1I.

[ToaTomy coBMecTHOE puMeHeHne UHrnouTopoB AII®D u APA Il npoTuBonoka3aHo y NaliMeHTOB
¢ nuabeTndeckoil HepponaTuei.

HNMeroTcst naHHble KIMHUYECKOTO MCCIIEIOBAHUS MO U3YUYECHHIO IMOJIOKUTEIBHOTO BIUSHUSA OT
no0aBIeHHS allMCKUpeHa K ctanaapTHou Tepanuu nHruoutopom AlID unu APA I y mauneHToB
C CaxapHBIM MA0ETOM 2 THIA U XPOHUYCCKUM 3a00JICBAaHHEM TIOUYEK WM KapAHOBACKYISIPHBIM
3a0oJeBaHneM, MO0 MMEIONINX COYeTaHue ITUX 3a0oeBanuii. MccienoBanue ObII0 MPEeKpaIieHo
JIOCPOYHO B CBSI3U C BO3POCIIUM PHUCKOM BO3HUKHOBEHHUS HEOIArompuATHBIX HCXOOB.
KapauoBackynsipHas cMepTh U MHCYJIBT OTMEYAJIMCH Yalle B TPYMIE MNAlMEHTOB, MOJyYarOIIUX
IMCKUPEH, IO CPABHEHUIO C TPYMIOHN IUIanebo0; TakKe HeXKeJlaTeNbHbIE SIBJICHUS U CEpbE3HbIE
HEXeJaTelIbHbIE SBJICHHUS 0CO00TO MHTepeca (THUIEpKaTIueMus, apTepHalibHas THIOTCH3US W
HapylIieHus (pyHKUIMU MOYEK) PETUCTPUPOBAIUCH Yallle B TPYIIE aTUCKUpPEHAa, YeM B TpyIIe
iane6o.

JleT’ ¥ MOJAPOCTKH

O} PexTuBHOCTH U 6E30MaCHOCTh MPUMEHEHMSI IEPUHAONPUIIA Y IeTeN U MOAPOCTKOB B BO3paCTe
1o 18 et He ycTaHOBIIEHA.

NMeroTcss naHHbIE KIMHUYECKUX HCCIENIOBAaHUNM C yyacTHeM 62 MNalueHTOB C apTepHallbHOU
TUIepTEeH3uel B Bo3pacTte OT 2 ;1o 15 Jer co ckopocThio KiyO0o4ukoBOW ¢uibrparun >30
Mi1/MuH/ 1,73 M2 TI7101Ia /11 TIOBEPXHOCTH Tela, KOTOpPBIE TTONyJaity HepHHAoNpuI B 1o3¢e 0,07 Mr/kr
B cpenHeM. [lo3a moaOupanack MHAUBUAYAIBEHO, B 3aBUCUMOCTH OT OOIIIET0 COCTOSTHUS MallueHTa
Y TIOKa3aTesiel €ro apTepuaibHOTO IaBICHUS B OTBET Ha TEPAIUIO, IPU 3TOM MaKCUMaJIbHAs 1032
cocrasisiia 0,135 mr/kr/cyr.

59 manueHTOB y4acTBOBAJIM B MCCJIEAOBAHUM Ha MPOTSHKEHHWH 3-X MecsleB U 36 MalMeHTOB
3aBEpIIWIA TPOJUICHHBIA MEPHUOJ UCCIEAOBaHUS, KOTOPBIM COCTaBIIsLT HE MeHee 24 MecsleB
(cpemHsisi IPOJIOJDKUTENBHOCTh Y4acTUs B UCCienoBaHUM cocTaBmia 44 mecsna). [lokazarenn
CHCTOJIMYECKOTO M JMACTOJIUYECKOTO apTEPHAIBHOTO JIaBJICHHUSI OCTABAIKNCH CTAOWJIBHBIMU Ha

MPOTAXKECHUN BCEro Iepuojia HUCCICAOBAHUA (OT MOMCHTA BKIIIOYCHHA B HCCICOOBAHHUA 10
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Y CHU3WIKCH Y MAIlUEHTOB, paHee HE MOJIYyYaBIINX TUIIOTEH3UBHYIO TEPAIIUIO.
bonee 75 % nereii mpu mociieIHEM ONPEACIICHUA UMEIH CUCTOJIMYECKOE U AuacToindeckoe A/l
MEHbIIIE 95-Tr0 NepIeHTHIIA.

JlanHble 0 6€30MacCHOCTH, MOJIyY€HHBIE B 3TOM HCCIIEIOBAaHUH, COTTIACYIOTCA C y)KE UMEIoIencs
uHpopManreil OTHOCUTEIHHO 0€30MaCHOCTH PUMEHEHUS TIEPUHIOTIPHIIA.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopbuus

[Ipu mpueme BHYTpb MEPUHAOINPHI OBICTPO BCACBHIBAETCS B JKEIYJOUYHO-KUIIEUYHOM TPAKTE,
MakcumanbHas KoHUeHTpauuss (Cmax) B IIasMe KpoBH jocruraercss uepe3 1 u. Ilepuon
nonyBbiBeneHus (T12) nepunaonpuiia u3 mia3Mbl KPOBU cocTaBiseT 1 4.

Pacupenenenue

O6wem pacopezeneHuss cCBOOOJHOIO MEPUHIONpUIaTa COCTaBiIseT npuoausurenabHo 0,2 J/Kr.
Cas13p nepuHoNpUIIaTa ¢ OenKamu 1mia3Mbl KpoBH, riIaBHeIM o0pa3om ¢ AII®, cocrasiser 20 %,
¥ HOCHT JI0303aBUCUMBIN XapakTep.

BI/IOTDaHCd)ODMaHI/IH

[lepunnonpun He obnagaer (apmMakoNoOruueckoil akTUBHOCTHIO. [IpubnusurensHo 27 % oT
0011ero KoJm4ecTBa a0COpOMPOBAHHOTO MIEPHHIOTIPUIIA ITONIAIaET B KPOBOTOK B BUEC AKTHBHOTO
MeTabonuTa nepuHaonpmiata. [lomumo nepuHponpriaTa, 00pa3yrTcs eme 5 MeTaboIuToB, He
oOnajgaromux (GapMakoJOru4eckoil akTUBHOCTBbIO. Cmax NEpPUHIONpPHIATa B IUIA3M€ KPOBU
JocTuraetcs yepes 3—4 4 mocie npruemMa BHyTPb.

[Tprem UM 3aMeIISET MIPEBPALICHUE TIEPUHIOTPUIIA B IIEPUHIONIPHIIAT, TAKUM 00pa3oM, BIUSS
Ha OMoI0CTYTHOCTR. [To3TOMY Mpenapar ciaeayeT IpUHUMATL BHYTPb | pa3 B CyTKH, YTPOM, ITepeT
MPUEMOM TTHIIIH.

bru10 mokazaHo, 4TO 3aBUCUMOCTH MEKIY 030 MEePUHAONPUIIA U KOHIIEHTPALUel ero B ria3mMe
VMMEET JINHENHBIN XapakKTep.

DJIMMUHAIIHS

[lepunmonpunar BBHIBOAUTCA W3 OpPraHU3Ma MOYKAMU, U KOHEUHBIM MEpHO]| MOTyBBIBEICHUS
CBOOOAHON (pakIMKu COCTaBIseT MPUOTU3UTENbHO 17 dYacoB, B pe3ylbTaTe pPaBHOBECHOE
COCTOSTHUE JIOCTHTAETCS B TeUEHHUE 4 CYTOK.

Oco0ble TPVIIILI TAIUEHTOB

Tlooscunoii 6o3pacm
BriBenenue nepuHAONpUIATA 3aMEIJIEHO Y TTALIMEHTOB II0KUJIOT0 BO3pACTa, a TAKXKE y NAllUEHTOB
C CepACYHON ¥ TOYEYHON HEOCTATOYHOCTHIO. /[Manu3HbIN KIIMPEHC IEPUHIONPHIIATA COCTABISAET

70 MII/MUH.
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Ileuenounas neoocmamoynocme

VY nmanueHToB ¢ LUPPO30M IIE€UEHU NEYEHOUYHBIN KIMPEHC NIEPUHIONPUIIAa YMEHbIIAETCS B 2 pasa.
Tem He MeHee, KOJIMYECTBO 00pa3yrollerocs MepuHAONpPHIaTa HE YMEHbBIIAETCS, U KOPPEKLIUU

JI03bI TIperapara He TpeOyeTcs (cM. pasznensl 4.2 u 4.4).

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1 Ilepeyens BcnoMoraTeJbHbIX BellleCTB

S npo TabieTKu

JlakTO3BI MOHOTHPAT
ManbsroaekcTpuH
KapOoxcumeTunkpaxman HaTpus
Kpemuust 1MoKCu KOJITTOUAHBIN
Marnus cteapar

[InenouyHast 060s109Ka TaOAECTKH — CyXasi CMECh JUISl IFICHOYHOTO MOKPBITHS, COACPIKaIIas:

ITonMBUHUIOBBIA CIIUPT

Twurana nuokcun

Makporon/ I[ToJM3 TUACHTTHKOITb

Tanpk

6.2 HecoBmecTuMOCTH

He npumenumo.

6.3 Cpok rogHocTH (CPOK XpaAHEHHU)

2 roza.

6.4 OcoObie Mepbl NPEJOCTOPOKHOCTH NPH XPAHEHUHU

Xpanuts npu temneparype Huxke 25 C.

6.5. XapakTep U coaep:kaHHe MEPBUYHOI YIAKOBKH

ITo 7, 10, 14 unu 15 Tabnerok B KOHTYpHYIO siueiikoByto ynakoBky u3 mienku [IBX/TIBJAX/TIBX
WK (POIBIY ATIOMUHUEBONW MHOTOCIOMHON M (POJIBIY aTFOMUHUEBOM MEYaTHOM JIAKUPOBAHHOM.
[To 10, 14, 20, 21, 28, 29, 30, 40, 50, 60, 90, 100 Tabnerox B OaHKY MOJIMMEPHYIO H3
HOJUNPOINMICHA WM TOJUATUICHA BBICOKOM IUIOTHOCTM C OCYIIUTENeM Wi 0e3 Hero,
YKYIOPEHHYIO HATATUBAEMOMN WJIM HABUHYMBAEMOM KPBIIIKOW MOJMMEPHOMN I JE€KAPCTBEHHBIX
CPEICTB W3 MOJUIPONUIECHA WM MOJUATHIIEHA BBHICOKOW IJIOTHOCTH WJIM HHU3KOH IUIOTHOCTH C
KOHTPOJIEM IEPBOTO BCKPHITHS WM 0€3 Hero, ¢ YIUIOTHSIOIIUM 3JIEMEHTOM WM 0e3 Hero, ¢
OCYIIUTETIEM W Oe3 HeTo.

[Tpu OTCYTCTBUU YMJIOTHUTENS KPBIIIKK CBOOOJHOE MPOCTPAHCTBO B OaHKE 3alOIHSIOT WA HE

3aMOJHSAIOT BATOW MEIUIIMHCKON THTPOCKONMYECKON MM aMOPTH3aTOPOM.
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Ha 0aHKy HakJIenBalOT 3TUKETKY CaMOKJIESIIYIO

Kaxnayro 6anky wim 1o 1, 2, 3, 4,5, 6, 7, 8,9, 10 KOHTYpHBIX SYCHKOBBIX YIAKOBOK MK TIO 1
KOHTYpPHOM sTYEHKOBOM yrakoBKe 1o 14 TabieTok mim | KOHTYpHO#H SYeHKOBOM ymakoBke 1o 15

Ta0JIETOK C JIMCTKOM-BKJIaABINIEM ITOMCHIAIOT B IMMa4YKy U3 KapTOHA.

6.6 Ocobble Mepbl MNPETOCTOPOKHOCTH TNPH  YHHYTOKEHHH  HCIOJbH30BAHHOIO
JIEKAPCTBEHHOI0  Mpemapara WIH OTX0A0B, TMOJYYEHHBIX [0CJe MpPHUMeHEHUs:
JIEKAPCTBEHHOI'0 Mpenapara, ¥ Apyrue MaHuIMyJsiiHU ¢ NpenapaTom

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YOCTOBEPEHUS

Poccuiickas ®@enepanus

OO611ecTBO ¢ OrpaHMYEHHOM O0TBETCTBEHHOCTHIO «Bendapm-M» (OO0 «Bendapm-M»)
124460, ropoxg Mocksa, BH.Tep.I. MyHULIIMNIATIbHBIA OKpYT CUIIMHO, T. 3eJIeHOTpas,
npocnekt ['enepana Anekceesa, 1. 50

7.1. IlpeacTaBUTEb J€pPKATE/IsI PETHCTPALMOHHOTO Y10CTOBEPEHUsI

IIpereH3uu HOTDG6HTCJI€I>1 HAaIrrpaBJIATH I10 aApECy.

Poccniickas @enepanus

OO011ecTBO ¢ OTPaHUYCHHON OTBETCTBEHHOCTHIO «Bendapm-M» (OO0 «Bendapm-M»)
124460, r. MockBa, BH.T€p.T. MyHULUIIATIbHBIN OKpYTr CUIMHO, I'. 3€JI€HOrpak, MPOCIEKT
I'enepana Anekceesa, 1.50

Ten.: 8 800 250-02-05; +7 495 780-00-70

E-mail mo Bonpocam 6e3omacHocTr u 3¢ dexruBHocTH JIIT: safety@velpharm-m.ru

E-mail mo Bompocam kavectBa rotoBoit npoaykuuu: quality@velpharm-m.ru

8. HOMEP PETUCTPALHUOHHOI'O YAOCTOBEPEHUA

9. TATA NEPBUYHOM PETMCTPAIIMM (IIOATBEPXKJIEHHUS PETUCTPALIUH,
INEPEPETUCTPALINN)

Jlata nmepBoii peructpanuu:

10. JATA IEPECMOTPA TEKCTA
Obmas xapakrepuctuka jgekapctBeHHoro npenapata [IEPUHAOITIPMII BEJI®APM nocrynna
Ha HMH(OpMalMOHHOM TmopTane EBpa3uilckoro 3KOHOMHUYECKOro cor03a B HH(OPMAIMOHHO-

KOMMYHUKAIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org.
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