COOTBETC TEnET SKCMEPTHOMY OTHETY

OBIIASI XAPAKTEPUCTHKA JI EKAP&*BEE%I&TEFMKPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

[Tepunponpun, 4 mr, TabiaeTKu

2. KAUECTBEHHBIN U KOJIMMECTBEHHBIN COCTAB

JleiicTByo1Iee BEMECTBO: TIEPUHIONPHUIIA IPOYMHUH.

Kaxnas Tabnerka coaepkut 4 Mr nepuHAONpUiIa 3pOyMUHa.

BcnomorarenbHbie BCIICCTBA, HAJIMYUC KOTOPBLIX HAAO YUUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npemnapara: jjlakto3a (caxap MoJo4HbIi) (cM. paznensl 4.3 u 4.4).

ITonnbI MNEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAA ®OPMA

TaOeTku.
Kpyriibie miocKOMMINHIPUYSCKIE TA0IETKU OETI0T0 WITH ITOYTH O€JI0To I[BETa ¢ PUCKOU U (HaCKOA.

TabneTKy MOKHO Pa3IeluTh Ha PAaBHBIC JO3BI.

4. KIMHNYECKUE JAHHbIE

4.1. Illoka3aHusl K IPUMEHEHHUIO
JlexapcTBeHHbIl npenapat [lepunonpui nokasan K IPUMEHEHHIO Y B3pOCIIbIX NAI[UEHTOB:

e aprepuanbHasi TMIEPTEH3HUS,

e XpoHMYecKas cepaeuHas HegoctaTouHocTh (XCH);

e MpoduIakTHKa IOBTOPHOTO HHCYJIbTa (B cOcTaBe KOMOMHHMPOBAaHHOW TEpanuu C
MHJAMaMHUJIOM) Yy MallMEeHTOB, MEPEHECUIMX HHCYJIbT WIM TPaH3UTOPHOE HapylleHHE
MO3TOBOI'0 KPOBOOOpAIIEHHUS 110 UILIEMUYECKOMY THILY;

e cralunbHas umemuueckas 6oie3ns cepana (MbC): cHkeHne prcka pa3BUTHS CEpAECUHO-

COCYJIUCTBIX OCJIOXKHEHUH Y mannueHToB co ctabmibHoi UBC.

4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMEHEHUSI
[Tpu BBIOOpE 103BI CIEAYET YUUTHIBATh OCOOEHHOCTH KIIMHUYECKOW cuTyanuu (cM. pasaen 4.4) u
creneHb cHxkeHus A/l Ha GoHe mpoBOIUMON Tepanuu.

Pexxum go3upoBaHus

ApmepuaﬂbHaﬂ cUnepmen3us

IIpenapar IlepuHoonpun MOKHO TPHUMEHATh Kak B MOHOTEpAllMd, TaK M B COCTaBe
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KOMOHHUPOBaHHOM Tepamuu (cM. pasaensl 4.3, 4.4, 5.1).) NOCNEOOBATENEHOCTE 0001)

PexoMmeHnnyeMas HayanpHas 03a COCTABIIAET 4 MI' OZTUH pa3 B CYTKHU.

VY nanueHToB ¢ BhIpaXEHHOW aKTUBHOCTBIO CUCTEMBI PEHMH-aHI'MOTEH3UH-alIb10cTepoH (PAAC)
(oco0eHHO, MpU PEHOBACKYIISIPHON THIIEPTEH3UHU, TUIIOBOJIEMUN W/WUIN CHIDKEHUU COJEPIKAHUS
9MeKTponuToB B Tuiazme kpoBu, XCH B cTaguum JeKOMIEHCALMU WM TSHKENOM CTeleHu
apTepuaJIbHOM TUIIEPTEH3UHM) II0CJIE€ IpueMa IMEpBOM J03bl IIpernapaTa MOXKET pPa3BUTHCA
BbIpakeHHOe cHIkeHue AJl. B Hauane Tepamnuu Takue NalMEHTHI JAOJDKHBI HAXOAUTHCS MOJ
THIATETbHBIM MEIUIIMHCKUM HAOIIOCHUEM.

Pexomenayemass HayasbHas /1032 I TaKWX MalMEHTOB cocTaBisger 2 Mmr (1/2 tabnetku 4 mr)
OJIMH pa3 B CyTKM. B ciyuae HEoOXOAMMOCTH yepe3 Mecsll MOciie Hadaja Tepamud MOXKHO
YBEIMYUTH /103y IIpernapara 10 8 Mr OJuH pa3 B CyTKH.

B wnawane tepanuu mnpenaparom IlepuHmonpun MOXET BO3HHUKATh CHMIITOMAaTUYECKas
aprepuanbHas TMIOTEH3UA. Y TMalKMEHTOB, OJHOBPEMEHHO IMOJYYaIOUUX IUYPETUKU, PUCK
Pa3BUTHUS apTEPUATILHONW TMIIOTEH3UHU BBILIE B CBA3M C BO3MOKHOM THIIOBOJIEMUEN U CHUKEHUEM
COJIEp)KaHUsl DJIEKTPOJUTOB IIa3Mbl KpoBu. Cienyer coOmoAaTh OCTOPOXKHOCTh MpHU
npuMeHeHuu npenapata [lepunagonpun y JaHHON KaTeropuu MaueHToB.

Pekomenayercsi, 1o BO3MOXHOCTH, NpPEKpaTUTh MpHEM AUYPETUKOB 3a 2-3 JAHS [0
npeJnojaraeMoro Havyaina tepanuu npemnaparoM [lepunaonpui (cMm. pazuen 4.4).

ITpy HEBO3MOKHOCTH OTMEHUTh IUYpPETHKHU, HayalbHasl J03a npenapara llepunaonpun gomkHa
coctaBisaTh 2 Mr (1/2 Tabnerku 4 mr). [Ipu 5TOM HEO6XOAUMO KOHTPOIUPOBATH (PYHKIIUIO TTOYEK
Y COJEPIKAHUS KaJIKs B CBIBOPOTKE KPOBH.

B nanbuelimem, B ciaydyae HEOOXOAMMOCTH, J03a Ipernapara, MOKET ObITh yBenuueHa. [Ipu
HEO0OXOUMOCTH IIPUEM JUYPETUKOB MOKHO BO30OHOBUTD.

Cepoeunas nedocmamounocms

Jleuenne manmeHtoB ¢ XCH  npenmapatom  Ilepunmonpun B~ KoMOMHamMm C
KaJuiiHecOeperaoummMi JUypeTuKaMi 1/uin Oeta-aapeHo0JoKaTopaMu W/WIH JUTOKCUHOM,
PEKOMEHAYyeTCsl HAaUMHATh 110 TIIATEIbHBIM MEAUIIMHCKUM Ha0JI0/IeHUEM, Ha3Hayas Ipernapar B
HavanbHOU 103e 2 Mmr (1/2 tabnetku 4 Mr) oauH pa3 B CyTku. Uepe3 2 Henenw JeueHUs 103a
npenapata MOKeT OBITh yBelIMYeHa A0 4 MI OJUH pa3 B CYTKM IPU YCIOBUHM XOpOUIEH
MEPEHOCUMOCTH J03bl 2 MT' U yI0OBJIETBOPUTEIHLHOTO OTBETA HAa MPOBOJUMYIO TE€PAIHIO.

VY nmanueHToB ¢ TXKEION CcepAeyHOW HeIOCTaTOYHOCTBIO, a TAKKE y MAlleHTOB M3 TPYIIbI
BBICOKOTO pHUCKa (TMalMEHThl C HapyUIeHHOM (yHKIMEH MOoYeK M TeHJCHLMEH K HapyIIeHUIO
BOJIHO-2JIEKTPOJIMTHOTO OanaHca, MAIlMEeHThl, OJHOBPEMEHHO IOJIyYalOIUe JAWYPETHKH W/WIN
COCYAOpacCIIUpSIIONINE JIeKapCTBEHHbIE IMpernapaThl), JeUeHHEe JIOJDKHO OBITh HayaTo IOJ

THIATETHHBIM MEIUIIMHCKAM Ha0I0ieHueM (cM. pasaen 4.4).
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VY nanueHToB C BBICOKMM PHUCKOM pa3BUTHUSA HMHTOMH@%JQB%C%TJ%H{%I‘& -I;“ﬁll;g’ll‘—é]{:kl/ll/l,

HAIPUMeEp, CO CHIPKEHHBIM COICPKAHUEM SJICKTPOIMTOB TP HATHYWU WK 0€3 THIIOHATPUEMUH,
C TMIIOBOJIEMUEN UJIM C UHTEHCUBHOM Tepanuel 1nypeTuKaMu, Iepejl HadajloM IIpueMa rpernapara
[Tepunonpusi, MO BO3MOXHOCTH, IIEPEUUCICHHBIE COCTOSHUS TOJKHBI ObITh CKOPPEKTUPOBAHBI.
Takue nmokasarenu kak BenuunHa AJl, GyHKIMS MOUYEK M COJEp)KaHUE Kalusl B IUIa3Me€ KPOBU
JIOJKHBI KOHTPOJIMPOBAThCA KaK MEpe]] Ha4yaJloM, TaK U B IIPOLIECCE TEPAUU.

IIpogunaxmuxa noemopHozo uncyrbma (KOMOUHUPOBAHHAA MEPANUsL C UHOANAMUOOM)

Y manueHtoB ¢ LepeOpoBacKyJISpHBIMU 3a00JIEBaHUSIMU B aHaMHE3€, TEpalHio Mpernaparom
[Tepunonpun cieayer HaYMHATH ¢ 40361 2 MT (1/2 TabieTku 4 Mr) B T€YEHUE MEPBHIX 2-X HECIb,
3areM, MOBBIIIAs 103y 10 4 MI' B TeUEHHE MOCIEAYIOUINX 2-X HEeJIeNb 10 TPUMEHEHHS HHIallaMU/Ia.
Tepanuio crexyer HayMHATH B JI00O€ Bpemst (OT 2-X HeENeNb 10 HECKOJIBKHX JIEeT) IOCie
MEPEHECEHHOT0 UHCYIIbTA.

Hwemuueckas 6bonesnv cepoya (MBC): cuudicenue pucka pazsumusi cepoeuHo-cocyOucmulx
OCNOJCHEHUU Y NAYUEHMO8, paHee NepeHecuiux UHGApKm Mmuokapoa u/uiu KOpOHAPHYIO
DPesacKyIapu3ayuio

VY namuenTtoB co ctabunbHeiM TedeHnem MBC tepanuio mpemapatom [lepunmonpun ciemyer
HAYMHATH C J103bl 4 MI OAMH pa3 B CyTku. Yepe3 2 Hemenaw, MpU XOPOIIEH MEPEeHOCUMOCTU
npenapara u ¢ yueToM COCTOSIHUSI (DYHKIIMH MOYEK, 1032 MOXKET OBITh YBEIMYECHA IO § MI' OJIUH
pa3 B CyTKH.

Oco0bIe I'pYIIIBI ITAIIMCHTOB

HCZI/;MEHmbl NnoJHCUI020 8o3pacma

Apmepuanvras cunepmensus

Jledyenue cnenyer HauMHATH € 10361 2 Mr (1/2 Tabnerku 4 mr) B cyTku. [Ipu HEoOXoauMOCTH Yepes
MecsIl [Tociie Havajia Tepanuu 03y MOXKHO YBEJIUYHTh JI0 4 MI' B CYTKH, a 3aTeM JI0 8§ MI' B CYTKH
C Y4€TOM COCTOSIHUS (PyHKIIMU ToYek (cM. Tabmuiy Nel).

Hwemuuecrkasn 6oaesnv cepoua (UBC): crudicenue pucka pa3zgumusi cepoeyHo-coCyOUCTNbIX

OCIOJCHEHUU Y NAYUCHMOG, paHee NnepeHecuiux qu)ame MuOKap()a u/unu KOPOHRAPHYIO

pPeBACKYVIAPUIAUUIO

[ToxxuiibIM MarueHTaM cieyeT HauMHaTh TEepanuto ¢ 103kl 2 Mr (1/2 TabneTtku 4 Mr) oJluH pa3 B
CYTKH B T€UEHHE OJIHOI HEJeNH, 3aTeM 10 4 MI' O/IUH pa3 B CyTKU B T€UEHHUE CIEAYIOUIeH HeJeNu.
3areM, ¢ y4€TOM COCTOSIHUSI (PYHKIIMU MOYEK, 103y MOXKHO YBEIHUYUTH 710 8§ MI' OIMH pa3 B CYTKU
(cM. Tabmuiyy Ne 1). VBenuuuBarh 703y Ipernapara MOXHO TOJBKO TP €ro Xopoluei

MEPCHOCUMOCTHU B PAHECC pCKOMCHHOBaHHOﬁ H03¢€.
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HauueHmbl C NOYe4Hol HedoCMamo4yHoCbIO

VY NmanueHToB ¢ MOYEYHOM HEAOCTAaTOYHOCTBIO 103y MpenapaTa CleAyeT MoJ0HpaTh C y4eToM
knupeHca kpeatuHuHa (KK).

Ta6muma 1. JlosupoBka npemnapata [lepuHaonpui npu Mo4evyHoi HeJOCTaTOYHOCTH

Kaupenc kpearununa (MJ1/MUH.) Pexomennyemasi 103a
6osee wnu paseH 60 4 mr/cyT
6omnee 30 u menee 60 2 mr (1/2 Tabnerku 4 mr)/cyt
6oneel5 u menee 30 2 mr (1/2 Tabnerku 4 Mr) yepes IeHb
[TanuenTs! Ha reMoguanuse * 2 wmr (1/2 Tabnerku 4 Mr) B ICHb JUAIIA3a
MeHee 15

* JInanu3HbIi KIMPEHC ePUHIONPHIIaTa cocTaBisieT 70 MI/MUH.

[Tpenapat Ilepunaonpui cieayer IpUHUMATD [TOCIIE IPOBEACHUSI IPOLIETYPhl TUAIN3a.
Tlayuenmoi ¢ neweHoyHol HEOOCMAMOYHOCTBIO

[TaruenTam ¢ HapymeHueM (QYHKIUU TIEYeHU KOPPEKLUU A03bI He TpedyeTcs (cM. pasnensl 4.4 u
5.2).

Jlemu

JlexapcTBenHblil npenapat [lepunaonpui He cieayeT NPUMEHSTh y AeTel U MOAPOCTKOB 110 18
JIET U3-3a OTCYTCTBHUSA JNaHHBIX 00 3((HEeKTUBHOCTH M 0E30MacHOCTH MPHUMEHEHUs Mpenapara y
MAalMEeHTOB JAHHON BO3PACTHOU rpyniibl (cM. paszaen 4.3).

Criocob nnpuMeHeHus

BayTps, 10 1 Tabnetke 1 pa3 B CyTKH, IPEAIIOYTUTENIEHO YTPOM, TIEPE]] €I0M.

4.3. IlpoTuBONOKa3aHUS

® THIEPUYYBCTBUTEIFHOCTh K JICHCTBYIOIIEMY BEIIECTBY, JPYI'MM HHTHOUTOpaMm
aHrroTeH3uHNnpeppamaiero Gepmenta (AIID) wnn K 10O0MY M3 BCIIOMOTIAaTEIbHBIX
BEIIECTB, IEPEUNCIICHHbIX B pa3zene 6.1;

® aHTMOHEBpPOTHUYECKHUH oTeKk (oTek KBHHKE) B aHamHe3e, CBSI3aHHBIM C NPUEMOM
unruouropa AII®D (cMm. pasaen 4.4);

®  HAClIeJICTBEHHBIN/UANONATHIECKUN aHTHOHEBPOTHYECKUH OTEK;

e OepemeHHOCTH (cM. pasgen 4.6);

e [EpUOJ IPYAHOTO BCKapMiuBaHus (cM. pasaen 4.6);

® COBMECTHOE TpPUMEHEHHE C aJUCKUPEHOM M JIEKApCTBEHHBIMHM IIperapaTramu,

COACPpKANMHU aJIMCKUPCH, Y MAIUCHTOB C CaXapHbIM ,[[I/Ia6CTOM W/ W YMCPCHHBIMU WUJIN
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TSOKETTBIMHU HapyIIEHUSAMH (QYHKIIMHA TTOYeK (CKO]bggf;igl%%gtﬁ'cﬁggI{l(%%%ﬁﬁ&/r '@(EKCD)

< 60 ma/mun/1,73 M? nnomaay MoBepXHOCTH Tena) (cM. pasaens 4.5 u 5.1);

® COBMECTHOE IPUMEHEHHME C aHTaroHUcTamu peuentopoB aHruorensuHa Il (APA II) y
NAIMEeHTOB ¢ AuadbeTndeckoit Hedponatueit (cM. pasaen 4.4);

e JedUUUT JaKTa3bl, HENEPEHOCHUMOCTh JIAKTO3bl, CHHAPOM TJIHOKO30-TaJaKTO3HOM
MaJibabcopOIHH;

® COBMECTHOE TMpPUMEHEHHE C KOMOMHUPOBAHHBIMHU JIEKAPCTBEHHBIMU IIperapaTaMu,
CoJIepKAIMMHK BajicapTaH+cakyOouTpui (cM. pazaensl 4.4 u 4.5);

® OKCTpakopropajibHasi Tepamus, Beayllas K KOHTAaKTy KpPOBH C OTPULIATEIBHO
3apsHKCHHBIMH ITOBEPXHOCTSIMU (CM. pasaen 4.5);

® BBIPDAKEHHBIM JBYCTOPOHHHHM CTEHO3 TMOYEYHBIX apTepuUil WIM CTEHO3 apTepuu
CIMHCTBEHHOM (DYHKIIMOHUPYIOIIEH Mouku (cM. paszen 4.4);

e Bo3pact 10 18 net (3hpexTUBHOCTH U 6E30MACHOCTh HE YCTAHOBIICHBI).

4.4. OcoOble yKkazaHusl M MepPbl NPeIOCTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTEIO

(C™. Taxke paznen 4.5 u noapazzaen «OcoObie yKazaHus»).

JIByCTOPDOHHUII ~ CTE€HO3 MOYEYHBIX apTepuil WM CTEHO3 apTepuu  EeIUHCTBEHHOU
(GYHKUMOHMpYIOLIEH  IOYKM, II0Y€YHas  HEJOCTaTOYHOCTb, CHCTEMHbIE  3a00JieBaHUS
COCIMHUTENIbHON TKaHU (CHCTEMHasi KpacHas BOJIYaHKA, CKJIEpoAepMHUS U Jp.), Tepamus
MMMYHOCYTIPECCOPaMH, aJUIONMyPUHOJIOM, NPOKauHAMUAOM (pUCK pa3BUTHS HEUTPOIIEHUH,
arpaHyJIOIIMTO3a), CHIYKEHHBIH 00beM LIMPKYIUPYIOIIEH KpOBH (IpHEeM AUYpPETHKOB, OeccoieBast
JeTa, pBOTa, Juapesi), CTEHOKapaus, LepeOpoBacKyisipHble 3a00JIeBaHUs, PEHOBACKYJISpHas
TUIEPTEH3Us, caxapHbli nuabeT, MepBUYHBIA TUIIEPaIbJOCTEPOHU3M, XPOHUYECKasl cepAeyuHas
HepocTaTouHocTh IV (dyHKUIMOHaMbHOTO Kiacca mo kiaccupukauuu NYHA, coBmecTtHOe
OpUMEHEHHE KaiuiicOeperarmonmx IUypeTUKOB, MpenapaToB Kajus, KaJuHcoJepiKaliiux
3aMEHUTEJIEN NMUILEBOM COJIM U JIMTHS, AIUCKUPEHA U MPENApaToOB, COAEPKAIIUX AJTUCKUPEH Y
NaUeHTOoB 0e3 caxapHoro AuadeTa Uiu HapyleHUu! QyHKIIMY TOYeK, aHTarOHUCTOB PELETITOPOB
anrnotensuHa Il (APA Il) y manuentoB 0e3 nuabetndeckoit HepomaTthu, TUIEpKATASMUS,
XUPYpPTUYEeCKOe  BMEIIATENbCTBO/OOIIAs ~ aHECTEe3Ms, TEeMOJMA3 C  HCIOJIb30BaHUEM
BBICOKOTIPOTOYHBIX MEMOpaH, AeceHCHOMIU3UpYIolas Tepamnus, ahepes TUIONPOTEMHOB HU3KOU
wiotHoctn  (JIITHII),  cocrossHue  mociae  TpaHCIUIAaHTalMM — TOYKH,  aopTajbHBIN
CTEHO3/MUTpaIbHBIN CTEHO3/TUNIEPTpOdUUEcKasi OOCTPYKTUBHAS KapIMOMHOMNATHUS, IPUMEHEHNE

Yy MalfUCHTOB HeTPOHHHOﬁ pachl.
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Oco0nle yKazaHus

Cmabunvnas U6C

[Tpu pa3BuTHH JIF0O0TO SMTU30/1a HECTAOMIFHON CTEHOKAPIMHU B TEUCHUE IEPBOTO MECSIIa TePATUU
NEPUHIONPUIIOM CJIELYET OLICHUTH IPEUMYIIECTBA U PUCK 10 IPOJOJDKEHUS TEPaUu.
Apmepuanvnas cunomen3us

Nuru6uropser AII® moryt BeI3BIBaTh pe3koe cHmxkenue AJl. Cumnromarndeckas apTepuaibHas
TUIIOTEH3MsI PEIKO Pa3BUBAETCA Y IMALMEHTOB C HEOCJIOKHEHHBIM TEUYEHHUEM apTepuaibHOU
runepTeH3uu. Puck upesmepHoro cHukeHus: A/l MOBBILIEH Y MAIMEHTOB CO CHUKEHHBIM 00BbeM
upkymupytomeii kposu (OLIK), uto MoxeT oTMedaTbess Ha (OHE Tepariy AUYPETHKAMH, IIPH
COOJIIOJICHUH CTPOTOM OeccosieBOM JMETHI, JUalu3e, AUapee  PBOTE, a TaKKe Yy MAIEHTOB C
TSKEJION CTENIEHbIO PEHUH-3aBUCUMON runepTeH3uu (cM. pasaensl 4.5 u 4.8). CumnromaTuyeckas
apTepuanbHas TUIIOTEH3UsI MOXKET HAaOJII01aThCsl y NAllMEHTOB C KIIMHUYECKUMHU MPOSBICHUSIMU
CEpJEYHON HENOCTATOYHOCTH, BHE 3aBUCUMOCTH OT HAJIMYUA IIOYEYHON HEJOCTaTOYHOCTH. JTO
0oJsiee BEPOATHO y NALMEHTOB C CEPIEYHON HEIOCTATOUHOCTHIO TSYKEJION CTENEHH, KaK PeaKIus
Ha MPHEM «IIETIIEBBIX» JUYPETHKOB B BBICOKHX J/103aX, TUIIOHATPUEMHIO WIH (YHKIHOHATIHHYIO
IIOYEYHYI0  HENOCTATOYHOCTh. Y  MAlMEHTOB C  IOBBILEHHBIM  PHUCKOM  Pa3BUTHUSA
CHUMIITOMAaTHYECKON apTepualbHONW T'MIIOTEH3UU HEOOXOIUMO TILATEeIbHO KOHTpoaupoBath A/l,
(YHKIHMIO ITOYEK U COJIEpIKaHHE KUl B CBIBOPOTKE KPOBHU B Ha4ajie TEPAIMU U IIPU MOI00PE T03BI
npenapara [Tepurgonpui (cM. paszaenst 4.2 u 4.8).

[TonoGubIit moaxon mnpumeHsercs u y mnauveHtoB ¢ MBC u  nepedGpoBacKyiIspHbIMU
3a00J1eBaHUSAMH, y KOTOPBIX BBIpOKEHHAs apTepualibHasi TUIOTEH3Us MOXET NPUBECTH K
MH(papKTy MUOKap/ia WK HapyLUIEHUIO MO3TOBOT0 KpPOBOOOpAIIEHUSI.

B cnydae pa3zButus apTepraibHON TMIOTEH3UU MALMEHT JOKEH OBbITh NMEPEBEICH B MOJOKEHUE
«JIea» Ha CIHMHE ¢ MPUIIOAHATHIMU Horamu. Ilpu HeoOxonumocTH cineayet BocnonHuTs OLIK
npu noMoimu BHyTpuBeHHoro BBeneHus 0,9 % pactBopa Harpus xnopuza. [Ipexopsimas
apTepualibHas TMIIOTEH3Usl HE SIBJIIETCS MPEMATCTBUEM IS JajbHeHIlero mpueMa mpernapara.
[Tocne BoccranoBnenus OLIK u Al teuenne MOKeT ObITh TPOIOJKEHO.

Y HEKOTOpBIX MALUEHTOB C XPOHUUYECKON cepaeuHol HeocTaTouHOCThIO (XCH) 1 HopMalibHBIM
WIN CHUKEHHBIM AJl MEpUHIONPUI MOXKET BbI3bIBaTh JONOJHUTENBHOE CHIkeHHE AJl. OToT
3¢ dexT mpenckasyeM u 00bIYHO He TpeOyeT npekpalieHus Tepanuu. [Ipu nosBaeHu CHMITOMOB
BBIpaXXEHHOTO CHUKEeHMsI Al creayeT yMEeHbIIUTh 103y MpernapaTta Wi IpeKpaTUTh €ro MpUeM.
Mumpanvuuiii CMeH03/aopmanbHblll cmeHos/eunepmpoghuueckas 06CmpyKMUeHasl
Kapouomuonamus

JlexapctBennblit mnpemnapar Ilepungonpun, kak u apyrue unruoutopsl AllD, nomxen c

OCTOPOKHOCTBIO Ha3HAYATHCS MALIMEHTaM C OOCTPYKIIMEH BBIXOIHOTO TPAKTa JIEBOTO XKeJly104Ka
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CO CTEHO30M MUTPAJIBHOT'O KJIalaHa.
Hapywenue ¢pynxyuu novex

[Tanimentam ¢ modeunod HemocratouHocThio (KK menee 60 wmii/MuH) HayalnbHYHO 103y
nepuHaonpuiIa BelOMparoT B 3aBucuMocTd oT 3HadeHus KK (cm. paszmen 4.2) u 3arem B
3aBUCHUMOCTH OT TepaneBTU4YeCKOro 3¢ dekra. [[s Takux MarnueHTOB HEOOXOIUM PEryJIsSpHBIN
KOHTPOJIb KOHIICHTPAIIMKA KPEaTHHUHA U KaJIus B CBIBOPOTKE KPOBH (cM. pasnen 4.8).
AprepuanbHas TUIIOTEH3Ms, KOTOpasi MHOI'JIa pa3BUBAETCs B Hayase npruemMa nHruoutopos Al
y naunueHToB ¢ cumnroMmarudyeckoil XCH, MokeT NpuUBECTH K YXYALICHUIO (YHKIUHU IOYEK.
Bo3MOXHO pa3BUTHE OCTPOl TMOYEYHON HEAOCTATOYHOCTH, KakK MpaBWwiio, oOpatumoi. Y
NAIMEHTOB C IBYCTOPOHHUM CTEHO30M IOYEUHBIX apTEPUIl U CTEHO30M apTEpUU €AMHCTBEHHON
OoYKU (0COOEHHO MPH HAJMYUHU [TOYEUHOM HEJOCTATOYHOCTH) Ha (POHE Teparuu WHIHOUTOpaMu
AII® BO3MOXHO NOBBIIICHHE KOHIEHTPAlUd MOYEBHHBI U KPEATUHHHA B CHIBOPOTKE KPOBH,
OOBIYHO NPOXOAsIIEee NPU OTMEHE Tepanuu. JOMOIHUTENbHOE HAIMYKME PEHOBACKYIISIPHOMN
TUIEPTEH3UH 00yCIIaBIMBAET MOBBIIICHHbBIN PUCK PAa3BUTHS TAKEJION apTepUaIbHON TMIIOTEH3UN
U MIOYE€YHOH HEJJOCTATOYHOCTHU Y TAKUX NaIlMEHTOB.

JleueHne TakMX MAIMEHTOB HAUMHAIOT IOJ TINATEIbHBIM MEIUIIMHCKAM HaOJIOJCHUEM C
IPUMEHEHHEM HHU3KHUX /103 Ipenapara U JalbHEWIIUM aJeKBaTHBIM mojdopoM no3. Cuenyer
BPEMEHHO IIPEKPATUTH JICUEHUE AUYPETUKAMU U IIPOBOJUTD PETYJSPHBIA KOHTPOJIb COAEPHKAHUS
KaJIMsl U KpeaTUHHHA B IJ1a3Me KPOBHU Ha MPOTSKEHUH NEPBbIX HECKOIBKUX HEJEIb TeparuH.

Y HEKOTOphIX MAIMEeHTOB C apTepuanbHOM TrunepreHsueil Oe3 yKazaHus Ha HaJIM4Me
IPEIIECTBYIOLIETr0 3a00JI€BaHUs COCYAOB IMOYEK MOKET MOBBIMIATHCA KOHLEHTPALIUSI MOYEBUHbI
Y KpeaTHHUHA B CBIBOPOTKE KPOBH, OCOOEHHO MPH OJHOBPEMEHHOM NPUMEHEHUH JUYPETUUECKUX
cpeacTB. JlaHHbIE H3MEHEHHsI OOBIYHO BBIPAYKEHBI HE3HAYUTEIBHO U HOCST OOpPaTUMBIH XapakTep.
BepoATHOCTh pa3BUTHS 3TUX HApYLIEHUH BbIIIE Y MALIUEHTOB € IOYEYHOW HEOCTATOYHOCTHIO B
aHamHe3e. B Takux ciayyasx MoXeT MOTpeOoBaTbCsi OTMEHAa WM YMEHBUIEHHE J03bl
JIeKapCcTBEHHOTro npemnapara [lepunnonpun u/mwim AuypeTuka.

T'emoouanus

VY nmanueHToB, HaXOAALIMXCSl HAa FeMOAMAIN3€e C UCIOIb30BAHUEM BBICOKOIPOTOYHBIX MEMOpaH,
OBLIIM OTMEUYEHBI CITy4au pa3BUTHS aHAPUIAKTUYECKUX PeaKIil Ha (POHE Tepanuu HHIMOUTOpaMu
AIl®. B 1og006HBIX CUTYyalUsX CIIETYET PACCMOTPETh BO3MOKHOCTh HA3HAUEHHU I THIIOTEH3UBHOTO
npernapara JIpyroro Kjiacca Wil UCHOJIb30BAHUS AUATU3HON MEMOpPaHbl APyroro THIA.
Tpancnnanmayus nouxku

HaHHLIe O IMPUMCHCHHHN MNCPUHAOIPHTIA Yy IMAaOUCHTOB TIIOCJIC TpaHCIUIAHTAOWKU ITOYKH

OTCYTCTBYIOT.
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(MOCNEOOBATENBHOC T:.. 0001)

Penosacxynapnas cunepmensus

Y nauMeHToB C JBYCTOPOHHUM CTE€HO30M IIOYEYHBIX apTepUil WJIM CTEHO30M apTepuu
€IMHCTBEHHOHN (PYHKIIMOHUpYIOIIEH movku Ha ¢one Tepanuu uHruouropamu AIID BoszpacraeT
PHUCK Pa3BUTHSI apTEPHAIBHON THIIOTEH3MH W IOYSYHOH HemoctaroyHocTH (cM. pasnen 4.3).
[Tpuem nUypeTHKOB MOXKET OBbITh JOIOJHHUTEIbHBIM (AKTOPOM pHUCKA. YXyIIIeHUEe (QYHKLIUU
MOYEK MOXKET HaOII0IaThCs YoKe TPU HE3HAYUTEILHOM H3MEHEHUH KOHIICHTPALlUU KPeaTHHUHA B
CBIBOPOTKE KPOBH, J1aX€E Y NALlUEHTOB C OJJHOCTOPOHHUM CTEHO30M I1I0YEUHOM apTepuu.
Tlosviuennas uyscmeumenbHOCMb/AH2UOHEBPOMUYECKUE OMeK

[Tpu npueme uaruéuropos AIID, B TOM yuciae ¥ NEPUHAONPUIA, B PEAKUX CIydasX U B JIHOOOM
NEpUOE TEPAIMM MOXKET HAOII0AAThCsl pa3BUTHE AHTMOHEBPOTUYECKOT0 OTEKA JIUI[A, BEPXHUX U
HIDKHUX KOHEYHOCTEH, Ty0, CIIM3UCTBIX 000JOYEK, SI3bIKA, TOJIOCOBBIX CKJIAZIOK /MM TOPTaHH
(cMm. pazgen 4.8). Ilpu nosBieHUM CUMITOMOB IIPUEM Ipenaparta JO0JKEH ObITh HEMEAJICHHO
IpeKpallleH, a NalMeHT J0JDKeH HallogaTbes 0 TeX MOop, NMOKa MPU3HAKK OTEKa He MCUYE3HYT
NOJIHOCTHIO. Eciy 0Tek 3aTparuBaeT TOJIBKO JIMIO U I'YObI, TO €ro MPOSIBIEHUS OOBIYHO MPOXOJISAT
CaMOCTOSITENIbHO, XOTSI JJIsl JIEYEHUS CUMITOMOB MOTYT IPUMEHSTHCS AHTUTHMCTAaMUHHbBIE
CpeicTBa.

AHI'MOHEBPOTUYECKUH OTEK, COMNPOBOXKJIAIOIIMUCA OTEKOM TOpTaHH, MOXET NPUBECTH K
aetanpHOMY Hcxoay. OTeK s3bIKa, TOJIOCOBBIX CKJIAJOK WM TOPTaHU MOXET IPUBECTU K
00CTpPYKLIMU JbIXaTeNbHbIX IyTel. [Ipyu mosBIE€HUU TaKWX CUMOTOMOB TpeOyeTcs HEOTIOXKHas
Tepanus, B TOM 4YHCJe, MOJKOKHOE BBeIeHUE 3MHUHe(ppUHA (aApeHaTnHa) U/Uiau olOecrieyeHue
IPOXOJUMOCTH JIbIXaTeNbHbIX MyTed. IlanueHT 1oKeH HaXoAWThCS TOJ TIATETbHBIM
MEAMIMHCKUM HAOIIOACHUEM JI0 TOJIHOTO U CTOMKOTO NCYE3HOBEHHS] CUMIITOMOB.

VY nanueHToB ¢ AHTMOHEBPOTMYECKMM OTEKOM B aHaMHE3€, HE CBS3aHHBIM C IPHEMOM
uHru6uTopoB AII®, MoxkeT ObITH MOBBIIMIEH PUCK €r0 pa3BUTHS MPH MpHEMe MpenapaToB TOH
rpymsl (cM. paszaen 4.3).

B penxux cnyvasx Ha ¢oHe Tepanuu uHruouTopamu AII®D pa3BuBaiics aHTHOHEBPOTUUYECKHI
OTeK KuleyHuKa. [Ipum 3TOM y manmueHToB oTMedaercss 0O0jib B JKMBOTE KaK M30JIMPOBAHHBIN
CHUMIITOM WJIM B COUYETAaHUHU C TOUTHOTON U PBOTOM, B HEKOTOPBIX CIydasx 03 MpealiecTBYIOIEro
AQHTMOHEBPOTUYECKOIO0 OTE€Ka JMIAa M IOpu HopManbHOM YypoBHe Cl-acrepasbl. [luarHos
YCTaHABIUBAJICS C TIOMOIIBIO KOMITBIOTEPHOI TOMOTpaduu OPIOITHOM 00J1aCTH, YIHTPa3BYKOBOTO
UCCJIEIOBAaHMSI WM TMpPH XUPYprudyeckoM BMmemiarenabcTBe. CHMNOTOMBI HUCHYE3aIU TOCHE
npekpaieHus npuema HHruoutopos AIID. [TosToMy y manueHToB ¢ 00JBI0 B 00JIACTH )KUBOTA,
nonyvaomux uHruOutopsl AIlD, npu mnpoeneHun auddepeHInaNIbHON IUarHOCTUKU
HEO0OXOUMO YYUTHIBATH BO3MOKHOCTh Pa3BUTHUSI aHTMOHEBPOTUYECKOTO OTEKAa KHUILIEYHHUKA (CM.

paznen 4.8).
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Coemecmnoe  npumeHnenue ¢ KOM5uHup660HHblMU_ICIE@](%%&JF@WISQJ&&%M&M%

codeporcawyumu eancapman + caxkyoumpun

CoBMecTHOE TNpPUMEHEHHE MEPUHAONpPWIA C KOMOMHUPOBAHHBIMHU  JIEKapPCTBEHHBIMHU
npenapaTamu, CoAep X alluMU BaJIcapTaH + CaKyOUTpHII, MPOTUBOIIOKA3aHO, TaK KaK MOBBILICH
PHCK Pa3BUTHS aHTHOHEBPOTHYECKOTO oTeka (cM. pasnen 4.3). [IpumeHeHrne KOMOMHUPOBAHHOTO
JIEKapCTBEHHOTO Iperapara, CoAep Kalero BajicapTan + cakyOUTpHII, BO3MOXKHO HE paHee, 4YeM
yepe3 36 YacoB mocie TOCIEIHEro NpueMa IepuHionpuia. lIpuMeHeHue nepuHAONpUIA
BO3MOXXHO HE paHee, 4yeM uepe3 36 4acoB mocie npruemMa nocjiaeaHei 1036l KOMOMHHUPOBAHHOTO
JIEKapCTBEHHOTO IMperapaTa, COAEpIKaIlero Bajacaprad + cakyouTpuia (cMm. pasmenst 4.3 u 4.5).
[TIpu ogHOBpemeHHOM mpueme HHruoutopoB AlID ¢ apyrumu MHrHOMTOpaMH HENPUIM3HHA
(Hampumep, paneKagoTPUIIOM) MOKET OBITh MOBBIINIEH PUCK Pa3BUTUS AHTHOHEBPOTHUYECKOIO
oreka (cMm. pasaen 4.5). Y manuMeHToB, MONYYAOIIUX MEPUHAONPUI, Mepel HadyajJoM JIeUeHUs
WHTUOMTOpaMU  SHKedanuHa3zbl (HampuMmep, palekaJoTpPHIoM) HEoOXOAMMO IPOBECTH
TIHIATEIBHYIO OIICHKY COOTHOIIIEHUS PUCK/TIOJb3a.

Cosmecmmuoe npumenenue ¢ uneuoumopamu MTOR (nanpumep, cuporumycom, seéeponumycom,
MeMCUPOTIUMYCOM,).

CoBMectHoe mpuMeHeHue uHTHOUTOpa AII® M mHrmburopa MTOR (Hampumep, cupoIuMyc,
IBEPOIUMYC, TEMCHUPOIMMYC) MOXKET COMPOBOXKIATHCS TOBBIIICHHBIM PHUCKOM Pa3BUTHSA
AQHTMOHEBPOTHUYECKOTO OTeKa (HampuMmep, OTEK AbIXaTeNbHBIX NyTeH WiIM  s3BIKa,
COTPOBOKAAIOIINICS MJIM HE COMTPOBOXKIAIOMINIACS HapylIeHueM (DYHKIIUHU JbIXaHus) (CM. pa3aen
4.5).

Anagunakmouounsie peakyuu npu nposeoenuu aghepesa IUNONPOMEUHO8 HUSKOU NIOMHOCIU
(JIITHII)

B peaxux ciyyasx y manueHTOB, MoJIydaromux MHrHOuTops! AII®D, npu npoBeeHUH IpoLeTypbl
adepesa JIITHII ¢ ncnonp3zoBaHueM JEKCTpaH Cyab(paTa MOT'YT Pa3BUBAThCs YIPOXKAIOIINE )KU3HU
aHaUIAKTOUIHBIE peakuuu. JlIs TpemoTBpalieHuss aHAQWIAKTOMTHONW pEaKIHU CIeIyeT
BPEMEHHO MPEeKpaTUTh Tepanuio uaruouropom AIID nepen kaxaoit mporeaypoit agepesa.
Anagunaxmouonvie peakyuu npu nposedeHun 0eceHcuduIU3ayuu

HmeroTcs OTneNnbHbIE COOOIIEHUS O pPa3sBUTHM aHA(pWIAKTOMJHBIX peakiuil y NalHueHTOB,
nosyyarouux HHruoutopsl AII® Bo BpeMs AeceHCHOMIU3UPYIOIIEH Tepaluu, HallpuMep, SI0M
NEPENOHYATOKPBUIBIX HACEKOMBIX. Y OTHX TAlNHWEHTOB TOJOOHBIE pEaKIuu YAaBaJoCh
OpPeJOTBPATUTh IYTEM BpPEMEHHOW OTMeHbl MHTruoutopoB AIID, HO mpu ciyyailHOM WU

HCAKKYpPaTHOM BO300HOBJICHUH JICUCHHS pCaKkn MOTJIN pa3BUTHCA BHOBD.
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Hapywenue gynkyuu nevenu (NOCNEOCBATENEHOCTE 0001)

B penxux cmywasx Ha ¢one npuema uHruOuTOpoB AIID HaOIIOANCSs CHUHAPOM pPa3BUTHUS
XOJIECTATHUECKOW JKEITYXH C MEepexoAoM B (yIbMUHAHTHBIA HEKPO3 IE€YEHH, HHOTJA C
JeTalbHBIM UCXO0A0M. MeXaHu3M pa3BUTHsI ITOr0 CUHApPOMa HesceH. [Ipyu nosBieHUM XKeNTyXu
WIA 3HAYUTEIHbHOM IOBBILIEHUH AKTUBHOCTU «IEYEHOYHBIX» (epMEHTOB Ha (OHE INpHema
uHruoutopos AlID cnenyer nmpekparuTh npueM npenapara (cM. paszaen 4.8), MalUeHT J0KEH
HAXOJUTHCS 10T COOTBETCTBYIOLIUM MEAUIIMHCKAM HAOIIOICHHEM.
Hetimponenus/acpanynoyumos/mpomboyumonenus/anemus

Ha ¢one npuema wunHrnOomtopoB AIID wMoryr BO3HMKATh HEWTPOIICHHS/ArpaHyJIOINUTO3,
TPOMOOIIMTONECHUS U aHEMHsL. Y TMAalMEHTOB ¢ HOPMAJIbHOW (PYHKIIMEH MOYeK M IpU OTCYTCTBUU
JPYTrUX OTATOMIAIONINX (HaKTOPOB HEHTpoOIeHHs pa3BuBaeTcs peako. C 0co060it 0CTOPOKHOCTHIO
cilelyeT IPUMEHSITh IEPUHIONPUI Y TAIUEHTOB C CUCTEMHBIMU 3a00JI€BAHUSAMU COEAMHUTEIIbHON
TKaHU, Ha (poHe mpruemMa MMMYHOJIENIPECCAHTOB, AIJIONYPUHOJIA WM MPOKaMHAMUAA, UM IpU
COYeTaHUM 3TUX (HAaKTOPOB PHCKA, OCOOCHHO IMPH HAIWYHHM HCXOJHOTO HApyIIEHUS (QYHKIUU
MOYEK.

VY HEKOTOpBIX MAIMEHTOB BO3HUKAIM TsKeJble MH(EKIMH, B psAAE CIIydyaeB, YCTOHYMBBIE K
UHTCHCUBHOU aHTHOMOTUKOTepanuu. Ilpu Ha3HaueHWM NEpUHAONpPUIA TAaKUM MalHeHTaM
PEKOMEHAYETCS IEPUOIMUECKH KOHTPOJIUPOBATh COAEpKAHUE JEHKOIUTOB B KpoBH. [larueHTsI
JOJDKHBI  COOOIIATh JIeyameMy Bpady O JIIOOBIX NpU3HaKaX HH(EKIHMOHHBIX 3a00JieBaHUIt
(Hanpumep, 60JIb B TOPJIE, TUXOPAIKA).

OmHuuueckue paziudus

CrnenyeT yuyuThIBaTh, YTO y MALIMEHTOB HETPOUIHOM packl pUCK Pa3BUTHS aHTMOHEBPOTUYECKOTO
oteka Oonee Bbicok. Kak u npyrue unruouropsl AII®, nexapctBeHHbIi npenapat [lepunaonpuin
MeHee Y3 PEeKTHBEH B OTHOIECHUN CHIKEHHs AJl y MAallMeHTOB HEIPOUTHON pachl.

Jannblii 3 peKT BO3MOXKHO CBSI3aH C BBIPAXKEHHBIM MpeodiajaHieM HU3KOPEHHHOBOI'O CTaTyca
y HNallMEHTOB HETPOUIHON PaChl C APTEPUAIIBHON TUIIEPTEH3UEH.

Kawenv

Ha ¢one Tepanuu mnruo6uropom AIID moxkeT BO3HMKATh YIOPHBIM CyXOW Kalllenb, KOTOPBIHA
IIPEKpAIaeTcsl IOCJe OTMEHBI Ipenapara. OTO CIEQyeT Y4YUTBIBATH IIPU IPOBEIECHUU
muddepeHIIMaTbHON TUATHOCTUKY KaIllIs.

Xupypauueckoe emeuiamenscmeo/obwas anecmesus

VY nanuMeHToB, KOTOPHIM IIJIAaHUPYETCs MPOBEJCHHE OOIMIMPHBIX OMNepaluid WM NpUMEHEHHE
CPEJICTB JUIsl aHECTE3NH, BBI3BIBAIOIINX apTEPHANIbHYIO TUIIOTEH3HI0, IPUMEHEHNE IEPUHAOIIPUIIA

MO3KeT OJIOKMpoBaTh 00pa3oBaHKe aHrMoTeH3MHa II Ha (oHEe KOMIIEHCATOPHOTO BHICBOOOKIEHUS
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TUTNIOTEH3HHU 10 YKa3aHHOMY MEXaHu3My cienyet noanepxusarb A/l myrem Bocrionnenus OLK.
T'unepranuemus

['unepkanuemMusi MOXET pa3BUBATLCA BO BpeMs JiedeHUs: uHruoutopamu AIID, B ToM uucie u
nepuHaonpuiaoM. MakropaMu pUcKa TUIIEPKAIUEMUU SIBIISIOTCS TOYEYHAs HEJIOCTATOYHOCTb,
CHW)KeHHME (QYHKIUHM T[O4YeK, Bo3pacT crapmie 70 Jer, caxapHblii guaber, HEKOTOpPbIE
COMYTCTBYIOIIME COCTOSIHUS, B YaCTHOCTH JETUjIpaTalus, OCTpas cepieuHasi HeJ0CTaTOYHOCTb,
MEeTa0OJIMYECKHI alK103, 1 COBMECTHBIM MPHUEM KaJIMiCOeperarmux IUypEeTUKOB (TaKUX Kak
CIIUPOHOJIAKTOH W €ro IMPOM3BOJHOE OJIUIEPEHOH, TPUAMTEPEH, aMUJIOPHU]), MHIICBBIX
100aBOK/TIpENapaToOB Kalusl WM KaUHCOJEPKAlNX 3aMEHHUTECH MHINEBOW COJNHM, a TaKkKe
MPUMEHEHUE JPYTUX MPErnapaToB, CIOCOOCTBYIONIUX MOBHIIICHUIO COACPKAHMS KAIHUS B KPOBU
(Hampumep, TemapuH, KO-TpUMOKcazon ((ukcupoBaHHas KOMOMHAIMS Cylb(paMeToKkca3oia U
tpuMeTornpuma)). IlpuMeHeHre NHIIEBBIX 100aBOK/IpenapaToB Kaus, KaluicOeperaromux
JAYPETUKOB, KAJIMUCOACPHKAIIMX 3AMEHUTENICH MHIIEBOM COJIM MOXKET [MPUBECTH K
3HAYUTEIILHOMY MOBBIIICHHUIO COAEPKaHUsI KAl B KPOBH, OCOOCHHO y AIMEHTOB CO CHIKEHHOU
dbyHknuet mnouek. ['umepkanuemMuss MOXET NPUBECTH K CEPbE3HBIM, HHOTAA (aTalbHBIM
HapyIICHUSAM ceplaeyHoro putma. Eciu HeoOXOJMM COBMECTHBIM MpHEM JEKapCTBEHHOTO
npenapara [lepuHmonpusi U yka3zaHHBIX BBIIIE MPENApaToB, JICYCHUE IOJKHO MPOBOIUTHCS C
OCTOPOXHOCTBIO Ha ()OHE PETYIIIPHOTO KOHTPOJISI COICPIKAHUS KaIHs B CBIBOPOTKE KPOBH (CM.
paszzmen 4.5).

Tayuenmsi ¢ caxapuvim ouabemom

[Ipyu HazHayeHWW Tmpenapara TMalMEHTaM C  CaXapHbIM  JIUa0eToM,  MOJIYYalolluM
TUTIOTJIMKEMUYECKHE CPEJICTBA JJIsi MpUeMa BHYTPh WM WHCYJIWH, B TEYCHHUE MEPBOTO MeECsIa
tepanuu HHruouTopoM AIID He0OX0AUMO PETyIIPHO KOHTPOIUPOBATH KOHIIEHTPAIIUIO TITIOKO3bI
B KpoBH (CM. paszen 4.5).

Ilpenapamuel rumus

CoBMecTHOE NPUMEHEHHE TEPUHIONPUIIa U TIPEnapaToB JUTHUS HE PEKOMEHIyeTcs (CM. pasjaen
4.5).

Kanuticbepezarowyue ouypemuxu, npenapamol Kaius, Kaiuticooepicaujue 3amMeHumeny nuuesoll
conu u nuuesvie 000a6KuU

He pekomenyeTcsi COBMECTHOE TPUMEHEHWE MIEPUHIONPHIIA M KATMHCOEPETaIOIINX TUYPETHKOB,
a TakKe MpenapaToB Kalus, KaTUHCOJEpKalNX 3aMEHHUTENEH MUIIEeBOW COMH U MHUIIEBBIX

no6aBok (cM. paznen 4.5).
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Hesouinas 6noxkada PAAC (NOCNEOOBATENEHOCT :.u oot

EcTb naHHble, CBUIETENBCTBYIOIIME O TOM, YTO COBMECTHOE MpHUMEHEHHe MHTHOUTOpoB AlID,
AHTArOHHUCTOB PELENTOPOB aHrMOTEH3MHA Il MM amuMcKupeHa IMOBBIIAET PUCK APTEPUATIBHOU
TUINOTEH3UU, THUIEPKAJTUEeMHH M CHIDKEHUS (YHKIUU TOYeK (BKIIOYas OCTPYIO IMOYEUHYIO
HEJI0OCTaTOYHOCTh). TakuMm oOpa3om, aBoitHas O1okaga PAAC myTeM COBMECTHOTO MPUMEHEHUS
uHruoutopo AII®, aHTaroHucroB penenTtopoB aHruoreHsuHa Il wnom anuckupeHa He
pekoMenioBaHa (cM. paszuens 4.5 u 5.1).

Ecnu Tepanust ¢ moMoIpio JBOMHOMN O10Kabl MpU3HaHa aOCOMIOTHO HEOOXOAUMOM, ee CIeayeT
MPOBOJIUTH TOJIBKO IOJ CTPOTMM MEIHULIMHCKAM KOHTPOJIEM M IPU PETYISIPHOM KOHTpPOJIE
(GyHKINY TIOYEK, COACPKAHUS AIIEKTPOIUTOB B KPOBU U apTEPHAIILHOTO JABICHHS.
[IpoTuBONOKa3aHo NpuMeHeHne HHruouTopoB AII®D B coueTaHuM ¢ aHTarOHUCTaMU PELENTOPOB
anrnoteHsuHa Il y mamnuenToB ¢ quaberudeckoil Hepomatueil 1 HE PEKOMEHAYETCS y IPYTHX
narnuenToB (cm. paszen 4.3).

Tlepsuunwiii cunepanboocmeponusm

[TarueHTsl € NEPBUYHBIM TUIEPATBJOCTEPOHU3MOM, KaK IPaBUIIO, HE BOCHPUHMMYHUBBEL K
AHTUTUIIEPTEH3UBHBIM TpenapaTam, ACHCTBHE KOTOPHIX OCHOBaHO Ha MHruOmpoBanuu PAAC.
Takum oOpa3om, MPUMEHEHHE MAAHHOTO JIEKApPCTBEHHOTO Mpernapara y TaKuX NallMeHTOB He

pEeKOMEeHAyeTCsl.

4.5. B3aumopeiicTBue ¢ APYrMMH JIEKAPCTBEHHBIMHM IIpeniapaTaMM W JApyrue BHIbI
B3aMMO/JEHCTBHUA

JlaHHbIE KIIMHUYECKUX HCCIEI0BAaHUN MMOKa3bIBAIOT, YTO JABOWHAs OJ0Ka/la peHUH-aHTHOTEH3UH-
aJbJIOCTEPOHOBOM CHCTEMBI B pe3yJIbTaTe OJHOBPEMEHHOIO IpremMa HHruoutopos AII®, APA 11
WIM AIUCKUPEHA NPUBOAUT K YBEIMYEHHUIO YAaCTOThl BO3HUKHOBEHHMS TAaKUX HEKENATEIbHBIX
SBJICHUH, KaK apTepHajbHas TUIMOTEH3Ms, THIEPKAIMEMHUs M HapylleHus (YHKIHU MOYeK
(BKJIIOYAsl OCTPYIO IIOYEYHYIO HEJOCTAaTOYHOCTb), MO CpPAaBHEHUIO C CUTYyallUsIMH, KOTJa
NPUMEHSETCS TOJILKO OJIMH Ipenapar, Bo3aeicTBytomuii Ha PAAC (cMm. pa3nenst 4.3, 4.4 u 5.1).
Jlexapcmeennvie cpedcmea, 6vi3vlearouyue 2UnepKaIuemMuio

HexoTtopsle nekapcTBeHHbIE MpenapaThl WIKM IpenapaTshl Apyrux (papMakoJOTHUECKUX KIJIACCOB
MOTYT TIOBBIIIATh PHUCK pPAa3BUTHUS THUIEPKATUEMHH: aJUCKUPEH U aJUCKUpEHCOoAepkKallue
mpenaparbl, COMU Kaus, KanuhcOeperawmme IuypeTukd, UHruoutopsl AIID, anTaroHMCTHI
penentopoB anruoreHsnHa II (APA II), HecTtepouaHble NPOTUBOBOCHAINUTEIbHBIE NPENApPaThI
(HIIBII), renmapuHbl, MMMYHOZETPECCAHTHI, TaKHe KaK IMKJIOCIIOPUH WIM TaKpOJIUMYC,

JIEKapCTBEHHBIE TIpenaparbl, COJEepKallie TPUMETONPUM, B TOM 4HcCIe, (UKCHUPOBAHHYIO
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JIEKApCTBEHHBIX IIPENAPaTOB MOBBIIIAECT PUCK TUIIEPKATUEMUU.

CoBMecCTHOE IIPUMEHEHIE IPOTHUBOIIOKA3aH0 (cM. pasnen 4.3)

Anuckupen u 1exapcmeennvle npenapamol, COO0epAucaujue arucKupeH

[IpoTuBONOKa3aHO y MAIMEHTOB C CaXapHbIM JAMA0ETOM W/WIM YMEPEHHBIM WU TKEIbIM
HapylmeHneM (DYHKIMM NOYEeK W HE PEKOMEHJYeTCsl y NPYIHX MAIMeHTOB: BO3PACTAECT PHUCK
PasBUTHS THUIECPKATUEMHUH, YXyIIMIEHUS (YHKIMNA TOYEK M TOBBIIICHUS YaCTOTHI CEpAEHHO-
COCYAMCTOM 3a00J€Ba€MOCTH M CMEPTHOCTH.

Coemecmuasn mepanus ¢ uneubumopamu AII® u anmazoHucmamu peyenmopos aH2uomeH3UHa
[TpoTuBoNIOKa3aHO MPUMEHEHHE UHTUOUTOPOB AII® B coueTaHMM C aHTarOHUCTaMH PELENITOPOB
anruorensuna Il (APA 1) y maruenToB ¢ quabetnueckoi Hedpomarueit (cM. pazaen 4.3).
DxcmpaxkopnopaibHvle Memoobl ledeHus

DKCTpakopropaibHble METOJAbl JICUCHHUsI, MPUBOIAIIME K KOHTAKTy KPOBU C OTPUILATEIIBHO
3apsHKEHHBIMU TTOBEPXHOCTSIMH, TaKHE KaK JAMAIH3 WM TeMOQHIBTPAIHs C HCIOJIE30BAaHHEM
HEKOTOPBIX BBICOKOMPOTOYHBIX MeMOpaH (HampuMmep, MOIHAKPUIOHHTPHIOBBIE MEMOpaHBbI), U
adepe3 JMIONPOTEMHOB HU3KOMW IUJIOTHOCTH C HKCIOJBb30BAaHHEM JIEKCTpaHa cyibdara,
MPOTUBOMNOKA3aHbI H3-3a YBEIMUEHUS PUCKA PA3BUTUS TSHKEIBIX aHA(DUIAKTOUTHBIX pEaKuii (CM.
pazzen 4.3). Ecin nanmeHTy HeoOX0oauMa 3KCTPaKOpIiopalibHash Tepamus, CICAYeT pacCMOTPETh
BO3MO>XHOCTbh MCIIOJIb30BaHUS APYroro TUMA JWaIU3HOM MeMOpaHbl WIM IPUMEHEHUs IPYroro
KJIacCa aHTUTUIIEPTEH3UBHBIX PENAPATOB.

Coemecmnoe  npumeHenue ¢  KOMOUHUDOBAHHLIMU  JIeKAPCHGEHHbIMU — NPenapamami,
cooeparcamuMu 8anrcapman + caxyoumpuin

CoBMecTHOE NpPUMEHEHHWE TNEePUHIONpPHWIa C  KOMOMHUPOBAHHBIMHM  JIEKAPCTBEHHBIMU
npenapaTamu, CoJepKalliMH BaJcapTaH + cakyOUTpUI, MPOTHUBOIIOKAa3aHO, TaK KaK M0/1aBJIeHNE
HEMpPWIN3MHA OJHOBPEMEHHO C INpHMeHeHHeM uHruouropa AIID MoOXeT yBEIMUUTh PHUCK
pPa3BUTHUSI AHTMOHEBPOTHYECKOro oTeka. lIpuMeHeHne KOMOWHUPOBAHHOTO JIEKAPCTBEHHOI'O
npernapara, CoJepKallero BajicapTaH + cakyOUTpHII, BO3MOKHO HE paHee, yeM uepe3 36 yacoB
nocje npuema IOCJIeqHEN N03bl nepuHionpuia. IIpuMeHnenne nepuHaoONpuia BO3MOXKHO HE
paHee, 4eM yepe3 36 4acoB mocje nmpruema rnociae el 10361 KOMOMHUPOBAHHOTO JIEKAPCTBEHHOTO
npemnapara, CoJep Kaliero BajcapTa + cakyouTpui (cm. pazaensl 4.3 u 4.4).

CoBMeECTHOE TIpUMEHEHNE He pekoMenavercs (cMm. paznen 4.4)

A]ZUCKupeH U jleKkapcnieeHHble npenapameal, codepofcau;ue AJTUCKUDEH
Yy ManucHTOB, HC UMCIOIIIHUX CaXapHOTr'o ,Z[I/Ia6eTa HJIN HAPpYUICHUA (I)yHKI_II/II/I IOYCK, ITOBBIIICH PHUCK
Pa3BUTHA TUICPKAIMEMUH, YXYAIICHUA (bYHKHI/II/I IMOYCK M IMOBBIIICHHA YaCTOTHI CEPACYHO-

COCYIUCTOH 3a00JIEBa€MOCTH U CMEPTHOCTH.
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B nwureparype coobmanoch, 4Tro y MAIMEHTOB C YCTAHOBJIEHHBIM aTE€pPOCKICPOTUYECKUM
3a00JIEBAHUEM, CEPJIECYHONM HEJOCTaTOUYHOCThIO WIJIM CaxapHbIM AHA0ETOM C IMOpakKeHUEM
OpraHoB-MuIlIeHeH, ogHoBpeMeHHass Tepanus uHruouropom AIID u APA 1II cBszana ¢ Gosee
BBICOKOM YacTOTOM pa3BUTHUsI apTEpUANbHON TUIOTEH3MH, OOMOpPOKa, TUIEPKAIUEMUU U
yXyIIeHus: GyHKIUU TMOYeK (BKJIIOYAsi OCTPYIO MOYEYHYIO HEJTOCTaTOYHOCTH) MO CPABHEHUIO C
IPUMEHEHHEM TOJIBKO OJTHOTO Tpemnapara, nustomniero Ha PAAC. JIBoiinas 610kana (Hanpumep,
npu couetannu nHrHOUTOpa AIID ¢ APA II) mommkHa OBITH OrpaHUYCHA OTACIBHBIMU CITyYasiMHU
C TIIATEJIbHBIM MOHUTOPUHTOM (DYHKIIUU MOYEK, cofepxanus kamus u A/l.

dcmpamycmun

CoBMecTHOE TPUMEHEHHE MOXET MPUBECTH K MOBBIIICHUIO PUCKA TOOOYHBIX 3(PPEKTOB, TAKHX
KaK aHTHOHEBPOTHUYECKUN OTEK.

Ko-mpumoxkcason (cynepamemorxcazon + mpumemonpum)

[Tpy 0HOBpEeMEHHOM NPUMEHEHUHU C KO-TPHUMOKCA30JI0M (Cylb(haMeTOKCa30J + TPUMETOIIPHM)
MOXET MMOBBIIIATHCS PUCK PA3BUTHUS TUIICPKATUEMUH (CM. paszen 4.4).

Kanuticoepezarowgue ouypemuku (maxue kaxk mpuammepen, amuiopuo), conu Kaius
['unepkanuemusi (¢ BO3MOXHBIM JIETAJbHBIM HMCXOJIOM), OCOOCHHO IMPH HAapylIeHUU (YHKIUU
noyek (aaauTuBHBIE () (EKThI, CBA3aHHBIC C TUIIEPKATHEMHUEH ).

Coueranue TEPUHIONPHUIA C BBIIICYNIOMSHYTHIMA JICKQPCTBEHHBIMH TIpenapaTamMu He
pexomennyercs (cMm. pasmen 4.4). Eciau coBMmMecTHOe NpHUMEHEHHE II0Ka3aHO, UX CIEAdyeT
OPUMEHSATbH, COOJII0JIasi MEPHI MPETOCTOPOKHOCTU M PETYIISIPHO KOHTPOJIUPYSI COAEPIKaHUE KaTUs
B CBIBOPOTKE KPOBH.

Oco0eHHOCTH MPUMEHEHHS CIIMPOHOJIAKTOHA TP CEpJIeYHON HEJOCTaTOUHOCTH ONMCAHBI Jajee
IO TEKCTY.

Ilpenapamul nrumus

[Ipr cOBMECTHOM TMPUMEHEHWH TIpEernapaTtoB JUTHSI U WHTHOHTOpoB AIID MokeT oTMedaThcs
o0patuMoe yBeJIMUYEHHE KOHIICHTPAIWW JIUTHS B CHIBOPOTKE KPOBH M CBSI3aHHBIE C ITHM
Tokcuueckue >PpdexTsl. CoBMECTHOE NPUMEHEHUE NEpUHAONPHIA U TpernaparoB JUTHUS HE
pekoMenayercs. [Ipy HE0OXOAMMOCTH NPUMEHEHUs TaKOH KOMOMHAIMM CIIEAYeT MPOBOJIUTH
PErYJISPHBIA KOHTPOJIb KOHIICHTPAIMHY JINTHS B IJIa3Me KPOBH (CM. paszen 4.4).

CoBMeCTHOE IpUMEHEHHE, KOTOPOE TPEOYET 0CO00H OCTOPOKHOCTH

T'unoenuxemuueckue cpedcmea (UHCYIUH, UNO2IUKEMUYecKUe cpedcmaa 0Jisl npuema 6Hympb)
[To pe3ynpTaTam SMUAEMUOJIOTHUECKUX UCCIEIOBAaHUN MpUMeHeHne HHTHOUTOpoB AIID moxer

YCUIINBATh THTIOTJINKEMHUYSCKUH Bq)(i)eKT HWHCYJIMHA U TUIIOTTIMKEMUYCCKHUX CPECACTB IJId IpruEMa
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NPOBEICHUS OJHOBPEMEHHON Tepanuy 1 y MalueHToB ¢ HapyleHHeM () YHKIIMH MOYeK.
baxnogen

YcunuBaer aHTHrunepTeH3uBHBIM ddekt uHruomtopoB AllD. Cnemyer TIHATEIBHO
KOHTpOJIMpOBaTh ypoBeHb AJl u, B ciayyae HEOOXOAUMOCTH, IO3HPOBKY THUIOTEH3UBHBIX
IIpenapaToB.

Kanutinecoepezarowue ouypemuxu

VY manueHToB, MOIyYarouX AMYPETUKH, OCOOCHHO BBIBOJISIINE KUAKOCTb U/UIIU COJIM, B HAYaJe
tepanuu uHruouTopoM AIID MokeT HabMIOAATHCS Ype3MepHOe cHIKeHue AJl, puck pa3BuUTHS
KOTOpPOT0 MOXHO YMEHBIIUTh IIyTEM OTMEHBI JUYPETUUYECKOIO CPEICTBA, BOCIIOJIHEHUEM ITOTEPU
KUAKOCTH WM COJEM Iepe] HadajloM TEepaluyd MEPUHIONPHIOM, a TaKKe Ha3HAu€HHEM
MEePUHAOIPUIIA B HU3KOM J103€ € JAIIbHEUIIINM MOCTEIICHHBIM €€ YBEJIMUYECHHUEM.

[Tpu apTepuanbHON TUNIEPTEH3UH Y TAIIUEHTOB, MOJIYYaIOIINX JUYPETUKH, OCOOCHHO BBIBOSIIINE
KHUJIKOCTh W/WIM COJIM, TUYPETUKU JIOJDKHBI OBITh JTMOO OTMEHEHBI /10 Hadaia HMpUMEHEHUs
uaruouropa AIlD (mpu sToM KanuiiHecOeperaromuil TMypeTHK MOXKET OBITh MO3/HEe BHOBb
Ha3zHayeH), 0o umHruOutop AIID ngomkeH ObITh Ha3HAUYEH B HU3KOW J103€ C JAIbHEUIIUM
MIOCTENICHHBIM €€ YBEITUYECHUEM.

[Tpu npuMeHeHUH IUYPETUKOB B CIIy4yae XpOHUUECKON CepJIeYHON HEA0CTaTOYHOCTH UHITUOUTOP
AII® nomkeH ObITh HAa3HAUYCH B OYCHb HU3KOW J103€, BO3MOXHO TOCTEC YMECHBIICHUS O3B
MPUMEHSIEMOT0 OJTHOBPEMEHHO KaJIUHHeCcOeperaroero JuypeTHKa.

Bo Bcex cnywasx (yHKIMS MoYeKk (KOHIEHTpallus KpeaTWHWHA) AOJDKHA KOHTPOIMPOBATHCSA B
nepBbI€ HEEIN MpUMEHEeHUs] HHTuOUTOpoB AIID.

Kanuiicbepecarowue ouypemuxu (3niepeHon, cnupoHOIAKMOH)

[TpuMeHeHne dMIepeHOHA WK CIIMPOHOJIAKTOHA B 103aX OT 12,5 Mr 10 50 Mr B CyTKH U HU3KHX
103 uHruouropoB AII®: npu tepanuu cepaeuHoi HenocratoyHocTH Il - IV pyHKIIMOHANBHOTO
kiacca o knaccudukarmu NYHA ¢ ¢paxiueit BeiOpoca seBoro sxenymgouka < 40 % u panee
npuMeHsBIIMMUca uHruOutopamu AllD u «ierneBbIMU» UYpETUKAMH, CYLIECTBYET DPHUCK
TUMEPKAIMEMUH (C BO3MOXHBIM JIETAILHBIM HCXO/I0M), OCOOEHHO B Cilydae HECOOIOACHUs
pEeKOMEeHIaluil OTHOCUTEIBHO 3TOM KOMOMHAIIMM MTPENapaToB.

[lepen mpuMeHeHHEM TaHHOM KOMOWHAIIMY JIEKapCTBEHHBIX MPENapaToB, HEOOXOIUMO YO IUThCS
B OTCYTCTBHUH TUIIEPKAIIMEMUU U HAPYLIEHUI PYHKIIMU MTOYEK.

PexoMeHyeTcss peryiasipHO KOHTPOJIMPOBAaTh KOHLEHTPALMIO KPEaTMHUMHA W Kalusl B KpPOBHU:

CXKCHCIACIBHO B HepBHﬁ MCCAL JICUCHUA U CIKEMCCAYHO B IMOCICAYIOIICM.
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CoBmectHoe nmpumeHeHre nHruOuTopoB AII® ¢ HIIBII (auermicanuiuioBas KUCIOTa B J03€,
OKAa3bIBAIOLICH MPOTUBOBOCIIAIUTEIBHOE ACHCTBIE, MHTHOUTOPHI HUKI0OKcHreHas3bl-2 (LIOI-2) u
HecenektupHbie HIIBII), Moker mpuBeCTH K CHI)KEHUIO AHTUTHIICPTCH3UBHOTO JICHCTBUS
uaruoutopoB AIID. CoBmectHoe mpumenenne nHruOuTopoB AII® u HIIBIT moxeT npuBoauTh
K yXYIIIEHUIO (DYHKIMHM TMOYEK, BKIIIOYas Pa3BUTHE OCTPOIl MOYEUHON HEIOCTaTOYHOCTH, U
YBEIUYCHUIO COJICPKAHUS KaJIHsI B CBIBOPOTKE KPOBH, OCOOEHHO Y MALMEHTOB CO CHUKEHHOM 10
Hayvaja JiedeHust pyHkuuen nmouek. CrneayeT cobIt01aTh OCTOPOKHOCTh MPU HA3HAYCHUU JaHHON
KOMOHMHAIMHU, OCOOCHHO Y TMOXKHJIBIX HAlMeHTOB. [lalMeHThl MOMKHBI MOJIy4YaTh aJeKBAaTHOE
KOJINYECTBO KHUJIKOCTH, 1 PEKOMEHIYETCS TIIATeIbHO KOHTPOIUPOBATh (PYHKIMIO MOYEK, KaK B
Hayaje, Tak U B IIPOLIECCE JICUEHHUS.

Payexaoompun

U3BectHO, uTro uHruOuTOpnl AlI® (Hampumep, NEPUHIONPHI) MOTYT BBI3BIBATH PAa3BUTHUE
AQHT'MOHEBPOTUYECKOTO0 OTEKa. PUCK €ro pa3BUTUS MOXET ObITh MOBBILIIEH IPU COBMECTHOM
NPUMEHEHUH C PpaleKaJoTPIIOM (MHTUOMTOp JHKe(aTuHa3bl, MPUMEHSEMBIA ISl JICUCHUS
OCTpOH Auapen).

Hneubumopor MTOR  (muwenu panamuyuna maekonumawnwux) (Hanpumep, CUpoIuUMyc,
96EPONUMYC, MEMCUPOTUMYC)

[Ipu coBmectHoM mnpumeneHnn ¢ MTOR MHrHOMTOpPaMM TOBBIMIACTCS PHUCK PA3BUTHA
AQHTHOHEBPOTUYECKOTO OTeKa (cM. paszen 4.4).

Pexombunanmuuvle mrxanegvlie akmusamopwl niazmurozena (1tPA, anmennasa)

[TaruenTsl, nonyyasmre UHrUOUTOps AII®D 1 nonyvaromue anremnasy aias TPOMOOIUTHUECKON
TEepanuu IOpU OCTPOM HIIEMHYECKOM MHCYJIbTE, MOT'YT MMETh MOBBILICHHBIH PUCK pa3BUTHUS
AQHTMOHEBPOTUYECKOTO OTEKA.

CoBMECTHOE MMPUMEHEHHE, KOTOPOE TPEOYET ONPeIeICHHON OCTOPOKHOCTU

I'unomen3usnvie npenapamol u 6a300UNAMAMOPb

AHTUTUNIEPTEH3UBHBIN 3(QQEeKT NepuHIoNpUiIa MOXKET YCHIMBAThCS NPU OAHOBPEMEHHOM
INPUMEHEHUN C JPYTUMH THUIIOTEH3UBHBIMH, COCYAOPACLIMPSIOIUMU CPEACTBAMHU, BKIIOYas
HUTPAThl KOPOTKOT'O ¥ IIPOJIOHTUPOBAHHOTO ACHCTBUS.

I'nunmunol (MuHA2AIUNMUH, CAKCATUNMUH, CUMALTUNIMUH, GULOATUNIMUH)

CoBMecTHOEe mipuMeHeHHe ¢ wuHruouropamu AIID MoXKeT MOBbILIATE PHUCK PA3BUTHS
AQHTMOHEBPOTUYECKOTO OTEKa BCIIEACTBUE CHUKEHHS AaKTHMBHOCTH JAWUNENTHIWINENTHIA3bI-4

(DPP-1V) nox aeiicTBHEM TTIUITHHA.
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CoBmectHoe mpuMeHeHHe ¢ uHruouropamu AllD MoXeT NPUBOIUTH K  YCHICHHUIO
AHTHTUIIEPTEH3UBHOIO IeiCTBHS (CM. pasen 4.4).

Cumnamomumemuxu

MoryT 0cnabyATh aHTUTUIIEPTEH3UBHBIN AP PeKT HHrHOuTOpoB AllD.

IIpenapamut 3010ma

[Tpu npumenenun uaruOuTOpoB AIld, B TOM UNCIie NepuHAONPUIIa, HAllHeHTaMH, TOJIYYaIOIUMU
BHYTPUBEHHO Ipernapar 30j0Ta (HaTpus aypoTHOMAaiar), B PEIKHUX CIydasxX cooOIIaloch O
Pa3sBUTHH HUTPUTOHIHBIX PEAKIMNA - CHMIITOMOKOMILJICKCE, BKJIIOYAIOUIEM B ce0sl THIIEPEMUIO

KOYKH JIMLIA, TOUIHOTY, PBOTY, apTEPUAIBHYIO THIIOTEH3UIO.

4.6. ®epTHIBHOCTD, 0ePEMEHHOCTDb U JJAKTALMS

bepeMeHHOCTB

JlexapctBenHblil npenapar [lepuHaonpuin NpoTUBONOKAa3aH K MPUMEHEHUIO IPU OEpEMEHHOCTH
(cMm. pasgen 4.3).

B nHacrosmmii MOMEHT HET HEOIPOBEP)KUMBIX JMHUIEMUOJOTHNYECKUX JAHHBIX O TEPaTOrE€HHOM
pucke npu npueme uHruoutopos AIID B mepBoM Tpumectpe OepemeHHOCTH. OJHAKO HENb3S
UCKJIIOYMTHh HEOOJIbIIIOE YBEIMUYEHUE PUCKA BOSHUKHOBEHMS HapylleHUN pa3Butus rwiona. [lpu
IUIAaHUPOBAaHUU OepeMEeHHOCTH, eciau Tepanus uHruouropom AIID cumraercss HEOOXOAUMOM,
ClIelyeT MEPENTH Ha IPUMEHEHNUE IPYTUX aHTUTUIEPTEH3UBHBIX IIPENAapaToB C YCTAaHOBIEHHBIM
npodunaem 6e30MacHOCTH JUIsl IPUMEHEHUs B nepuoj 0epeMeHHocTH. [Ipu quarnoctTupoBaHHON
OepeMeHHOCTH, CIIeyeT HEMEMJIEHHO NMPEKpaTUTh MPHEM Ipenapara U, Npu HEoOXOJUMOCTH,
Ha3HAYUTh aTbTEPHATUBHYIO Tepanuto. M3BecTHO, uTo Bo3aeicTBre MHTHOnTOpoB AlID Ha muton
BO II u III TpuMecTpax GepeMeHHOCTH MOKET MPUBOANTH K HAPYILIEHHUIO €r0 pa3BUTHS (CHUKEHHE
(GYHKIUM TOYEK, OJIMTOTHJIPAMHUOH, 3aMeJJICHUE OCCHU(PUKAIIMK KOCTEH uYeperna) U pa3BUTHIO
OCJIO’)KHEHUN y HOBOPOXKJIEHHOrO (MOYeYyHas HEeAOCTaTOYHOCTh, apTepHalibHas THIOTEH3HUS,
TUIIEPKATINEMHUS]).

Ecnu manumentka nonyyana uaruouropsl AII® Bo Bpems II wim I Tpumectpa 6epemenHocCTH,
PEKOMEHIyeTCsI TPOBECTH YIbTPAa3BYKOBOE 00CIE0BAHKE /IJIsl OLIEHKH COCTOSIHUS KOCTEH ueperna
U QYHKIIMH TTOYEK.

HoBopoxeHHsle, MaTepy KOTOPHIX Noxydanu HHruoutopsl AIID Bo Bpems OepeMEHHOCTH,
JIOJDKHBI HAXOTUTHCA 11071 HAOIIOIEHUEM M3-3a PUCKA Pa3BUTHS apTepUaTbHOM THIIOTEH3UHU (CM.

paznensl 4.3 u 4.4).

JlakTarms
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IPYAHOI0 BCKapMIIMBAHMUS, €70 IPUEM HE peKOMeHayeTcs. [IpeqnoyTuTenbHo NPUMEHSTh JpYyTHe
npenapatsl ¢ 6oiee U3ydeHHBIM NpoduieM 6e30MacHOCTH B MEPUOJT TPYIHOTO BCKAPMIIMBAHMUS,
0COOEHHO IPU BCKapMJIMBAHUN HOBOPOKJEHHBIX WJIM HEJJOHOLICHHBIX AETEH.

DepTUILHOCTE

He ycTanoBneHo BIUsHHSA HA PEIPOAYKTHBHYIO (QYHKIUIO WX (PEPTHUIBHOCTS.

4.7. BiusiHde Ha CHOCOOHOCTH YNPABJSTH TPAHCINOPTHBIMU CpPeICTBAMH M padoTaTrh ¢
MeXaHU3MaMHu

JlekapcTBeHHbI npenapar llepuHaonpuin ciaeayer ¢ OCTOPOKHOCTBIO MPUMEHATh NAlUEHTaM,
YIPaBISAIOUUM aBTOTPAHCIOPTOM M 3aHMMAIOIIMMCS BHUJAMHU JAESITEIBHOCTH, TPeOyHOIHUMU
MOBBIIICHHONW KOHIICHTpAI[MN BHUMAHUS U OBICTPON peaklMH, B CBSA3HM C OMACHOCTBIO PAa3BUTHS

apTepHanLHoﬁ THIIOTCH3HUU U T'OJIOBOKPYKCHU .

4.8. Hexkes1aTelbHbIE peaKIUH

Pesrome mpoduiist 6e3onacHOCTH

[Tpoduie 6e30nacHOCTH NEPUHAONPHUIIA corlacyeTcs ¢ npoduiaeM 6e30MacHOCTH HHIHMOUTOPOB
AII®. Haubonee gacTeie HeXxXeNnaTeIbHbIE PEAKIIUU IPU ITPHEME EPUHAOIPUIIA, OTMEUYCHHBIC TTPH
IPOBEJICHUN KIMHUYECKUX HCCIIEOBAHUN: TOJIOBOKPY)KEHHE, T0JIOBHAas O0Jib, MapecTe3us,
BEPTUT0, HAPYILIEHUS 3pEHUs, 3BOH B yllIaX, apTepualibHasi TUIIOTEH3Hs], Kalllelb, OJbIIIKa, 00JIb B
JKUBOTE, 3aI10p, 1Uapest, PacCCTPONCTBO BKyca, TUCIENCHUs, TOILHOTA, PBOTA, KOYKHBIN 3yl, KOJKHas
ChIIb, CIIA3MbI MBIIIILI, aCTEHHUSL.

TabnuuHoe PE3IOME HEXKENATCIILHBIX PEaKINH

[TepeurcieHHbIE HU)KE HEXKETaTeNbHBIC PEaKIH, OTMEUEHBI MPU MPOBEACHUH KIMHHYECKUX
UCCIIEIOBAaHUN W/WIM MOCTPETUCTPAIIMOHHOM TMPHUMEHCHUH MepuHaonpuia. Jactora pa3sBUTHS
HEKENATeIbHBIX SIBJIEHUIN KIacCH(PHUIMPOBaHA B COOTBETCTBUH C PEKOMEHIAMIMU BceMupHOi
OpraHu3allii 3/JpaBooXpaHeHus: odeHb yacto (> 1/10); wactro (>1/100 - < 1/10); Heuacto
(>1/1000 - < 1/100); peaxo (>1/10000 - < 1/1000); ouensb peaxo (< 1/10000); yactota HEU3BECTHA

(qaCTOTa HE MOXET OBITh OIICHCHA Ha OCHOBC MMCIOIIIUXCA I[aHHBIX).

MedDRA HexenartenbHble peakiuu Yacrora

Kiaccel 1 cuctemMbl

OpraHoB
Hapymenust co  cTopoHsl | Do3uHOGMINSA Heuacro*
KpOBH M JTUM(paTHUECKON ATrpaHyJIOIUTO3 WU OueHb penko
CUCTEMBbI MAHIUTONIEHUS
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CHmxenue reyornoGutd n -’ '5-Oueiy 5&1&5‘ JLTBTUUUT)

reMaToOKpuTa

JletikoneHust/HEUTpOTICHUS

OueHnb penko

I'emonuTHueckas aHemus y
IIALUEHTOB C  BPOXKJIECHHOU
HEZO0CTAaTOYHOCTBIO TJIHOK030-

6-pocharneruaporenassr (cm.

OueHnb penko

paznen 4.4)

TpomOouuToneHus OueHnb penko
Hapymenuss merabonusma u | I'mnornukemust (cMm. paszens! | Heuacto*
MUTaHUS 4.4u4.)5)

['unepkanuemus, oOpatumasi | Heuacto*

1ocjie OTMEHBI Ipernapara (CMm.

paznen 4.4)

['unonatpuemus Heuacro*
[Icnxnueckue HapylIeHUs JlabunpHOCTH HACTPOEHUS Heuacro

Hapymenue cua Heuacto
Hapymennss co  croponsl | ['osioBOKpy)keHuE Yacro
HEPBHOM CHUCTEMBI ["onoBHas 601b Yacto

ITapecte3us Yacto

Bepruro Yacto

ConnmBocTh Heuwacro*

OOMOpOYHBIE COCTOSTHUS Hewacro*

CnyTaHHOCTBH CO3HAHHUS OueHnb penko
Hapymennss co  cropons! | Hapymenue 3penus Yacto
Oprasa 3peHust
Hapymenust co  cTopoHBl | 3BOH B ymIax Yacro
opraHa ciryxa ¥ JJaOupuHTa
Hapymenust co  croponsl | OuryiieHue cepaneOneHus Heuwacro*
cepaua Taxukapaus Heuacto*

Crenokapaust (cMm. pazzaen | OueHb peaKo

4.4.)

Aputmus OueHb penko

WNudapkr Muokapaa, | OueHp penko
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OOC T EOBATENBHOC TS OO
BO3MOXHO, BCHéH(,TBPIy:"J”“t' TENBHULTE TV

ype3MepHOro cHuxeHus AJl y
MAIMEHTOB u3 TpyMIbI
BBICOKOTO pHUCKa (CM. pazfen

4.4)

Hapymenust co  cropoHsl | AprepuanpHas — runoteHsus | Yacro
COCYJIOB (u30bITOUHOE CHIDKeHHE AJl)

u CBsI3aHHBIC C OTHM

CUMIITOMBI
Backynut Heuacro*
Uncyner, BO3MOXHO | OUeHb peaKo
BCJIE/ICTBHE YpE3MEPHOTO

cHukeHust AJl y MaliMeHToB U3

IpyNIbl BBICOKOTO PUCKa (CM.

paznen 4.4)

Cunnpom Peiino YacToTra Hens3BecTHa
Hapymenust co ctopoHbl Kamens Yacto
NBIXaTEJIbHON Opplka Yacto
CHCTEMBI, OPraHOB TIPYIHOW | Bponxocnasm Hewacro
KJICTKH U CPEAOCTCHUS Do3uHoduabHas mHeBMOHUA | OueHb peko

Punut Ouensb penko
KenynouHo-kuieuHbie bonb B xuBOTE Yacto
HapyLICHUS 3anop Yacto

Huapes Yacto

Jucressus (pacctpoiictBo | Hacto

BKYycCa)

Jucnencus Yacrto

TomHoTa Yacto

PBora Yacro

CyxocTb BO pTYy Heuacto

[TankpeaTtur OueHb penko
Hapymennss co  cropons! | Lluronutuaeckuit ninu | O4deHb peako
IIEYEHU U XOJIECTaTUYECKUN rernaTur
KEITYEBBIBOJALINX MTyTEN (cM. paznen 4.4)
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Hapymenuss co  cTopoHbl

KOXXH U IIOJKOKHEIX TKaHel

KosxHblii 3y1 (HTULTTE

ARERTEMEHOCTE 000T)

Ko>xHnas cbib

Yacrto

KpanuBuuna (cm.pasaen 4.4) | Heuacro
AHruoneBpornueckuii  orek | Hedacro
JIuIa, KOHEYHOCTEH, Tyo,

CIIM3UCTBIX O0OJIOUEK, SI3BIKA,
rOJOCOBBIX CKIIAQIOK W/WIH

ropranu (cM. paszaen 4.4)

Peakiuu Hewacro*
($OTOUYBCTBUTEIHLHOCTH

[Temduron Heuacro*
[ToBwimenHoe norootaenenne | Hewacto
ObocTpenue ncoprasa Penko*

MmuorogopmHas sputema

OueHb penko

Hapymennst co  cropons! | MbllieuHbIe ClIa3MBbl Yacto
MBIIIECYHOM, CKEIETHOU H | ApTpaiarus Heuacto*
COEUHUTEIIBHON TKaHU Muanrus Heuacto*
Hapymwennss co  cropons! | [loyeunas Henocratounocts | Hewacro
IOYEK M  MOYEBBIBOAALIMX | OcTpas modeqHas OueHnb penko
nyTen HEZ0CTaTOYHOCTh
Hapymenust co  cTOpoHBI | DpeKTHIbHAs AUCPYHKIINS Heuacto
PENPOAYKTUBHON CUCTEMBI M
MOJIOYHBIX XKEJIE3
Oo6uue HapyILIEHUs u | ActeHus Yacto
pEeakIu B MECTE BBEJICHUS bonp B rpyaHON KileTKe Heuwacro*
Henomoranue Heuacrto*
[Tepudepuyeckue oreku Heuacto*
Jluxopanka Heuacro*
JIaGopatopHsble u | [loBeimienne  koHuentpanuu | Hewacro*
MHCTPYMEHTAJIbHBIE JaHHBIE | MOYEBHHBI B KPOBU
[ToBeimenne  koHueHtpanuu | Heuacto™*
KpeaTHHHHA B KPOBU
IloBbimienne  KoHUEHTpauuu | Peakxo

OunupyOrHa B KPOBU
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[ToBbIICHUE axtibidcri] Penko = BV TS UUUT

NIEYCHOYHBIX (DEPMEHTOB

TpaBmbl, wuHTOKCUKanMu U | [lameHue Heuacro*

OCJIO’KHEHUS TPOLEAYD

* OI_IGHKa qaCcTOTbl HEXKCIIATCJIIbHBIX peaKuHﬁ, BBISIBJICHHBIX IIO CIIOHTAaHHBIM COO6IJ.[€HI/I$IM,

IMPpOBE€ACHA HA OCHOBAHUHN JAHHBIX PE3YJIbTATOB KIMHUYCCKUX HCCHeﬂOBaHHﬁ.

Coo0manoch 0 pa3BUTHH CHHIPOMA HEAJAEKBATHON CEKpelUH aHTUAUYPETHUYECKOTO TOpMOHA
(CHCAI) npu coBmecTHOM mpuMeHeHHH ¢ Apyrumu uHruOutopamu AllD. CHCAAI mo
YaCTOT€ BO3HUKHOBEHHUS OTHOCHUTCS K OYE€Hb PEAKUM, HO BO3MOXHBIM OCJIOXKHEHUSM,
00ycnoBieHHbIM Tepanueil uaruoutopamu AIID, BKIt0Yas mepuHIOMPHIL.

Heocenamenvhule signenus, ommeyeHnble 8 KIUHUYECKUX UCCIe008AHUAX

B wuccnenosanun EUROPA mnpoBoauiack peructpanusi TOJIbKO CEPbE3HBIX HEXKEIaTEeNIbHBIX
aprneHuil. Cepbe3Hble HeXKeNaTeabHbIe ABeHus Obl1u oT™MeueHbl y 16 (0,3 %) nanueHToB B rpyrme
nepunjonpuia u 'y 12 (0,2 %) nmauuentoB B rpymmne mianebo. B rpymmne nepungonpuna y 6
NAUEHTOB ObLIO OTMEUYEHO BbhIpakeHHOE CHIKeHue AJl, a y 3 malueHTOB — aHTHOHEBPOTUYECKUI
OTeK, y | manueHTa — BHe3aIlHas OCTaHOBKa cepjia. YacTora oTMEHBI NpenapaTa U3-3a Kauuis,
BBIPQXEHHOTO CHUXEeHHUS AJ[ Uimu Apyrux ciiydaeB HEMEPEeHOCUMOCTH Oblia BBINIE B TPyIIE
MIEPUHJIONIPUIIA 10 CPABHEHUIO C TPYIIION mianebo.

Coo011eHne 0 moI03pEBAEMBIX HEXKEIATEIbHBIX PEAKIIHIX

BaxxHO co001maTh 0 1Mo103peBaeMBbIX HEXEIATeIbHBIX PEAKIUIX TIOCIIE PErHCTPALINH IIperapara ¢
LEeNbI0  O0ecreyeHns: HEMpephbIBHOIO MOHUTOPHHIA COOTHOIIEHUS «II0OJb3a — PHCK»
JIEKapCTBEHHOTO Ipernapara. MeIuIuHCKUM pa0OTHUKAM PEKOMEHAyeTCs COOOIIaTh O JIHOOBIX
MoA03pCBACMBbIX HECKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O Iperapara 4€pe3 HAllMOHAJIbHBIC
CUCTEMBl COOOILEHUS O HEXKeJIaTeJbHbIX pPEaKIUsAX TrocydapcTB — 4jeHOB EBpasuiickoro
HKOHOMHUYECKOTO CO03a.

Poccuiickas ®enepanus

109074, r. MockBa, CriaBstHCKas TUIOIIa b, 1. 4, cTp. 1

®denepanpHas cayx0a mo Haa30py B chepe 3apaBooxpanenus (PocsnpaBaanzop)

Tenedonsr: +7 (495) 698-45-38, +7 (499) 578-02-30

dakc: +7 (495) 698-15-73

E-mail: pharm@roszdravnadzor.ru

www.roszdravnadzor.ru/people
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4.9. Ilepeno3upoBka

JlanHbIe 0 Iepe103UPOBKE MperaparTa y 4eI0BeKa OrpaHUYEHBI.

CumMnTOMBI

CuMITOMBI, CBSI3aHHBIE C ITepe103upoBKOi HHTHOUTOpamu AIID, MOTyT BKITIOUATh: BRIPAXKEHHOE
cHmkeHne AJl, UPKYyISTOPHBIN IIOK, HAPYIIEHUS] BOAHO-3JIEKTPOJIUTHOTO OanaHca, MOYEUHYIO
HEJOCTAaTOYHOCTh, THIIEPBEHTHIIALINIO, TAXUKAPIUIO, OLIYIIEHUE cepAlcOneHus, OpauKapIuio,
TOJIOBOKPYKEHHUE, OECITOKOMCTBO U KaIllelb.

Jleuenue

PekoMeHayeMbIM METOIOM JIEYEHHs MPHU MEPeO3UPOBKE SBISETCS BHYTPUBEHHOE BBEJICHUE
0,9 % pactBopa HaTpus xsopuaa. [lpu BeipaskeHHOM cHikeHnH Al ciaenyeT nepeBecT naueHTa
B MOJIOXKEHHE «JI€XkKa» Ha CIIUHE C MPUMOIHATHIMU Horamu. [Ipu HEOOXOUMOCTH MOKHO BBECTH
BHYTpUBEHHO aHTuoTeH3uH Il w/mnu pactBop karexonamMuHoB. C MOMOIIBIO AHANN3a MOXKHO
YAaJIUTh TEPUHIONIPIII U3 CHCTEMHOTO KpOBOTOKA (cM. pasaen 4.4.). [lpu pa3Butuu ycTon4nBoi
K Tepanuu OpaJuKapAuy MOXKET IOTPeOOBAThCSI YCTAHOBKA 3JIEKTPOKAPIUOCTUMYIISATOPA.
Heo6xoauMo TMOCTOSIHHO KOHTPOJIMPOBATH TOKA3aTE€NM OCHOBHBIX JKU3HEHHBIX (PYHKIUN

OpraHnu3mMa, KOHINCHTPAIWI0 KPCAaTUHHNHA U 3JICKTPOJIMTOB B CHIBOPOTKE KPOBHU.

5. PAPMAKOJIOTUYECKHE CBOMCTBA

5.1. ®apmakoauHaMHuYeCKHe CBOMCTBA
dapmakoTepaneBTHUECKasi IpyMIa: CpeicTBa, JACHCTBYIOUIME HAa PEHUH-aHTMOTEH3WHOBYIO
CUCTEMY; MHTMOUTOPBI aHTMOTEH3UHITpeBpalatoniero gpepmenta (AIID).

Kon ATX: C0O9AA04

MexaHN3M e CTBUS

[Tepunnonpun npexacrasisger co0oi MHTUOUTOP (epMeHTa, MPEBPAIIAOLIEr0 aHTHOTEH3UH | B
anrnoteHsuH |l - anrmorensunHnpespamatomero ¢epmenra (AIlD). AIlD, unu KuHUHA3a,
ABJIIETCS DK30MENTHIa30M, KOTOpas OCYLIECTBIIET KaK IpeBpallleHue aHruoTreHsuHa | B
COCYJIOCYKHBaIOLIIee BEIeCTBO aHTHoTeH3uH |, Tak u pa3pyienue 6paaAuKHIHA, 0013 Ja0IIEro
COCYIOPACIIUPSAIOIINM JIEHCTBUEM, 10 HEAKTUBHOI'O IENTAIIECIITH A,

[TonaBnenne AII® npuBOAWT K CHUKEHUIO COJAEp)KaHMSA aHTMOTeH3uHa |l B mimasme kpoBu, B
pe3ysbTaTe Yero IMOBBIIIAETCS aKTUBHOCTh PEHUHA B IUIa3Me€ KpPOBH (BCIEICTBUE YTHETEHUS
OTPHIIATEIbHOM 00PaTHOMN CBSI3M, KOTOPAs MPEMSATCTBYET BHICBOOOXKIACHUIO PEHUHA) M CHIDKACTCS
CeKpeLHrs alIbJOCTEPOHA.

[Tockonpky AIID nHaKTHBUPYET OpamuKUHUH, ToAaBieHHe AIID conmpoBOKIaETCs MOBHIIIICHUEM
AKTHUBHOCTH KaK [IUPKYJIUPYIOIIEH, TaK U TKAHEBON KAJUTMKPENH-KUHUHOBOW CHCTEMBI, IIPH 3TOM

AKTUBHUPYCTCA CUCTCMA NPOCTATIJIaHANHOB.
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[Tepungonpun ymeHsinaeT obmiee nepudepruddckoe cob@ﬁ%&@%ﬁp‘oﬁﬁ%ﬁé@b@i' 4TO

npuBoauT K cHkeHuto AJl. Ilpu sTom nepudepuueckuii KpOBOTOK YCKOPSAETCS, OJTHAKO YacTOTa
cepaeunbix cokpamienuit (HCC) He Bo3pacraer.
[lepunmonpun oKa3bIBaeT TepaneBTUYECKOE JeiicTBUe Onarogapsi akTUBHOMY METa0OJUTY,
nepunjonpuiary. Jpyrue MeTabonMThl NEPUHIONPHUIA HE OKa3blBAIOT WHTUOUPYIOIIETO
neiicteus Ha AIID in vitro.
Knunuueckan y¢phexmusnocms u 6e3onacnocmep
Apmepuansvnas cunepmen3us
[Tepunnonpuin 3 PexTUBEH B Tepanuu apTepruaibHON THIIEPTEH3UH JII000H CTENEeHHU TAKECTH.
Ha ¢one mnpumeneHus mnpemnapara OTMEYAeTCs CHIKCHHME KaK CHCTOJIMYECKOro, TaK W
auacToinnueckoro A/l B osioKeHUH NAaUEHTa «IEkKa» U «CTOs».
[Tepunnonpun ymensinaer OIICC, yro npuBoauT K cHuxkeHuto AJl, npu 3ToM nepudepudeckuit
KpPOBOTOK yckopsieTcst 0e3 usmenenus YCC.
Kak mnpaBuio, nepuHAONpUI NPUBOAUT K YBEJIWYEHHIO IMOYEUHOTO KpPOBOTOKA, CKOPOCTb
KITyOOYKOBOH (DMIIBTPAIUH ITPU 3TOM HE U3MCHSICTCS.
AHTUTHIIEpPTEH3UBHOE JEHCTBHE Mperapara JOCTHUTaeT MaKcUMyMa uepe3 4-6 4acoB Mocie
OJIHOKPAaTHOT'O IIpUeMa BHYTPh M COXPaHSETCS B TeueHue 24 4acos.
UYepes 24 yaca mocie mnpueMa BHYTpPbh HaOmromaercss BbipakeHHOe (mopsiaka 87 %-100 %)
ocrarouHoe uHruouponanue AIlD.
[TpexpaieHne Tepanuu He COMPOBOKAACTCS PA3BUTUEM CHHIIPOMA «OTMEHBI».
[Tepunmonpun oka3bIBaeT cocypopaciiupsmonee JIeicTBUe, CIOCOOCTBYET BOCCTaHOBJIEHHUIO
AIIACTUYHOCTH KPYIIHBIX apTepuil U CTPYKTYpPbl COCYAMCTON CTEHKU MEJIKHX apTepuid, a Takxke
yYMEHbIIAeT THUNepTpoduio JieBOro xenyaouka. OAHOBpEMEHHOE MPUMEHEHHE THa3HIHBIX
JUYPETUKOB YCWIMBAaeT aHTUrumnepTeH3uBHbI 3(dexr. Kpome sToro, komOuHUpOBaHME
uHruoutopa AIl® u THa3HIHOTO AWYpPETHUKA TaK)Ke MPUBOJUT K CHIKEHUIO PHCKA Pa3BUTHS
TUIOKaJIMEMUU Ha (poHE MpreMa AUYPETUKOB.
Cepoeunas nedocmamouHocmso
[lepunponpun HopMmanu3yeT paboTy cepila, CHIKas MNpeIHarpy3Ky M IOCTHarpysky. Y
narueHToB ¢ XCH, momyyaBmmx nepuHI0npui, ObII0 BHISBICHO:

® CHIDKEHHE JIaBJICHUS HAMOJIHEHUS B JIEBOM U IIPABOM JKeNyI0uKax ceplua;

o cumxkenue OIICC;

e TOBBIIIEHUE CEPJICUHOTO BHIOPOCA M YBETMUEHHUE CEPJICUHOTO HHICKCA.
HccnenoBanue nepuHAONpUIA MO CPABHEHUIO C I1anedo mokaszano, 4to u3MeHeHust AJl mocne

neporo mnpuema nepungonpuia y mnauumeHtoB ¢ XCH (lI-1ll ¢yHkumoHaneHbI Kilacc 1o
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HAOJI0IABIITNXCS TTOCIIE TIprUeMa TuIaneoo.

Llepeopoeackynapuvle 3a601e6anus

[Ipyn mpuMeHEHUH MepUHIOTpUIIa TPeTOyTHIaMHHA 10 2-4 MI/CYTKH (SKBHUBAJIEHTHO 2,5-5 Mr
NEpPUHJIONpUIIa aprMHUHA WM TMEePUHAONpPHIA TO3WiIaTa) Kak B MOHOTEpanmuu, Tak U B
KOMOMHAIMM C WHAANAMHIOM, OJHOBPEMEHHO CO CTaHIAPTHOW Tepamued HHCYIbTa H/HIN
apTepUaJIbHOM TUIIEPTEH3UH WU APYTUX M1aTOJIOTMYECKUX COCTOSIHUM Y AallMEHTOB, UMEIOIINX B
aHamHe3e 1epeOpoBacKyJIsApHble 3a00JeBaHUS (MHCYJIBT WM TPAaH3UTOPHYIO HIIEMUYECKYIO
aTaKy) B TEUEHHUE MOCIETHUX 5 JIeT, 3HAUUTEIbHO CHIXKAETCSI PUCK BOZHUKHOBEHHUS MOBTOPHOTO
MHCYJIbTa (KaK MILIEMUYECKOW, TaK U FeMOpparundeckoi mpupobl). JlONOJIHUTEIBHO CHUXKAETCS
PHUCK Pa3BUTHSA JIETAIbHBIX WJIN NIPUBOJAIIMX K HHBAJIUJIHOCTH UHCYJIBTOB; OCHOBHBIX CEPJIEYHO-
COCYAMCTBHIX OCJIOKHEHMM, BKIIIOUas WH(APKT MUOKAp/a, B TOM YHUCIIE C JETAIbHBIM HCXOJI0M;
JEMEHIINH, CBA3aHHON C MHCYIIBTOM; CEPbE3HBIX YXYALICHUI KOTHUTUBHBIX ()YHKITHIA.

JlanHble TepaneBTHYECKHE IMPEUMYIIECTBA HAOMIOJAIOTCA KaK y MAlUEHTOB C apTepuaibHOU
TUIEpTEeH3MeN, Tak U Ipu HopMaibHOM AJl, He3aBUCHMMO OT BO3pacra, [0Ja, HAIWYUS WU
OTCYTCTBHSI CaxapHOro AuadeTa U TUIA HHCYIbTA.

Cmaounvnas umemuueckan d6onesnsv cepoya (MbC)

Ha ¢one Ttepanuu nepuHAONPUIOM TpeTOyTUIaMUHOM 1O 8§ Mr (PkBUBaIEHTHO 10 wmr
NEpUHJIONpUIa apruHUHA WM MEPUHAONpPUIIA TO3WjaTa) y HanueHToB co crabuinbHo WBC
OTMEUAETCsl CYIIECTBEHHOE CHUXKEHHE aOCONIOTHOTO PHCKA OCIOXHEHHH, MPeIyCMOTPEHHBIX
OCHOBHBIM KpHUTepHeM 3(PPEKTUBHOCTH (CMEPTHOCTh OT CEPJEUHO-COCYAUCTHIX 3a00JIeBaHUIH,
yacToTa HedaTalbHOTO HH(papKTa MHOKapJa W/WIM OCTAaHOBKM Ceplua ¢ MOCIeAyolen
ycnemHo peannManueit) Ha 1,9 %. ¥V nmauuenToB, paHee nepeHecinx HHGApKT MUOKapaa Win
polelypy KOPOHAPHOI peBacKyIsspU3alM1, CHIOKEHHE a0COIIOTHOTO PUCKa COCTaBUIIO 2,2 % 1o
CpaBHEHMIO C IpYIION Iiaredo.

5.2. ®apmakokuHeTHYECKHE CBOHCTBA

AOGcopbrust

[Ipu mpueme BHYTpb NEPUHIONPHI OBICTPO BCACHIBAETCS B KENYIOYHO-KHMIIEYHOM TpPAKTe,
MakcumanbHas KoHueHTpaius (Cmax) B Iiasme kpoBu jgocturaercst depe3 1 u. Ilepuon
nonyBbiBeeHus (T1/2) mepuHonpuia U3 mia3Mbl KPOBU cocTaBisieT 1 4.

[lepunnonpun He obnagaer (apmakosornyeckoil akTuBHOCTHIO. [IpubnusurensHo 27 % ot
o0111ero KoJim4yecTBa abcopOMpOBaHHOTO MEPUHIONIPHIIIA TIONAIAET B KPOBOTOK B BUJIE AKTUBHOTO
MmetabonuTa nepuHaonpuiaata. [lomumo nepunaonpuiara, o0pa3yroTcs eme 5 MeTaboIUTOB, He
oOmamaromux  (apMakoJIOTHIECKOH aKTUBHOCTBIO. Cmax TEpUHAONpWIATA B IJIa3Me KPOBH

JocTuraercs uepes 3-4 4 nocie npuemMa BHYTpb.
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Ha OMo0CcTYmHOCTE. [To3TOMY Npenapar ciaenyeT IpUuHUMAaTh BHYTPb | pa3 B CyTKH, YTpOM, Tiepe]
MPUEMOM THIIIH.

bbu10 moka3aHo, 4YTO 3aBUCUMOCTh MEKY 030 MEePUHA0NPUIIA U KOHLIEHTPALUel ero B ra3me
HMMEET JIMHEHHBIN XapakKTep.

Pacopenenenue u buorpancdopmars

O0Bem pacmpeneneHus CBOOOTHOTO MEPUHAONPUIATA COCTaBISIeT mpubauzutenbuo 0,2 i/kr.
Ces13p mepuHIONpUIaTa ¢ OeIKaMu IUIa3Mbl KPOBH, TJaBHBIM oOpa3zom ¢ AIID, cocrasiser
20 % m HOCHUT 10303aBHCUMBIN XapakTep.

DJIMMUHALMS

[TepungonpuIaT BHIBOAMTCS W3 OpraHM3Ma MOYKAMH, U KOHEUHBIH MEPHOJ MOJYBBIBEICHUS
cBOOOAHON (pakuuu cocTaBiIsieT MPUONIHM3UTENBHO 17 4acoB, B pe3yJbTaTe PaBHOBECHOE
COCTOSTHUE JIOCTUTACTCS B TCUCHHE 4 CYTOK.

Oco0Oble IPVIIILI NAIUEHTOB

BoiBenenne mnepuHaonpuiiaTa 3aMeUIEHO B IOKUJIOM BO3pacTe, a TaKXKe y MAlUEHTOB C
CEp/IEYHOMN ¥ OYEYHOU HETOCTATOUYHOCTBIO.

Junanv3Hbelil KIMpeHc NepuHaonpuiiaTa coctaisetr 70 Mi/MuH.

VY nmanueHToB ¢ LUPPO30M IEUEHU NEYEHOUYHbIN KIMPEHC IEPUHIONPUIIAa YMEHbIIAETCS B 2 pa3a.
Tem He MeHee, KOJIMYECTBO 00pa3yrollerocs MNepuHAONpUIaTa HE YMEHbBIIAETCS, U KOPPEKLUU

JI03bI TIpenapara He Tpedyetcs (cM. pasaensl 4.2 u 4.4).

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB
e JaKTo3a (caxap MOJIOYHBIN);
e pemnoio3a Mukpokpucramnyeckas (MKLI-101 ITpemuym);
e Kpaxmaj KyKypy3HBIH;
e 1oBUIOH-K25;
e MarHus creapar.
6.2. HecoBmecTHMOCTH
He npumenumo.
6.3. Cpok rognocTu (CpoOK XpaHeHus1)
3 roga.
6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH PH XPAHEHUHU
XpaHuTh Ipu TemnepaType He Bbimre 25 °C BO BTOPUYHOI yITakoBKe (TTauke).

6.5. Xapakrep u cofepkaHue NEPBHYHOH YIIAKOBKH
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ITo 10, 30 TabmeTOK B KOHTYPHYIO STYUCHKOBYIO yHaKOBK}): Q%ﬁﬁ&%ﬁaﬁ%ﬁi&hﬁﬁnﬁo%mo

IUIEHKU TOJIMBHHUIXJIOPUIHON/TOJMBUHWIMACHXIOPUIHON U (DOJIBIM aTIOMUHUEBOW MEYaTHON
JIAKUPOBAHHOM.

N 1o 10, 30 TaGaeTOK B KOHTYPHYIO SSYEHKOBYIO YIIAKOBKY M3 MaTeprajga KOMOMHUPOBAHHOTO
Ha OCHOBe (HoJIbIU (TPEXCIOWHBIN MaTepua, BKIIOYAIOIUN aTIOMUHUEBYIO (OJIBIY, IJICHKY U3
OPUEHTHPOBAHHOTO MMOJUAMU/A, TOJUBUHWIXJIOPUAHYIO IUICHKY) U (DOJNBrH altOMUHUEBON
M€YaTHOW JIJAKUPOBAHHOM.

1 unu 3 KOHTYPHBIX AYEHKOBBIX YIIAKOBOK BMECTE C MHCTPYKIIUEH MO0 MPUMEHEHHIO IIOMEIIAIOT B
KapTOHHYIO YITaKOBKY (TIAUKY).

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NPH  YHUYTOXKEHUH  HMCIOJb30BAHHOIO
JICKAPCTBEHHOI0 Npenapara WJIM OTXOA0B, TMOJYYEHHBIX IOcjde NPHMEHEeHHus!
JIEKAPCTBEHHOI'0 MpenapaTa u Apyrue MaHUIYJISIUM C IPenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPALIMOHHOI'O YIOCTOBEPEHUSA
Poccuiickas ®@enepanus
000 «O30n»

Poccus, 445351, Camapckas o0:1., r. XKurynesck, yi. [lecounas, a. 11.

7.1. IlpencraBuTeb AepKaTesisi PperucTPALMOHHOIO Y10CTOBEPEeHU.

[IpeTen3uu HOTDC6I/ITCJ'IGI\;I HalpaBJIATH IO aApPECy:

Poccniickas @enepanns

000 «O30n»

Poccus, 445351, Camapckas 00:1., r.0. XKurynesck, r. Kurynesck, yi. I'uapoctpouTtenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PET'MCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. JATA TNEPBUYHOI PETMCTPALIMUA (IIOATBEPKIEHMS
PETMCTPALIMM, IEPEPETUCTPALIAN)

JlaTa nepBoii peructpanuun
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10. JATA IEPECMOTPA TEKCTA (NOCNEOOBATENEHOCTE 0001)

[MonpoOHbIE cBeAeHWsT O JaHHOM Mpemapare cojaepxkarcs Ha BeO-caiite Corosa

(https://eec.eaeunion.org).
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