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OBILAS XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0 7)

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Wupamamun + [epuanonpun BEPTEKC, 0,625 mr + 2,5 mr, TaObneTKu, TOKPHITHIC TUICHOYHON
000JI0YKOH.

Nupanamun + Ilepungonpun BEPTEKC, 1,25 mr + 5 Mr, TaOieTKu, MOKPBITHIC IICHOYHOU
000JI0YKOH.

Nupanamun + Ilepungonpun BEPTEKC, 2,5 mr + 10 mr, TaGyieTKu, MOKPHITHIC IICHOYHOU
000JI0YKOH.

2. KAUYECTBEHHbBIN U KOJIUYECTBEHHBIN COCTAB
JelicTByromye BENIECTBA: MHIAMAMU + MEPUHIOIPHUIL.

Nupanamuyg + [Mepurgonpuwia BEPTEKC, 0,625 mr + 2.5 Mr, Ta0JeTKH, IIOKPLITHIE UICHOYHOMN
000JI0YKOH

Kaxxnas TabneTka, mokphITas MIEHOYHONH 000J104K0M, comepxuT 0,625 Mr namamamMuaa u 2,5 mMr
MePUHIOIPHUIIA ApTUHUHA.

BcnomorarenbHbie BellecTBa, HaIUYME KOTOPBIX HAJO0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: JJaKTo3bl MOHOTUJIpAT, HAaTpuid (cM. pazzein 4.4).

Nupanamuyg + I[epuamonpun BEPTEKC, 1.25 mr + 5 Mr, TaOJEeTKHW, HOKPBITHIE [LUICHOYHOMN
000JI0UKOH
Kaxxgas Tabnerka, mOKpbITas MIEHOYHOM 0005104KOH, coaepkuT 1,25 mr unpanamuga u 5,0 Mr

MIEPUHJIONPUIIa ApTUHUHA.
BcnomoratenbHble BelecTBa, HaJIMYWe KOTOPBIX HAJO YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
mpenapara: JJaKTo3bl MOHOTUJIpaT, HAaTpuid (cM. paszzen 4.4).

Nupanamuyg + Ilepuamonpun BEPTEKC, 2.5 mr + 10 Mr, TaOJeTKH, HOKPBITEIE IUIEHOYHOH

000JI0YKON

Kaxxgas Tabnerka, mOKpbITas MIEHOYHOM 000JI04KOU, coaepkuT 2,5 mr unganamuaa u 10,0 mr
NEepUHAOIpHUIIA ApTUHUHA.

BcnomorarenbHble BELIECTBA, HAJTMYKME KOTOPBIX HAJ0 YUYUTHIBATH B COCTaBE JIEKAPCTBEHHOI'O
npernapara: JakTo3bl MOHOTUAPAT, HATpull (cM. pa3znen 4.4).

[TonHbIM TepeyeHb BCIOMOTaTEIbHBIX BEIIECTB MPUBENIEH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPBITHIE TNICHOYHOIH 000I0UKOH.

Nupanamung + [epungonpuin BEPTEKC, 0,625 mr + 2.5 Mr, TaOJEeTKH, MOKPLITHIE IICHOYHOM

000J109KOM
Kpyribie 1BOSKOBBIMYKIIbIE TAOJIETKH, TOKPBITHIE TUICHOYHON 000JI0YKO# jkenroro 1sera. Ha
MOTIEPEYHOM pa3pese sSapo OeI0ro WM MOYTH 0eJIoro IBETA.
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000J104KOi
Kpyrible TBOSIKOBBITYKIIbIC TAOJETKH, IMOKPBITHIC TUICHOYHOH 000JI0YKOW O€NOro WM IMOYTH
6emnoro nBera. Ha monepeunoM paspese sipo 0e10ro uiu moutu 06ei1oro msera.

Mupanamuyg + Iepuamonpun BEPTEKC, 2.5 mr + 10 mr, TabJIeTKH, ITOKPLITHIE IJIEHOYHON
000JI0YKOH

[IpononroBatsie JBOSKOBBIIYKJIbIE TAOIETKH C PUCKOH ¢ 00EMX CTOPOH, MOKPBITHIC IIEHOYHOM
0001104KO0#1 Oenoro wiu noutu Oenoro nBera. Ha monepednom paspese sapo 0enoro WiH mouTH
0enoro 1BeTa.

Jlunus paznoma (pucka) He MpeHa3HAYeHA JIIs pa3iaMbIBaHUs TaOIETKH.

4. KIIMHUYECKUE JAHHBIE

4.1. lloka3zanusi K NPpUMEHEHUI0
Nupanamun + [epungonpun BEPTEKC noka3an kK NpUMEHEHHIO Y B3POCIIBIX:
Tabnetku 0,625 mr + 2.5 mr; 1,25 Mr + 5 Mr

- IIpu SCCGHHHaHLHOﬁ THIICPTCH3HU,

- y MAIMEHTOB C apTEPHUATLHOM TUIIEPTEH3UEH U CaXxapHbIM JHA0ETOM 2 THITA JUTS CHUKCHUS
pHUCKa pa3BUTHS MUKPOCOCYIUCTBIX OCIIOXKHEHHH (CO CTOPOHBI ITOYEK) U MAKPOCOCYAUCTHIX
OCJIOXKHEHUH OT CepICYHO-COCYAMCTHIX 3a00JICBaHUIA.

Tabaerku 2,5 mr + 10 mr

- IpPU  3CCEHUUAIbHON TUIEPTEH3UH (MalueHTaM, KOTOpbIM Tpelyercs Tepamus
HNEepUHAONPUIOM B 1o3e 10 Mr U MHIanaMuaoM B J103€ 2,5 Mr).

4.2. PexxuMm 103MpOBaHNs U CNIOCO0 MPUMEHEHUSs
Pexum no3upoBanus

Dccenyuanvras 2unepmen3us

[To 1 tabnerke nexapctBeHHoro npenapata Munanamua + [epunnonpun BEPTEKC 1 pa3 B
CYTKH.

[Ipenapar Wunanamua + Ilepungonpun BEPTEKC cnegyer Ha3zHawath 1mociie paHee
IPOBEJEHHOr0 MOA00pa 403 OTJAENbHBIX KOMIOHEHTOB. [IpenapaT He JOMKeH NPUMEHSThCS A
CTapTOBOM TEpalnuM apTepUAIbHON THUIIEPTEH3UM Y TNAIMEHTOB, paHee HE MOJIy4YaBIIMX
TUIIOTEH3UBHBIE JIEKapCTBEHHbIE MpenapaTsl. Ecnu moTpedyercs W3MeHeHHe J103bl OJTHOTO U3
JENCTBYIONIMX BEIIECTB B COCTABE Mpemnapara (HapuMep, B CBA3M C BHOBb TUarHOCTUPOBAHHBIM
3a00JIeBaHNEM, U3MEHEHUEM COCTOSIHMS TMAIMeHTa WU JIEKapCTBEHHBIM B3aUMOJICHCTBUEM), TO
HE0OXO0IUM MHIMBUIyaJIbHBIN 10A00p 103 OTAEIbHBIX KOMIIOHEHTOB.

[To BO3MOXHOCTH IIpHUEM IpenapaTa HAYMHAIOT C 110100pa 103 OJHOKOMIIOHEHTHBIX Iperaparos.
B cnydyae xinMHHYecKOM HEOOXOIMMOCTH MOXKHO PacCMOTPETb BO3MOKHOCTh Ha3HAu€HUs
KOMOMHMpoBaHHOU Tepanuu npenapatoM Muganamun + Iepunnonpun BEPTEKC cpasy nmocie
MOHOTEPAINH.

Y nayuenmos ¢ apmepuanvnou eunepmensueti u caxapHvlm ouabemom 2 muna OJisl CHUNCEHUs
PUCKA pa3eumus. MUKpOCOCYOUCBIX OCIOHCHEHULl (CO CMOPOHbL NOYEK) U MAKPOCOCYOUCTIbIX
OCJIOACHEHULL OM CePOeUHO-COCYOUCMBIX 3a00.1e8aHUl

PexoMennyercs HaunHaTh Tepanuto ¢ npenapata Munanamun + [Hepungonpun BEPTEKC B noze
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CEPTHOMY OTUETY

NEPEHOCUMOCTH, BO3MOXHO yBeJIM4YeHue 1036l — o 1 Tabnerke Munmanamupn + Ilepunmonpun
BEPTEKC B noze 1,25 mr + 5 mr 1 pa3 B cyTKu.

OcoOble rpynmnel NaueHToB

Tayuenmsi noswcunozo eospacma

[TanmeHTaM MOXHUIIOTO BO3pAcTa JIeueHUE penapaToM Ha3HAYaroT MOCIIE OLICHKH (PYHKIIUHU MTOYEK
u aprepuanibHoro nasienust (AJl). Kimpenc kpeartnHuHa pacCuMTHIBAIOT C y4E€TOM BO3pacCTa,

Macchl TeJla ¥ 1oJja.

Hapywenue ¢pynxyuu novex

[Tpenapar Unpanamun + [epungonpun BEPTEKC npotuBonokasan namuentaM ¢ Tsokenbim (KK
Huxke 30 mi/muH) unu ymepenaoiM (KK wmxe 60 mn/mun — mist tabnerok 2,5 mr + 10 mr)
HapylieHueM QyHKIUU TOYEeK.

VY mauueHToB ¢ yMepeHHbIM HapymeHueMm pyHkuuu noyek (KK 30-60 mi/mMuH) pekoMeHayercs
HAYMHATH TEPAITHIO C HEOOXOIMMBIX JI03 TIPENapaToB (B BHJIE MOHOTEPAITUH ), BXOISIINX B COCTaB
Wnnanamun + [epunnonpun BEPTEKC.

[TaruenTam ¢ KK, paBHbIM nin npeBbImatonum 60 MiI/MUAH, KOPPEKITUU 1036l HE TPeOyeTcsl.

Ha ¢one Tepanmnu HE0OXOIUM PEryISIPHBI KOHTPOJh KOHIICHTPAIIMM KPEATWHWHA M KaJIUs B
IJ1a3Me KpPOBH.

Hapywenue ¢pynxyuu nevenu (cMm. paznenst 4.3, 4.4, 5.2)

[Ipenapar Unnanamupn + Ilepunnonpun BEPTEKC nporuBomnokasan nmanumeHTaM C TSKEIbIM
HapylieHneM (QyHKIUHU TICUCHHU.

[Tpu ymepeHHOM HapylieHU: QYHKIIMU TIEYSHU KOPPEKIIUS 10361 HE TpeOyeTcsl.

eTH
be3zonacHocth u 3¢ dexruBHOCTs Npenapata Munanamua + [epunnonpun BEPTEKC y nereit B
Bo3pacte oT 0 10 18 yeT Ha JaHHBI MOMEHT HE YCTaHOBJICHBI.

Cnooco0 rmpuMeHeHus
BHyTpb, MPEeINOYTHTEIBHO YTPOM, TMEpe] MPUEMOM MHIU. TablleTKy cienyeT MpOoriaThiBaTh

[EJIMKOM, 3aITHBasi BOJOM.

4.3. IlporuBONOKa3aHKUSA

Nupanamun

- ['MrepuyBCTBUTENFHOCTE K JIGHCTBYIONIEMY — BEMIECTBY WM JIFOOBIM  JIPYTHM
cynb(poHaMuIaM.

— YMmepennoe HapymeHue ¢yHkiun nouek (knupenc kpearnauna (KK) auxe 60 min/muH)
(st mo3upoBku Mumamamuy + [epunagonprt BEPTEKC 2,5 mr + 10 mr).

- Tsoxenoe Hapymenue Gynkuuu nouek (KK wike 30mn/MuH).

- [Teuenounas sHuedanonarus. Tspkenoe HapynieHne YHKITUU TICYCHH.

- ['mnokanuemus.

- CoBMmecTHOE TMPHUMEHEHHE C HEAHTHMAPUTMUYECKMMHU JIEKApCTBEHHBIMH CPEJICTBAMH,
CHOCOOHBIMU BBI3BaTh IOJUMOP(GHYIO JKEIYIOYKOBYIO TaxXUKapIUIO0 THUIA IHPYIT»
Herenecooopa3Ho (cM. pasnen 4.5).

—  Ilepuon rpynHoro BckapmiauBanus (cM. paszaen 4.6).
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[Tepunponpun

- ['MnepuyBCTBUTENBHOCTh K JIEHCTBYIOIIEMY BEIECTBY WM JIOOBIM IPYTUM HHTUOUTOPAM
aHTHOTEeH3WHITpeBpalaromniero pepmenta (AIlD).

- AHrnoHeBpoTHueckuii otek (oTek KBuHKE) B aHamHe3e Ha (poHE mprueMa WHTHOUTOPOB
AIID (cMm. paznen 4.4).

- HacnenctBenHbIl / ©IMONATHYECKUI aHTHOHEBPOTUYECKHUIA OTEK.

- bepemMeHHOCTB U MIepUOJI TPYIHOTO BCKapMIMBaHus (M. pazjen 4.6).

- CoBMecTHOE TNpPUMEHEHHE C alUCKUPEHOM U JIGKAPCTBEHHBIMU  IIpenaparamu,
COJIepKallMMH AJMCKUPEH, Y MAIMeHTOB C CaXapHbIM JUAa0ETOM W/WIIM YMEPEHHBIM WU
TSDKETIBIM HapylieHHeM (QYHKUUU TOYeK (CKOpocTh KiyboukoBoil ¢unbrpamuu (CKO)
menee 60 M1/Mun/1,73 M2 IomaaM MOBEpPXHOCTH Tena) (cM. pasaensl 4.5 u 5.1).

- CoBMecTHOE TPUMEHEHHE C aHTaroHucramu peuentopoB anruoreHsuHa II (APA 1I) y
MAalMeHTOB ¢ AuabeTHUecKoi HedponaTuen (cM. pazaern 4.4).

— CoBMecTHOE TMPUMEHEHHE C KOMOMHalMeW BaicapTraH + cakyoutpui. Mumamamun +
[lepungonpun BEPTEKC Henb3s npuHumarb paHee, 4yeM uepe3 36 4acoB mocie
MPUMEHEHHUS MOCIeIHEeN 103bl KOMOMHAIIMK BajicapTaH + cakyoutpun (cm. pasaensl 4.4. u
4.5).

— DKCTpakopropalibHasi Tepamnus, NPUBOJAIIAS K KOHTAKTY KpPOBH C OTPHUIATEIHHO
3apsKEHHBIMU TIOBEPXHOCTSIMH (CM. pazzen 4.5).

- BbIpakeHHbII JABYCTOPDOHHMM CTEHO3 IIOYEUYHBIX AapTEpUd WM CTEHO3 apTepHH
€MHCTBEHHON (PYHKIIMOHUPYIOLIEH mouku (cM. pa3zaen 4.4).

WNuananamun + [epungonpuia BEPTEKC

- ['MnepuyyBCTBUTENBHOCTh K JIFOOOMY M3 BCIIOMOIaTENbHBIX BELIECTB, MEPEYHCICHHBIX B
paznene 6.1.

- N3-3a OTCYTCTBHSI JOCTATOYHOI'O KIMHHYECKOTO OIbITa JIEKAPCTBEHHBIA Ipenapar
Wupnanamun + Ilepunponpun BEPTEKC He craenyer mNpuMEHSATh Yy TALMEHTOB,
HaxOJAIIMXCSA Ha TIeMOJMANIN3E, a TakKe Yy IMAIUEHTOB C HEICYCHOW CEepACYHOU
HEJOCTATOYHOCTBIO B CTAUU JCKOMIICHCALUH.

4.4. OcoOble ykazaHMsl 1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEeHUH
C OCTOPOXKHOCTBIO

CucreMHble 3a007€BaHUS COEIMHUTEIBHON TKaHU (B TOM YMCJIe, CUCTEMHAs KpacHasl BOJTYaHKa,
CKJIEpoAiepMuUsl U Jp.), CONYTCTBYIOLIEE MPUMEHEHHE aJUIONypUHOJIa, IUTOCTaTUKOB U
UMMYHO/JICTIPECCAHTOB, WM NMpOKauHaMKIa (PUCK pa3BUTHS HEUTPONEHUU U arpaHyJoLNTO3a),
COITYTCTBYIOIIAs Tepanus NpenapaTaMy JIMTHUS, MpernaparaMu aluCKUpeHa y MalMeHTOB 0e3
caxapHOro Auadera Wi HapylleHuH (yHKINUY [TOYEeK, aHTarOHUCTAMU PELENITOPOB AaHTMOTEH3HHA
II (APA 1II) y mnamuentoB ©0e3 auabeTnuyeckod HedpomaTuu, IpernapataMu 30510Ta,
HECTEpOMJHBIMU  MpOTHBOBOCHANUTENbHbIMU  mpemapatamu  (HIIBII),  Gaknodenowm,
KOPTUKOCTEPOUIaMH, WHTHOWTOpAaMU Hemprim3uHa (cM. pasaen 4.5.), mpemaparaMu, KOTOpbhIe
MOryT BbI3BaTh yaiuHeHue unrepBaia QT Ha snexrtpokapauorpamme (OKI'), cepaedynbimMu
TJIMKO3UaMH, JIGKAPCTBEHHBIMH TIpenapaTamMH, KOTOPBIE MOTYT BBI3BATh IOJUMOPQPHYIO
KEITYJOYKOBYIO TaXWKApAUIO TUIA «IIHPYIT», YTHETEHHE KOCTHOMO3IOBOTO KPOBETBOPEHMS,
CHIDKEHHBI 00BbeM HHPKYJIHPYIOIEH KpoBU (IpHUEM IHYPETHKOB, OeccoseBas aueTa, pBOTa,
nuapesi, TeMOAMAaN3), WIIeMudeckas OoJe3Hb cepala, IepeOpoBacKyIsipHbIE 3a00JieBaHUS,

4
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XpoHHYecKas cepaeuHas HepoctaToqHocTh (11 - IV ¢pyHKImoHnanpHOTO Kiacca 1o KiaccupuKaim
NYHA), napymenust GyHKIMY [IEYEHU U TIOYEK, TUIIEPYPUKEMHUS (OCOOCHHO COMTPOBOKAAIOIIASICS
nojarpoi M ypatHeiM HedponuTHazom), admibHOCTE AJl, MOXWIION BO3pact, MpOBEACHUE
reMo/iainu3a C NMPUMEHEHHEM BBICOKONMPOTOYHBIX MEMOpaH WM JeCeHCHOWIM3alus, Tepen
npouenypoii adepeza smmonporenHoB Hu3kou rmioTHoctu (JIITHII), cocrosHme mocne
TPAaHCIUIAHTALUU MTOYKH, XUPYPrUYECKOe BMEIIATEIbCTBO/aHECTE3 s, CTEHO3 a0PTAJIbHOIO MU
MUTPAJIBHOTO KJallaHa/TunepTpopuueckas OOCTPYKTHBHAs KapAMOMHOIATHS, aTepOCKIIEPO3,
IPEJCTaBUTENIN HErPOUHOM packl (MEHee BbIpaKEHHBINH 3(h(PEKT OT MpUMEHEHHUs), CIOPTCMEHBI
(BO3MOXHa IOJIOXKMUTENIbHAS pEakUus MpH JONHMHI-KOHTPOJIE), COIYTCTBYIOLIAsl Tepamnus
KanuiicOeperaonyMy JUypEeTUKaMH, MpernaparaMyd Kalusg WiIH Yy MaldeHTOB C MOBBIIIEHHBIM
COJlep’)KaHMEM  KaiMusi B IJJa3Me, TUIEpKAIMEeMHUs, TUIOHATPUEMHS,  OTATOLICHHbIN
aJJIEpProJIOTHYECKUil aHaMHE3, aJulepruyecKas peakius Ha MEHUIUIUIMH B aHAMHE3€.

O6mee I MHAaaMMia M IICPUHAOIIPpHUIIa

IIpenapamul tumus

CoBMmecTHOE NpUMEHEHHE KOMOMHALMK MHJANaMuAa U MEepUHIONpUIIA ¢ IpenapaTaMy JIMTUS
00BIYHO HE peKOMeHayeTcs (cM. pasnen 4.5).

Hapywenue ¢ynxyuu novex

Tepanus npenaparom Munanamuy + [epunnonpun BEPTEKC npotuBonokasaHa nanueHTam ¢
NOYeyHOW HenocTaToyHOCThI0 Tspkenoi cremenu (KK menee 30 mu/mMuH), a A JO3HPOBKH
Nupanamun + I[epunnonpun BEPTEKC 2,5 mr+10 Mmr ¢ ymepeHHBIM HapylieHueM (pyHKUIUU
nouek (KK menee 60 mu/MuH). Y HEKOTOpBIX MAllMEHTOB C apTepUAIbHOM rurnepreH3ueil 6e3
IPEIIECTBYIOIIET0 OYEBHIHOTO HapyIIeHUs (QYHKIMM TOYEK Ha (POHE TeparTui MOTYT MOSIBUTHCS
nabopaTopHble NpPU3HAKA (QYHKIMOHAIBHOM MNOYEYHOW HENOCTaTOYHOCTH. B 3TOM ciydae
JIeYeHUE CJenyeT NpeKpaTuTh. B nanpHeillieM MOXHO BO300HOBUTh KOMOMHHPOBAHHYIO
Tepanuio, MPUMEHsIS] HU3KKE J03bl IPEnaparoB, JIMOO MPUMEHSTh TOJIBKO OJIMH U3 IIPENnapaToB.
TakuM mnanueHTaM HEOOXOAMM PEeryJsIpHbII KOHTPOJIb KOHILIEHTPAllUM HOHOB Kalus |
KpeaTHHHHA B KPOBU — uepe3 2 HeIeNH [0ocJie Hayaa Tepanuy U B JaJIbHEHIIeM Kaxable 2 Mecsla
B MIEpUOJ, KOrJa J03a mpenapara nojpodpana. [louednas HEAOCTaTOYHOCTh Yallle BO3HUKAET Y
NAIUEHTOB C  TSDKEIOM CEpACUHOM  HENOCTAaTOYHOCTBIO WM  HCXOJHOW  IOYEHYHOH
HEJ0CTaTOYHOCTBIO, B TOM YHCJIE, IPU CTEHO3€ MOUYEYHON apTEPHH.

JlexapctBennbiii npenapat Mupanamupn + Ilepunnonpun BEPTEKC He pexomeHnoBaH k
MIPUMEHEHHUIO B CIIy4ae ABYCTOPOHHETO CTEHO3a MOYEUHBIX apTepPHil UM B CiIydyae eMHCTBEHHON
(GYHKIIMOHUPYIOLIEH TOYKH.

Apmepuanvuas cunomensus u HapyueHue 600H0-21eKMpPOIUMHO20 baranca

B cinyyae uMcxoaHON TMIOHATPUEMHU CYIIECTBYET PUCK BHE3AITHOTO PA3BUTHS apTepuaibHON
TUIIOTEH3UHU, B YACTHOCTH, y MAIMEHTOB CO CTEHO30M Mo4euHoil aptepuu. [losTomy HEOOX0AMMO
IPOBE/IEHUE CHUCTEMaTHYECKONH OIEHKH CHUMIITOMOB O0€3BOXKHMBAHUS M CHUKEHUS COJAEPIKaHUS
AJIEKTPOJINTOB B IUIA3ME€ KPOBM, HANPUMEP, IMOCIE AWAPEM WIM PBOTHL. TakuM NalMeHTaM
HEO0XO0/IUM PeryJisipHbIil KOHTPOJIb COJEPIKAHUS DIEKTPOIUTOB TIa3Mbl KPOBH.

[Tpu BbIpakeHHOW apTepHAIbLHON T'MIIOTEH3UH MOXET MOTPeOOBaThCS BHYTPUBEHHOE BBEICHUE
M30TOHUYECKOTO COJIEBOTO PacTBOpa.

TpaH3uTOpHAas apTepuanbHas TMIOTEH3Hs HE SBIACTCA IPOTUBONOKA3aHUEM JUIS ITPOJOJIKCHUS
tepanuu. [locie BoccTaHoBiieHHsI o0beMa NMUPKYIHpyIomeld KpoBu U AJl MOKHO BO30OHOBHUTH
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Tepanuio, TPUMEHSSI HU3KUE JT03bI, TUOO MPUMEHSTh TOJ'BR‘O'OM n "Kgmémog TIpeirapaTa.

Cooepoicanue kanus

KomOuHupoBaHHOE MPUMEHEHHE WHAANaMHUIa U MEPUHIONPHIA HE NPEAOTBpPAIAaeT pa3BUTHE
TUIIOKATUEMUH, OCOOCHHO Yy TAIMEHTOB C CaxapHbIM JHa0eTOM WM  TOYCYHOU
HEIOCTaTOYHOCThIO. Kak M B cilyuae NpPUMEHEHHUs JII0OOro THMIIOTEH3MBHOTO Iperapara B
KOMOHMHAIMH C TUYPETUKOM, HEOOXOIUM PEryJISIPHBIA KOHTPOJIb KOHICHTPAIIMH KaIHs B TIa3Me
KPOBH.

WHpanamMun

Ileuenounas snyeganonamus

[Tpu HanmMuMy HapymeHui YHKIUY TEYSHU TPUEM THUA3HUIHBIX U THA3HIOTIOJOOHBIX TUYPETHKOB
MOXXET MPUBECTH, OCOOCHHO B CIIydae 3JIEKTPOJIUTHOTO IucOanaHca, K Pa3BUTHIO NMEUYEHOYHOU
SHIePATONATHH, KOTOPast MOXET IPOrPECCUPOBAThH 10 TIEYCHOYHON KOMBI. B Takoi cutyanuu
cienyeT HEMEUICHHO MPEKPaTUTh IIPUEM AUYPETHKA.

DomouyecmeumenbHoOCmb

Ha ¢one npuemMa THa3uAHBIX U THA3UIOMOAOOHBIX TUYPETHUKOB COOOIIATIOCH O CIy4asX Pa3BUTHUS
peakiuii  ¢otouyBcTBUTENBHOCTH (cM. pazaen 4.8). B cmywae pasButus peakuuid
(OTOUYBCTBUTEIHPHOCTH Ha (OHE Mpuema IMpernapara CieayeT NPeKpaTtuTh JiedeHue. [Ipu
HEOOXOAMMOCTH TMPOJODKEHHS] TEpanuu AUYyPETUKAMH, PEKOMEHJIYeTCS 3alluilaTh KOXKHbBIC
MTOKPOBEI OT BO3JICHCTBHSI COJTHEUHBIX JIydel WM UCKYCCTBEHHBIX YIbTPA(HUOICTOBBIX JIYUCH.
Boono-anexkmponumnsiii 6ananc

Konyenmpayus uonos nampus 6 niasme kposu

KonnenTpanuio HOHOB HaTpUs B MJIa3Me KPOBU HEOOXOIMMO ONpPEAENsATh O Havaia JIeYeHHs, a
3aTeM peryJsipHO KOHTPOJIMPOBaTh Ha (hoHE MpueMa npenapara. CHIKEHUE KOHIIEHTPAIIUH HOHOB
HATpUs Ha HAYaJIbHOM 2Tare MOXKET HE COMPOBOXKAATHCS KIMHUYECKUMHU CUMIITOMaMU, TIO3TOMY
HEOOXOIUM PeryJIsIpHBII Ta00paTOpHBIA KOHTPOIIb. boliee 4acThiii KOHTPOJIb COAepKaHUS HOHOB
HATpHUS MTOKa3aH MaIMeHTaM C [IUPPO30M TCUSHH | MAIUEHTaM IMOXKFIIIOTO BO3pacTa (CM. pa3ieibl
4.8, 4.9). Jleuenne M00BIMH TUYPETUKAMU MOJKET BBI3BaTh THIIOHATPUEMHIO, HHOTJA C OYEHb
CEPbE3HBIMU TIOCJICICTBUSIMHA. | UTIOHATPHEMHSI, COMPOBOXK/IAIOMIASACS THUIIOBOJIEMUEH, MOXKET
MPUBOJUTh K PA3BUTHIO OOE3BOKHUBAHHUS M OPTOCTATHYECKOW THUIMOTeH3WH. COMYyTCTBYIOIIEE
CHI)KCHHME COJAEpKaHMsI HMOHOB XJIOpa MOXET TMPUBECTH K Pa3BUTHIO BTOPHUYHOTO
KOMIIEHCATOPHOTO METabOJIMUYECKOTO alKalio3a: YacToTa €ro BO3HUKHOBEHHUS M CTEINeHb
BBIPQXEHHOCTH HE3HAYHUTEIbHBIC.

Konyenmpayusa uonoe kanus 6 nnasme kposu

CHIKeHUe KOHIICHTPAIUN KaJIHsl ¢ TUITOKAIMEMHUEH SIBJISICTCS OCHOBHBIM PHCKOM, CBSI3aHHBIM C

Tepanueld THA3HIHBIMA W THA3HJIOMOJOOHBIMH JTUYPETHKAMU. | UTIOKaTUEMHUs MOXKET BBI3BATH
MBbIIIeuHble paccTpoiicTBa. CooOmanock 0 ciy4asx padJaoMHOIN3a, B OCHOBHOM Ha (oOHE
TSDKEJION THITOKAITHEMUH.

HeobxonuMo npeaynpexaarh puCK CHUYKEHUS KOHIIEHTPAIIMU HOHOB Kanus (MeHee 3,4 MMOJIb/J1)
y CIEIYIOUUX KaTeropuid MAlMEHTOB W3 TPYIIbl BBICOKOTO PHUCKA: MAIMEHTOB MOXKHIOTO
BO3pacTa W/WJIHM UCTOIIEHHBIX MAIIMEHTOB KaK MOMyYaIoNINX, TaK U HE TOMyYaolUX COUeTaHHYIO
MEIUKAMEHTO3HYIO TEpamnuio, MalWeHTOB C LUPPO30OM IE€UYEHH C OTEKaMH M ACIIUTOM,
UIIEMUYECKON OOJIE3HBIO CEepJIla, CEePACYHON HEAOCTATOYHOCThIO. [ HIOKaTMeMus y 3THX
MAalMeHTOB YCUJIMBAET TOKCUYECKOE [EHCTBHE CEpPJCYHBIX TJIMKO3UJIOB W TIOBBIIIACT PHUCK
BO3HUKHOBEHHUS HAPYIICHUH pUTMA.

K rpymnme moBbIIeHHOT0 pUCKa TaK)Ke€ OTHOCSATCS MAIMEHTHI C yTMHEHHBIM nHTEepBaioM QT Ha
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['unokanuemusi, Takxke, Kak U OpajauKapausi, COCOOCTBYET Pa3BHTUIO TSKEIBIX HApPYIICHUUN
CEpJICYHOT0 PHUTMA, OCOOCHHO NOTUMOP(HON >KETYJOYKOBOM TaxXWUKaApAUU THUTA «ITUPYITH,
KOTOpasi MOXKET OBITH (haTabHON. BO BceX ONMMCAHHBIX BBIIIE CITyYassX HEOOXOIUM OoJiee YacThIi
KOHTPOJIb COJICpXKaHUs MOHOB Kallus B IU1a3Me KpoBU. [lepBoe n3MepeHne KOHIEHTPAIIUU HOHOB
KaJIisi HeOOXOMMO MTPOBECTH B TEUCHHE MIEPBOI HEJENIM OT Havalla TePaIuu.

[lpr BBISIBICEHUM TUNOKAJIMEMHUW JOJDKHA TPOBOAMTHCS  COMYTCTBYIOMIAS — KOPPEKIIHSL.
['unokanuemusi, CBsI3aHHAsI ¢ HU3KOW KOHIICHTpAIMEH MarHusi B CBIBOPOTKE KPOBH, MOXKET OBITh
PE3UCTEHTHA K JICUCHHIO JIO TeX IOp, MOKa YPOBEHb MAarHusi B CHIBOPOTKE KPOBH HE Oyler
CKOPPEKTHUPOBaH.

Konyenmpayus uonoe kanvyus 6 nnazme kposu

TuasugHple ¥ THA3HIOMOAO0HBIC AMYPETUKH MOTYT YMEHBIIATh BHIBEJICHHE WOHOB KaJIbITUS

MOYKAMHU, IPUBO/IA K HE3HAYUTEIbHOMY U BPEMEHHOMY MOBBILIEHUIO CO/IEPKAHMSI MOHOB KaJIbLUs
B IUIa3Me KPOBU. BbIpakeHHOE TOBBIIIEHHE KOHIIEHTPAIMU HOHOB KaJbIHsI MOXKET OBITh CBA3aHO
C  HeIWarHOCTUPOBAaHHBIM  rumnepmaparupeo3oMm. Ilepen  uccrnemoBanwem  QpyHKUUU
MapalUTOBUIHBIX JKelle3 CIeyeT OTMEHUTD MIPHEM TUYPETHUECKUX CPECTB.

Konyenmpayus macnus 6 niasme Kposu

Ha ¢one mpumeHeHHs THA3WAHBIX M THA3HIOMOMOOHBIX JWYPETHKOB, BKJIIOYAs HHIANIAMU],
OTMEUAJIOCh YBEIMUYEHUE BBIACICHUS MarHUs ¢ MOYOW, YTO MOXET CTaTh NMPUYMHON pa3BUTHUS
runomMarauemMuu (cm. pasnuensi 4.5 u 4.8).

Konyenmpayus 2nioko3svl 6 kposu

Heo0xoauMo KOHTPOJIHMPOBATH KOHIICHTPAIMIO TIIIOKO3bI B KPOBHU Yy TMAIIMEHTOB C CaXxapHBIM
11abeToM, 0COOEHHO, KOT1a KOHIIEHTpaIUs HOHOB Kallusl HU3Kasl.

Mouesas kucnioma

VY nanMeHTOB C NOBBIIIEHHON KOHILIEHTpPAlMEW MOYEBOM KHCIOTHI B IUIa3ME KPOBU HMMEETCS
TEHJCHIIMS K YBEJIMYEHHUIO YaCTOThl BOSHUKHOBEHHUS ITPUCTYIIOB ITOAATPBHI.

Juypemuueckue cpeocmea u QpyHKyus nouex

TuazuaHble 1 THA3UIO0TIOA00HBIE TNYPETUKU AP (EKTUBHBI B ITOJIHOM Mepe TOJIBKO y MAIlUEHTOB C
HOpPMaJIbHOW MJTM HE3HAYUTEJIbHO HapyIIEHHOHN (yHKIMEH mouek (KOHLEHTpalus KpeaTuHuHa Y
B3pOCJIBIX MAIUEHTOB HUXKE 25 Mr/i uian 220 MKMOJIb/1).

VY NOXUiBIX NMAallMEHTOB YPOBEHb KPEaTMHHHA B IIJIa3M€ KPOBM JIOJDKEH OLIEHUBATBHCS C YUETOM
BO3pacTa, Beca U 1ojia, B COOTBETCTBUU ¢ (opmyroi KokpodTa:

Knupenc kpearnnuna (KK) = (140 — Bo3pact) X Bec/0,814 X KOHIIEHTpalHs KpeaTHHUHA B TJIa3Me,
IJie: BO3PacT B rojlax, BeC B KT, KOHIIEHTPALUs KpeaTHHUHA B TJIa3M€ MKMOJIb/JI.

dopmysa MOAXOAUT JUIsl MY>KUHH MOKUIIOT0 BO3pAcTa; ISl )KEHILMH MM0KUIIOT0 BO3pacTa clieAyeT
YMHOXHUTH pe3ynbTat Ha Kodpdurmenr 0,85.

B Havarne neueHuss AMypEeTUKOM y MALMEHTOB U3-3a TUIIOBOJIEMUH (BCJIE/ICTBUE BBIBEICHUS BOIbI
U HUOHOB HaTpWs) MOXKET HaONI0/IaThCs BPEMEHHOE CHH)KEHHE CKOPOCTH KIyOOUKOBOI
GWIbTpallui W yBENMYEHUE KOHIEHTPALMM MOYEBUHBI M KpEeaTMHHHA B IUIa3Me KpOBH. JTa
TpaH3UTOpHas (YHKIMOHAJIbHAsI TOYEeYHas HEJAOCTATOYHOCTh HE MMEeT HeOJIaronpusTHBIX
HOCHEACTBUM /1 MAllMEHTOB C HMCXOJHO HOPMAIbHOM (yHKUIMEH NOYeK, OJHAKO MOXKET
yCyryOJsTh YK€ MMEBIIEecs /IO Hayana JIedeHUs HapyleHne (yHKIIMU MoYeK.

Cnopmcmenul

CnoprcMeHaM ciielyer oOpaTUTh BHUMaHUE Ha TO, YTO JIGKAPCTBEHHBIA MpemnapaTr COJAEPKUT
JEICTBYIOIIEE BEIIECTBO, KOTOPOE MOXKET JaBaTh MOJOXKHUTENbHBIN pe3yabTaT NpU MPOBEACHUN
JOTIMHT-TECTA.
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CynbhoHaMu U €ro NpoM3BOAHBIE MOTYT BBI3BIBATh PA3BUTHE WIAMOCHHKPA3ZUYECKON peaKiui,
NPUBOJAALICH K Pa3BUTHIO XOPUOMJAIBHOTO BBINOTA C JEPEKTOM IOJIS 3pEHHs, MPEXOasuei
MHUOIMU U OCTPOM BTOPUYHOW 3aKPBITOYrOJIbHON Iiiaykome. CHMITOMBI BKIIIOUAIOT BHE3AITHOE
CHIDKEHHE OCTPOTHI 3pEHHs WM OOJb B IJ1a3ax C OCTPHIM HAYaJIOM M OOBIYHO BO3HUKAIOT B
TE€YCHHE HECKOJIBKUX 4YacOB WJIM HEJENb IIOCNIe Hayaja npueMa npenapara. IIpu orcyrcreun
JIEYSHMsI OCTPast 3aKPBITOYTOJIbHAS [NIayKOMa MOXKET IPUBECTU K HEOOpaTUMOil orepe 3peHus. B
IEPBYIO OuYepe]b TEpalus 3aK/I04YaeTcs B MaKCUMaJIbHO OBICTpOH OTMeHe npenapata. Eciu
BHYTPUIJIA3HOE JIaBJICHUE OCTACTCS HEKOHTPOJIUPYEMBIM, MOKET MOTPEeOOBAaTHCS HEOTJIOKHOE
MEJUKAMEHTO3HOE JICUCHHUE WIA XUPYPrU4EeCKOE€ BMEIIATEIbCTBO. DaKTOpaMu PUCKA pa3BUTHUSA
OCTPOH 3aKPBITOYTOJBHOW TJIAYKOMBI MOTYT OBITh ajNIEPTHUECKUE PEaKUUU Ha CYIb(pOHAMHIBI
WU IEHULWUIMH B AaHAMHE3E.

Ilepunponpuin
Heouinas 6roxkada penun-aneuomensu-aaboocmeporogotl cucmemwvt (PAAC)

NmeroTcs paHHble 00 YBEJIMYEHWH PUCKA BO3HUKHOBEHMsI apTEpUalbHOM T'MIIOTEH3MH,
TUIEPKAIMEMUH U CHUXEHUS (QYHKLMU MOYEK (BKJIOYas OCTPYIO NMOYEUYHYIO HEJJOCTATOYHOCTD)
Ipu COBMECTHOM mpuMeHeHuu HHruoutropoB AII® u APA II mmm amuckuperoM. Ilostomy
nBoiinas 6iokana PAAC nocpencrBom coueranus uarudutopa AIID ¢ APA 11 unm anuckupenom
He pexomenayercs (cm. pazaenst 4.5, 5.1). Ecnu nBoitHas 6y10kana abCoMOTHO HEOOXOAMMA, TO
3TO JJOJKHO BBIMOJIHATHCS MO CTPOTUM HAOJIIOJEHUEM CIIEUAINCTa IPU PETYJIIPHOM KOHTPOJIE
(GYHKLUU MOYEK, COEPKAHUS HIIEKTPOIIUTOB B I1azMe KpoBu U A/Jl.

[Tpumenenne wunruOutopoB AIID B coueranuum c aHTaroHuctamu penentopos APA I
IPOTHBOIOKA3aHO y MAllMEHTOB C AMa0eTHYecKOl HedponaTuell 1 He peKOMEHAYeTCs y IPYTUx
nanueHToB (cM. pa3aensl 4.3, 4.5).

Kanuiicoepezarowue ouypemuxu, npenapamsi Kaaus, Kaiuticooepicawjue 3ameHument NUesoll
conu u nuujesvlie 000a8KuU

He pexomenayetcsi coBMeCTHOE MpUMEHEHNE EPUHIONIPUIIA U KaJuiicOeperaonmx JMypEeTUKOB,
a TaKKe MpEernaparoB Kalus, KaTUKUCOIEpkKAIIMX 3aMEHUTEIEH NHUIIEBOW COJIM M MHILIEBBIX
n106aBok (cMm. pasnen 4.5).

Hetimponenus, acpanynoyumo3s, mpomooyumonenus, anemus

HmeroTes cooOIeHus 0 pa3BUTHH HEHTPOIIEHUH/arpanyIonuTo3a, TPOMOOIUTONCHUN U aHEMHUHU
Ha ¢oHe npuema MHruouTopoB AIID. V manueHTOB ¢ HOpMaNbHOM (QyHKUMEH mouek u Oe3
COITYTCTBYIOIUX (PaKTOPOB pPUCKA HEUTPONEHUsI BO3HUKAET peako. C KkpaifHel 0CTOPOKHOCTHIO
clenyeT MPUMEHSITh NEPUHIONPIIT Ha (DOHE CHCTEMHBIX 3a00JIeBaHUI COeAMHUTEIbHON TKaHHU, a
Takke, Ha (OoHE IMpHeMa UMMYHO/JETPECCAHTOB, AJUIONYPUHOJIA WM MpOKauHaMUAa, WA Hpu
COUYETaHHH 3TUX (PAKTOPOB, OCOOEHHO y MAIMEHTOB C UCXOJHO HAPYIIEHHON (PYHKIIMEH MOYeK.
Y HEKOTOpBIX MalMEeHTOB BO3HUKAIM TsDKeNble MH(EKIMOHHbIE 3a00J€BaHus, B pAJE CIIy4aes,
YCTOMYMBBIE K MHTEHCHBHOHM aHTHOMOTHMKOTepanuu. [Ipy HazHaueHHHM NEpUHAONPUIA TaKUM
NalUeHTaM PEKOMEHIYETCS MEPUOJAMYECKH KOHTPOJIUPOBATh YHUCIIO JIEHKOLUUTOB B KpPOBH.
[TateHTHl OJDKHBI COOOIIATh Bpady O JIOOBIX NpU3HAKaX HMH(MEKIMOHHBIX 3a00JeBaHUM
(HampuMep, 60J1b B TOpIIe, TUXO0paka) (cM. pa3aensl 4.5, 4.8).

AHeMHUsI MOXKET Pa3BUBATHCSA y NMALUEHTOB IIOCIE TPAHCILIAHTALMM MOYKM WIM y HMAIUEHTOB,
HaxoJAUIMXcs Ha reMoauanuse. [lpu 3ToM cHnkeHne reMorsioOnHa TeM OoJIblIe, YeM BbIIIE ObLI
€ro MnepBOHAYaJIbHbIN MOKa3zaTenb. ITOT () (PEKT, N0-BUAUMOMY, HE SBIISIETCS 10303aBUCHUMBIM,
HO MOJKET OBITh CBSI3aH C MEXaHW3MOM JIeHCTBHS HHTHOUTOPOB ATID.
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ocTaeTcs CTaOWJIBHBIM M IMOJHOCTBIO BOCCTAaHABIMBACTCS IOCJIE OTMEHBI IpemnapaTa. Y TaKux
NAIMEHTOB JICYCHHE MOXKET OBITh MPOJOJIKEHO, OJHAKO I'€MaTOJOIMYECKHE aHATU3bl JOJDKHBI
IIPOBOAMTHCS PETYIISPHO.

Penosacxynapnas cunepmensus

Y mNanuMeHToB € JABYCTOPOHHHM CTEHO30M IIOYEUHBIX apTepUil MU CTEHO30M apTepuu
€IMHCTBEHHON (PYHKITMOHHMPYIOIIEH MOYKH Ha (oHe mpuMeHeHus nHruoutopa AIID Bo3pacraer
PHUCK pPa3BUTHS TUIIOTEH3UH U MMOYEYHOU HepocTaTouHOoCTH (cM. pazzen 4.3). [Ipuem nuypetukon
MOKET OBITh JIOMTOJIHUTEIbHBIM (PaKTOpOM pucKa (cM. pasnen 4.3). YxynameHnue GyHKIIUN MOYeK
MOXET HaOJIOaThCsl YK€ MPH HE3HAUYUTETbHOM M3MEHEHUHM KOHIIGHTPAIlMM KpeaTWHHHA B
CBIBOPOTKE KPOBH, J1aX€ Y MALIUEHTOB C OJJHOCTOPOHHUM CTEHO30M I10YEUHOM apTepuu.
MeTto10M JleueHNs PpEHOBACKYJISIPHOM TUIIEPTEH3UM SIBIISIETCS peBacKyisipu3anus. Tem He MeHee,
npuMeHeHne HHruouTtopoB AII® MokeT oOKa3blBaTh IOJOKHUTEIBHOE JEHCTBUE Yy JIaHHOMN
KaTeropuy MaIlMeHTOB, KaK OXKHJAIOIIUX ONEPaTUBHOIO BMEMIATENbCTBA, TAK U B TOM Cllyyae,
KOr'Jla XUPYyPrUYeCKOe BMEIIATENbCTBO IPOBECTH HEBO3MOXKHO.

Jleuenne npenapatom Munanamua + [lepungonpun BEPTEKC B no3upoBke 2,5 mr + 10 mr He
MOKAa3aHO MaI[MeHTaM C YCTaHOBIIEHHBIM HJIM MPEAINONIaracMbIM CTEHO30M IIOYEUHOM apTepuu, Tak
KaK y TaKHX IMallMEHTOB TEPAITUIO CIIEAYyEeT HAYMHATD B YCIIOBHSX CTallMOHApa ¢ 00JIee HU3KUX 103
KOMOWHAIIMM UHIAITaMH/Ia U TIEPUHIOIIPHUIIA.

Tosvluennas uyscmeumenbHOCMb/AH2UOHEBPOMUYECKUTE OMeK

[Tpu npueme unrubutopo AIID, B TOM uucie W NEPUHAONPUIIA, B PEIKUX CIIydasX MOMKET
HaAOII0/IaTHCS Pa3BUTUE AHTHOHEBPOTUYECKOTO OTEKa JTUIA, KOHEUHOCTEMH, I'y0, SI3bIKa, TOJ0COBBIX
CKJIQJIOK W/WJH ropTaHu (cM. pazzen 4.8). DTo MOKeT MPOU30MTH B It000i nepuo tepanuu. [1pu
MOSIBJICHUH CHUMIITOMOB, TMPUEM TEPUHIONPUIA JOJKEH OBbITh HEMEAJEHHO MpeKpalleH, a
MAIUEHT JOHKEeH HaOIoaaThest 0 TeX Mop, oKa MPU3HAKK OTeKa He MCYE3HYT MOJTHOCThI0. Ecun
OTEK 3aTparuBaeT TOJIHKO JUI0 U T'yOBl, TO OH OOBIYHO MPOXOJUT CAMOCTOSTENBHO, IPH STOM B
KaueCTBE CUMIITOMATHYECKOU Tepariuy MOTYT IPUMEHSATHCS aHTUTMCTAMUHHBIE CPEJICTBA.
AHTMOHEBPOTHYECKUN OTEK, COMPOBOXKIAIOIIMICSI OTEKOM TOPTaHH, MOXET MPHUBECTH K
aetanpHOMY Hcxoay. OTek s3bIKa, TOJIOCOBBIX CKJIAJOK MM TOPTAaHU MOXKET NPUBECTH K
OOCTPYKIIUM JBIXaTENbHBIX TyTeW. [Ipu TMOsSBIEHWH TaKUX CHUMITOMOB CJIEIYyeT HEMEIJICHHO
HAYaTh MPOBOJUTH COOTBETCTBYIOIIYIO TEPANHI0, HAMPUMEP, BBECTH MOJKOXHO SMHUHEPPUH
(ampenanun) B pazsenenue 1:1000 (0,3 — 0,5 mur) u/unu ob6ecnednTh MPOXOAUMOCTD JbIXaTeIbHBIX
IyTeM.

Coobmanocs 0 6oiee BHICOKOM PHCKE Pa3BUTHS aHTMOHEBPOTHMUYECKOTO OTEKa Y IMallMeHTOB
HErpPOUJHOM pachl.

VY nanueHToB, B aHaMHE3€ KOTOPBIX OTMeuascsl aHTMOHEBPOTHUECKUN OTEK, HEe CBSI3aHHBIM C
npueMoM HHruouTopoB AlIID, MokeT ObITh MOBBIIIEH PHUCK €ro pa3BUTHUA NpU IpUEMe
MpenapaToB 3TOH Tpynmsl (cM. pazzaen 4.3).

B penxux crnydasx Ha done Tepanuu uHruoOuTopamu AIID pa3BuBaeTcs aHTHOHEBPOTHUYECKUN
OTeK KuIlleyHUKa. [Ipu ATOM y TMaIMeHTOB OTMeuanach OOb B KHBOTE KaK W30JMPOBAHHBIN
CUMITOM WJIH B COYETAHUHU C TOIITHOTON M PBOTOM, B HEKOTOPBIX CIIydasix 0€3 Mpe/IIecTBYIOIIETO
AHTMOHEBPOTUYECKOTO0 OTEKa JIMlla W MPU HOPMaJbHOM YypoBHE akTuBHOCTU Cl-3cTepasbl.
JlnarHo3 ycTaHaBIMBAJCS C TOMOIIBIO KOMIIBIOTEPHOM TOMOrpaduu OpPIONTHOM TIOJOCTH,
yIbTPa3ByKOBOTO HCCIIEIOBAaHUS UM B MOMEHT XMPYPIHMUYECKOTO BMemaTenbcTBa. CHMIITOMBI
MIPOXOAMIIN TOCTE peKpatieHus npruema HHruoutopo AII®D. [ToaToMy y manueHToB ¢ 60JIbIO B
obyacTu KUBOTa, mojydaromux uHruoutopel AIID, mpu mnpoBenennn auddepeHraIbHON
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KHIIIEYHUKA.

CoBMecTHOE TNpPUMEHEHHE TMEPUHAONPWIA C KOMOMHUPOBAaHHBIMHU  JIEKapPCTBEHHBIMHU
npenapaTami, COJIEpKalliMHU BajcapTaH + CakyOWTpPHJI, MPOTUBOMOKA3aHO, TaK KaK MOBBIIICH
PUCK pa3BUTHS aHTMOHEBpPOTHYECKOro oteka (cMm. pasnenst 4.3 u 4.5). Ilpumenenue
KOMOMHHMPOBAHHOTO JIEKAPCTBEHHOTO IIpernapaTa, COJEpKallero BaJicapTaH + CaKkyOuTpHi,
BO3MOXKHO HE paHee, 4eM uepe3 36 YacoB IOcje IOCIEAHEro IpueMa MepUHIONpPHUIIA.
[IpumeHneHue nepuHIONpPUIA BO3MOKHO HE paHee, yeM uepe3 36 yacoB IOCie MpeKpalleHus
npueMa KOMOWHHUPOBAHHOTO JIEKAPCTBEHHOI'O Ipemnapara, CoJepiKalllero BajcapTtaH +
cakyoutpui (cM. pazzaenst 4.3, 4.5).

CoBMecTHOE mpuMeHeHHEe WHTHOUTOpOB AlID ¢ wmHrHOMTOpaMu HempuiIn3WHA (HAIpPHUMED,
pauekanorpuiom), wuHruouropamu mTOR (Hampumep, CHPOIMMYCOM, 3BEPOIHMYCOM,
TEMCUPOJIMMYCOM) MW  TJIMOTHHAMM  (HampuMmep, JIMHAMJIMIOTUHOM,  CAKCarJIMIITHHOM,
CUTArJUNTUHOM, BHIJArJUITHHOM) MOXXET TNPUBECTH K TOBBIIIEHHOMY pHCKY pPa3BUTHS
AHTMOHEBPOTUYECKOTO OTeKa (HapuMep, OTeKY JAbIXaTeNbHBIX MyTel WIH A3bIKa, C HApyIIEHUEM
IpIXaHus uian 6e3 Hero) (cM. paszzen 4.5). CnenyeT cobmo1aTh OCTOPOKHOCTD IPU HA3HAYCHUU
panekagorpuia, uHruoutTopoB mTOR (Hanpumep, cupoiaumyca, IBEpOIUMYca, TEMCHPOJINMYCa)
U [JIMITUHOB (HampuMep, JIMHAIJIMIITUHA, CAaKCArJIMIITUHA, CUTArJIUNTHHA, BUIAATIUNTHHA) Y
NAIUEHTOB, YK€ MpUHUMAarouX nHruourop AI1®.

Anaguraxmouonvie peakyuu npu nposedeHuu 0eceHcubuIU3ayuu

WNmerorcss  OTAENbHbIE COOOIIEHHS O Pa3sBUTUU  JUIUTENBHBIX, YIPOXKAIOLIUX  KU3HU
aHaQUIAKTOUTHBIX peaKUUd Yy TMAalMeHTOB, Moaydarmux wuHruouropsl AIID Bo Bpems
JIECEHCUOMIM3UPYIOLIEH Tepanuu sI0M MEepenoOHYaTOKPBUIBIX HACEKOMBIX (IYENbl, OCBHI).
Nuru6uropsr AII® He06X0AUMO MPUMEHSTHh ¢ OCTOPOKHOCTBIO Yy CKJIOHHBIX K aJNIEPrHYECKUM
peakuMsM MalUeHTOB, MPOXOJAIIUX Mpouedaypbl naeceHcuOwnm3auuu. Crenyer wu3deraTh
npuMeHeHus wuHruouropa AllD manueHTamM, TONYYAIOUIUM HMMYHOTEpAINHUIO  SAOM
NEPETOHYATOKPBIIBIX HACEKOMBIX. TeM He MeHee, y NallMeHTOB, KOTOPbIM HEOOXOAMMO Kak
npuMeHeHne uHruOutopoB AIlD, Tak u mnpoBeaeHHE MPOLENYpPbl J1€CEHCUOMIN3AIINY,
aHa(pUIAKTOUTHOW peakly MOXKHO U30eXkaTh MyTeM BpeMEHHOM oTMeHbl HHruouTopa AII® He
MeHee, 4eM 3a 24 yaca 10 HaJaJia IpoIeTyphl.

Anagunraxmouonsie peakyuu npu npogedeHuu agepesa IUNONPOMEUHO8 HUZKOU NIOMHOCIU
(JIITHII)

B penxux ciydasx y manueHToB, monydaronux HHruoutopsl AIID, npu npoenenun adepesa
JITHIT ¢ wcnonbp3oBaHUEM JEKCTpaHa cyibdaTa pa3BUBATUCH YIPOXKAIOIIUE IKU3HU
aHapuiakTouHble peakuud. [ns mpenorBpaiieHus aHAQUIAKTOMTHOW pEaKIHUU CledyeT
BPEMEHHO IPEKpaTuTh Tepanuio nHruouropom AIID nepen kaxaoi nporenypoit agepesa.
Iayuenmul, nHaxooswuecs Ha cemoouanuse

Y namuenToB, momydaronux uwHrHOWTOpHl AlII®, m1pm mnpoBeAeHWM TreMoaMaiu3a ¢
HCIOJb30BAHAEM  BBICOKONIPOTOUHBIX MeMOpaHn (Hampumep, ANG69®) ObliM  OTMEUEHBI
aHaduIakTOUHBIe peakiuu. [loaTomMy kenaTenbHO MPUMEHSATH MEMOpaHy JIPYroro TUMA WU
IPUMEHSTH THIIOTEH3UBHOE CPEJICTBO APYrol hapMakoTeparneBTUIECKON IPyIIIbI.

Tlepsuunvlii cunepanrb0ocmepoHu3M

[TarueHTsl € TEPBUYHBIM TUIEPATBIOCTEPOHU3MOM, KaK MpPaBUJIIO, HE BOCHPUUMYHMBBEL K
AHTUTUTNIEPTEH3UBHBIM TIpernaparam, JeHCTBUE KOTOPHIX OCHOBaHO Ha mHTHOupoBanuu PAAC.
[ToaTomMy mprMeHeHHe penapaTa y TaKUX MalueHTOB He PEKOMEHTyeTCsl.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 22.04 2026 N= 8244

(MOCNEQOBATENEHOCTE 0007)

Kaweno

Ha ¢one tepanun uarndutopom AII® MoxeT oTMEYaThCsl CyXOH YIMOPHBIA Kallelb, KOTOPBINA
ucye3aeT Iocje OTMEHbI Ipemapata. llpu mosBieHMM y DanUeHTa CyXOro Kauuii cleayeT
IIOMHHUTH O BO3MOXXHOM SITPOT€HHOM XapakTepe 3Toro cumnroma. Ecnu sevamyii Bpad cUMTaceT,
yro Tepanus uHruouropom AlID HeoOxomuma HanMeHTY, BO3MOXKHO MPOJNOJDKEHHE IMpHEeMa
npenapara.

Puck apmepuanvrou cunomensuu u/unu noueyHo HedocmamoyHocmu (Y NayueHmos ¢ cepoeyHoll
HeO0OCmMamouHOCMbIO, HapYUeHUEeM 800HO-3]IeKMPOIUMHO20 Oalanca u m.o.)

[Ipn HEKOTOPBIX MATOJOTMYECKUX COCTOSHUAX MOYKET OTMEYAThCsl 3HAYMTEIbHAs aKTUBALUS
CUCTEMBl «PEHUH-aHTMOTEH3UH-AJIBJOCTEPOH», OCOOEHHO IPU BBIPAKEHHOM THIIOBOJIEMUHU U
CHIDKEHHH COJICpP)KaHHs DJICKTPOJIIMTOB B IUIa3Me KpoBU (Ha ¢oHe OecconeBOW TUETHl MU
JUIUTETILHOTO MpUeMa TUYPETHKOB), Yy MALIMEHTOB C UCXOJHO HU3KUM AJl, CTEHO30M IOYEHYHOMH
apTepuu, 3aCTOMHOM CEpJCYHOM HENOCTATOYHOCTHIO WJIM LUPPO30OM IIE€YEHH C OTEKAMH U
acCIUTOM.

[Tpumenenue unruouropa AIID Br3biBaeT O10kany PAAC u mo3TOMy MOMKET COMPOBOKIATHCS
pe3KUM CHIKeHHeM AJ[ W/uiy MOBBIICHUEM KOHIIGHTpAIlMM KpeaTWHWHA B IUIa3Me KpPOBH,
CBUJICTENHCTBYIOIIUM O Pa3BUTHH (PYHKIIMOHATHHON MOYEYHOW HEIOCTATOUHOCTH. DTH SBICHUS
yaiie HaOIIoAa0TCs MPHU IIpUeMe IEPBOM 103kl Ipenapara Wik B TEYEHUE NEPBLIX ABYX HEIEIb
Tepanuu. B peakux ciaydasx 3TH COCTOSHUSI pa3BHBAIOTCS OCTPO U B JIpyrue Cpoku tepanuu. B
TaKUX CIy4asX MPH BO3OOHOBICHUH TEpalMyd PEKOMEHAYeTCs MPHMEHSTh Ipemnapar B Oojee
HU3KOM J103€ U 3aTe€M IIOCTENIEHHO YBEJINYUBATh /103Y.

Tloorcunoii so3pacm

[lepen Hauanom mpuema MEPUHAONPHUIA HEOOXOAUMO OIEHUTHh (HYHKIIMOHANBHYIO aKTMBHOCTH
MOYEeK U CoJAep)KaHHe Kalus B TUIa3Me KpoBHU. B Hawane Tepamuu q03y MpemapaTa MmogoUparorT,
YUUTBIBas CTeNeHb CHIXeHUs AJl, 0coO€HHO B ciyyae 00€3BOKUBAHMSI U TOTEPU JIEKTPOJIHUTOB.
[TonoGHBIE MEpBI MO3BOJISIIOT N30EKaTh PE3KOro cHuxkeHus A/l

Amepocknepos

Puck aprepuanbHON TMIIOTEH3UU CYIIECTBYET Y BCEX MalMEHTOB, OJIHAKO 0COOYIO0 OCTOPOKHOCTh
cienyer coOrofaTh, MPUMEHsISI penapar y HNalUeHTOB ¢ HIIeMUYeckoi OoJie3HbIO cepAla U
HEJ0CTAaTOYHOCTBIO MO3TOBOrO KpOBOOOpalieHHs. Y TaKuX MAlUEHTOB JIEYEHHE CIeAyeT
HAaYMHATh C HU3KUX J103 IIpenapara.

Cepoeunas HedocmamouHoCcms, maxjcends cepoeyHas HedoCmamoyHoCmb

[Tatmentam ¢ Tsokenol cepiaedHoil HemoctarouHocThio (IV  QyHKIMOHANBHOTO Kiacca IO
knaccudukanuu NYHA) npumenenne npenapara Muananamua + [epuranonpun BEPTEKC (ans
tabserok 2,5 mr + 10 Mr) He Moka3zaHo, Tak KaK y TAaKUX MMAllMEHTOB Tepamus JOJKHA HAUMHATHCS
¢ OoJsiee HU3KUX 103 KOMOMHAIIMY WHAANaMK/1a ¥ IEPUHA0NPUIIA U MO/ TIIATEIbHBIM BpaueOHbIM
KOHTPOJIEM.

[TaniueHTH ¢ apTepuaIbHOM THUMEPTEH3MEH C HIIeMHYECKOW OOJE3HBIO cepiAla He JIOJDKHBI
peKpaiaTh npueM 0eTa-aapeHo0I0KaTopoB: HHTHOUTOPHI AIID MOMKHBI MPUMEHSTHCS BMECTE
¢ OeTa-aApeHO0I0OKaTOpaMHU.

Tayuenmoi ¢ caxapuvim ouabemom

Y nanMeHTOB € UMHCYJIMHO3aBHCHMBIM CaxXxapHbIM JuabeToM (OMacHOCTh CIIOHTAHHOTO
YBEJTUYCHUS COJIepKaHUA Kainus) Tepanus npenapatom Muganamun + [epuagonpun BEPTEKC
(mms Tabnetox 2,5 mr + 10 Mr) HemenecooOpa3Ha, MOCKOJILKY Y TaKUX MAIMEHTOB JICUCHUE
JIOJDKHO HAYMHATBCS ¢ MUHUMAJBHBIX J03 HMHJANaMHUa M NEPUHIONPUIA U MPOXOAUTH IO
MOCTOSTHHBIM Bpau€OHBIM KOHTPOJIEM.
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nabeToM, paHee MOJy4YaBIIUX MEPOPAIbHBIE CaxapOCHMKAIOIIUE MpenapaThl WM WHCYJIHH, a
MMEHHO B T€UEHUE MepBoro mecsna tepanuu uHruoutopom AIID (cm. pazgen 4.5).

OmHuyeckue pasnudus

[lepunponpun, kak u napyrue uHruouropel AIID, oka3piBaeT SBHO MEHEE BBIPAKECHHOE
AHTUTUIIEPTEH3UBHOE JCHCTBME y MAUMEHTOB HETPOMJIHOM packl 10 CPaBHEHUIO C
IPEeICTaBUTENIAIMU APYTuX pac. Bo3aMoXxHO, 3TO pa3nuuue 00yCIIOBJIEHO TE€M, YTO y MAIUEHTOB C
apTepHaJIbHON TMIIEPTEH3UEN HErPOUIHOM pachl Yallle OTMEYacTCs HU3Kask akTUBHOCTh PEHUHA.
Xupypeuueckoe emewamenbcmeo, aHecmesus

[Tpumenenne uHrnO6UTOpoB AIID MOXKET IPUBECTH K apTEPUANBHON TUIOTEH3HH, 0COOEHHO MpU
COBMECTHOM MPHUMEHEHHH CPEICTB JJIs aHECTe3WH, OOJIAJAloIuX AaHTUTUIIEPTEH3UBHBIM
JICHCTBHEM.

[ToaTromy pekoMeHayeTcs, MO BO3MOXKHOCTH, MPEKpaTUTh MpueM uHruoutopos AllD
JUIMTEIILHOTO JEHCTBUS, TAKUX KaK IEPUHIONPUIL, 32 CYTKH 10 XUPYPTrU4eCKOro BMEIIATENbCTBA.
Cmeno3 aopmanvbHo2o unu MumpaibHo20 KIanamoe/cunepmpoguueckas 0OCMpYKMUuGHasl
KapOUuoOMuonamusi

WNuruburopel AII® 10MmKHBI C OCTOPOXHOCTBIO HA3HAUaThCsl MAallMEHTaM C OOCTpyKuuen
BBIHOCSIIIETO TPAKTA JIEBOTO JKEIy10YKA.

Ileuenounas nedocmamouHocms

B penxux cinyyasx Ha ¢oHe npuema nHruoutopoB AIID Bo3HHMKaeT XoJecTaTHUECKas KeNTyXa.
[Ipu mporpeccupoBaHUM 3TOTO CHHIPOMAa BO3MOXKHO pa3BUTHE (YIBMHHAHTHOTO HEKPO3a
IIEYECHH, MHOTJA C JICTAIBHBIM HCXOAOM. MeXaHu3M pa3BUTHs 3TOTO CHHApOMa HesceH. llpu
HOSIBJICHUM YKEJITYXH WU MPU 3HAUUTEIILHOM IOBBIIIEHUN aKTUBHOCTH NEYEHOUHBIX ()epMEHTOB
Ha (poHe mpuema uHruOuTopoB AIl® nanuenty cieayer npekpaTuTh npueM uaruoutopa AIld n
HaXOJUThCS 10T COOTBETCTBYIOLINM CUTYAIlMM HAOI0AeHHEeM Bpayda (cM. paszen 4.8).
T'uneprxanuemus

['unepkanuemMusi MOXET pa3BUBAThbCsl BO BpeMs JieueHUs: uHruoutopamu AIID, B ToMm uucie, u
nepunjgonpuioM. Muruburopsr AII® MoryT BbI3bIBaTh THIEPKAIMEMHUIO, MOCKOJIbKY OHU
MHTHOUPYIOT BBICBOOOXKICHHE aJIbOCTEPOHA. Y MALMEHTOB C HOPMaIbHON (PyHKLIMEN TOYEK ITOT
3p¢dekT 00bIYHO He3HauuTeneH. DakTopaMu pHUCKA TUNEPKAIMEMUU SBIAIOTCS IOYeYHas
HE/I0CTaTOYHOCTh, YXYALICHHE (QYHKIUHM TOYeK, Bo3pacT crapuie 70 jer, caxapHblil aualer,
HEKOTOPBIE COIYTCTBYIOIME COCTOSIHMS, B YaCTHOCTH, ACTHIpATalus, OCTpas IEKOMIICHCAlUs
CepAeYHONH  JeATeNbHOCTH,  METa0ONMYeCKWH  auuio3,  COBMECTHOE  IpHUMEHEHHE
KajuiicOeperaronmx IUYypeTUKOB (TakKMX KakK CHUPOHOJNAKTOH, OSIJIEPEHOH, TpUaMTEpEH,
aMUJIOPH]T), @ TaKXKe MpernapaToB KaJlus UK KaluicoaepKalluX 3aMeHUTeNel MUIleBoi cou, a
TaKk)ke IPUMEHEHUE APYTUX MpernapaTroB, CIOCOOCTBYIONINX MOBBIIIEHUIO COJIEP/KaHUS Kalus B
1asMe KpoBU (HallpuMmep, remapuHbl, KO-TPUMOKCA30J, TakKe W3BECTHBIM KaK KOMOWHalus
cynbhamMeTokca3zosn + TpUMETONpUM, Apyrue UHruoutopbl AIID, aHTaroHHCTHI PELENTOPOB
anruorensuHa I, aneruncamumunoBas kucnora (3 r/cyTku U Oosee), HHTHOUTOPHI
mukinookeurenassl-2  (LUOI'-2) M HeceneKTHBHbIE HECTEPOUAHbIE HPOTHBOBOCIAIUTENIbHBIC
npenapaTbl, UMMYHOJCNPECCAHTHI, TaKue KaK LUKIOCIOPHUH MM TaKpOJIUMYC) U OCOOEHHO
AHTaroHUCTOB anbaocTepona uinu APA II.

[IpumeHnenne mpenapaToB Kajlus, KanauiicOeperalomux AUyPEeTUKOB, KaJIHICOIep KaIInX
3aMEHHUTENNECH MUIICBOW COJM MOXET NPUBECTH K 3HAYUTEIBHOMY IMOBBIIICHUIO COIEP/KaHUSA
KaJIMsl B KPOBH, 0OCOOEHHO Y MAIMEHTOB CO CHUKEHHOM (DyHKIMEH novek. [ nnepkanieMus MOXeT
IOPUBECTH K  CEPbE3HBIM, MHOrAa  (aTaJbHBIM  HApYIIEHUSM  CEpAECYHOIO  pPUTMA.
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nonyvaomux HHruOuTopsl AlID, mpu 3TOM cieqyeT KOHTPOJIMPOBATH YPOBEHb Kallusl B
CBIBOPOTKE U (PYHKIIHIO MOYECK.

Ecnu Heo0X0oaMMO COBMECTHOE NMPUMEHEHHE YKa3aHHBIX BBIIIE MpEnapaToB, JEUCHHE TOJIKHO
IPOBOJUTHCA C OCTOPOKHOCTHIO Ha (DOHE PETySIPHOTO KOHTPOJIS COJAEP)KaHHsSI MOHOB Kallus B
CBIBOPOTKE KpOBH (CM. pazzen 4.5).

BcnomoraresnbHble BeliecTBa
JlekapctBennsiii mnpenapat Mumanamun + Ilepunponpun BEPTEKC coxpepkut 1akTo3bl

MoHoruzapar. IlamueHntam ¢ penko BCTpeyarolEHcsi HACIEICTBEHHON HENEPEHOCHUMOCTBIO
rajaKkTo3bl, JEe(UIUTOM JIAKTa3bl WM TJIIOKO30-TAIAKTO3HOW MayibabcopOIueil He cleayer
Ha3Ha4aTh (IPUHUMATH) ATOT Mpernapar.

JlexapctBennbiii npenapar Wumanamun + Ilepunnonpun BEPTEKC copepxut Hatpuil.
Nupanamun + Iepungonpun BEPTEKC conepxkutr menee, yem 1 mMmonbs Hatpus (23 wmr) B
TabJIeTKe, TO €CTh MPAKTUYECKU HE COACPKUT HATPUSI.

€T’
O¢ddekTHBHOCTP M TEPEHOCUMOCTh MPUMEHEHHS NEepUHAONPWIA Yy JeTed M MOJIPOCTKOB B
KayecTBE MOHOTEpAMH UJIM B KOMOMHALIMY C IPYTMMHU IIpenapaTaMi HE YCTAHOBJICHBI.

4.5. B3anMojeilicTBMe C JAPYrHMH JIEKAPCTBEHHbIMHM IpenaparamMu W JApyrue BH/bI
B3aNMOJAeHCTBUSA
OO0111ee I MHIaNaMuIa U IEPUHIOIPIIIA

Cosmecmmuoe npumerenue He peKOMeHOYemcsi
IIpenapamul 1umus
[Ipy coBMECTHOM NpHUMEHEHMH NpenapaToB JUTHS W HHrHOUTOpoB AIID coobmanocs 00

00paTHMOM TMOBBIIIEHUH COJIEPIKAHUS JTUTHSI B TUTa3ME KPOBH M CBSI3aHHBIX C ATUM TOKCHYECKHX
s ¢pekrax. CoBMeCTHOE MpUMEHEHNE KOMOMHALIMY MTEPUHIONPUIIa U HHAAAMK/Ia C IpenapaTaMu
JUTHS HE peKOMeHTyeTcs. [Ipu HeoOX0IuMOCTH IPOBEICHHS TAKOW TEPaITuH CIISyeT PeryIsaipHO
KOHTPOJIMPOBATH COJIEPKAHUE JINTHS B TUIa3Me KpoBH (cM. pasnen 4.4).

Cosmecmuoe npumenerue mpedyem ocodoll 0CMOpPOHCHOCMU

baxnogen

YcuneHnue aHTUTHIEPTEH3WBHOTO jeiictBus. CremyeT KoHTpoiupoBatb AJl u, mnpu
HEO0OXOIUMOCTH, KOPPEKTUPOBATH J03bl aHTUTUTIEPTEH3UBHBIX MPEMAPATOB.

Hecmepouonvie npomusosocnarumenvuvie npenapamoi  (HIIBII) (8xnouas ebicokue 003bl

AYeMUICaIuyuI08oU KUciomol > 3 2/cymku)
[Tpu ogHOBpeMeHHOM npuMeHeHur HHru6uTOopoB AII® u HIIBII (aneruncanuuuiaoBast KucioTa

B J103€, OKa3bIBAIOIIECH MPOTHBOBOCIAIUTEIHHOE NEUCTBHE, MHTHOUTOPHI ITUKIOOKCUTEHA3bI-2
(IIOT™-2) u mecenexktuHble HIIBIT) MoxxeT Habmromathes Oocia0iieHHE aHTUTUIIEPTCH3UBHOTO
abdekra. CoBmecTHOoe npumeHeHue uHruoOutTopoB AIID® u HIIBII Moxer npuBoguTh K
VBEIMUEHUIO PHUCKA YyXYAUICHHUs (QYHKIMH TOYEK, BKIIOYAas pPa3BUTHE OCTPOH TOYEHYHOUH
HEJOCTAaTOYHOCTH, M YBEIWYCHHUIO COACPXKAHHS Kallisg B CHIBOPOTKE KPOBH, OCOOCHHO Y
MAalMEeHTOB C UCXOJIHO CHIKEHHOM (yHKIMen modek. Ciaemayer coOmoaaTh OCTOPOKHOCTD MPHU
npuMeHeHnn komOunanmu npemnapara 1 HIIBII, ocoGeHHO y mOXuabix manueHToB. [lanmueHTs
JIOJDKHBI  MOJIy4aTh aJE€KBAaTHOE KOJIMYECTBO KUJIKOCTH, PEKOMEHIYETCS KOHTPOJIMPOBAThH
(GYHKIIMIO TIOYEK KaK B Hayaje COBMECTHOM TepaIuu, Tak U MEPUOANIECKH B TIPOIIECCE JICUCHHS.
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(NOCNEOQCBATENEHOCTE 0007)

Cosemecmuoe npumeHerue mpe6yem GHUMAHUA

Tpuyuknuueckue aHmuoenpeccanmol, AHMUNCUXOMUYecKue npenapamol (HeupoIenmuKi)
[IpenapaThl 3THX KJIAcCOB YCWJIMBAIOT AHTUTHIIEPTEH3MBHBIM 3()(EKT M yBEIMUMBAIOT PHUCK

OpPTOCTATUYECKON TUIIOTEH3UH (aIAUTHBHBIN dPPEKT).

Numanamuyg
CosmecmHoe npumenerue mpedyem ocoboll 0CMoOpPONCHOCMU

Ipenapameut, CnocobHble _8bl3bleaANb nOJZuMODCbHVIO JlCéJlVOOLIKOBViO maquap()uio muna

«nupysImy
N3-3a pucka pa3BUTHA TUIIOKAIMEMHH CIEAYET COONIONATh OCTOPOKHOCTH NPH COBMECTHOM
Ha3HAUYeHUHM MHJIANaMHuga C I[pernaparaMd, CIIOCOOHBIMH  BBI3BIBATH  MOJMMOPQHYIO
KEITyTOUYKOBYIO TAXUKAPAUIO THIIA «ITUPYIT», TAKUMHU KaK:

—  aHTHapUTMHYECKHE JIeKapCTBEHHbIE MpemapaThl [A kinacca (XUHUAMH, THAPOXUHUINH,
nu3onupamu/, npokanHamun) u IC knacca (praexannun);

—  aHTHapUTMHYECKHUEe JekapcTBeHHble mnpenapatel III kmacca (ammomapoH, coranodn,
noderunua, nOyTUnuI, OpeTUIns TO3UIAT, IPOHETAPOH);

—  HelponenTHKU: (EHOTHA3WHBI  (XJOPIPOMA3UH, LMaMEMasHWH, JIEBOMEIPOMAa3HH,
THOpuaasuH, Tpuduyomnepasut, diaydeHazuH), OeH3aMuAbl (aMHUCYIBIPUI, CYIbIUPUI,
CYIBTONPHUA, THANpUI), OyTUPOPEHOHBI (APOMEPUAO, TaNOMEepPUAON), MHUMO3HU]I,
CepTUHJION;

—  aHTUJCNPECCaHThl: TPULUKINYECKUE AaHTUICTPECCAHThl, CEJIEKTUBHbIE HHTUOUTOPHI
00paTHOro 3axBaTa CEPOTOHMHA (LIUTATIONPAM, ICITUTATIONPaM);

- aHTHOaKTepuaabHbIE CpeacTBa: (PTOPXUHOJOHBI (JIeBO(DIOKCAIIMH, MOKCH(]IOKCAIINH,
cnapdrokcany, HUIPOQIIOKCAIINH); MAKPOIUAbL: (IPUTPOMHUIIMH TPH BHYTPUBEHHOM
BBEJICHUHU, a3UTPOMUIIMH, KIAPUTPOMHIIMH, POKCUTPOMUIIUH, CHUPAMHUIIMH); KO-
TPUMOKCA301J;

—  TIPOTHBOIPUOKOBBIE CPEIACTBA psifia a30J0B (BOPUKOHA30J, UTPAKOHA30J, KETOKOHA30I1,
¢rykoHazon);

- POTUBOMANIApUIIHBIE  CpelcTBAa  (XMHHMH, XJIOPDOXMH, Me(JIOXHH, Talo(aHTpuH,
TyMehaHTPHH);

- aHTHAHTUHAJIBHBIE CPEACTBA (paHOIa3uH, OePUIN);

—  MPOTHBOOMYXOJEBBIC Tpenaparbl W HMMMYHOMOIYJISTOPHI (BaHIETAaHUO, MBIIIbsIKA
TPHUOKCH/I, OKCATHITJIAHTHH, TAKPOJIUMYC, aHATPEIH);

—  TIPOTHBOPBOTHBIE CPE/ICTBA (OHJIAHCETPOH);

—  CpeAcTBa, BIHSIOIMIME HA MOTOPHKY JKEIYyIOYHO-KHIIEYHOTO TpakTa (LIU3ampui,
JIOMITEPUIOH );

—  QHTHTHCTaMHUHHBIE CPENCTBa (acTeMHU30JI, TepheHaTuH, MU30JIACTHH);

—  [pouue: MeHTaMUAMH, TudeMaHII, BAHKAMUH IPYU BHYTPUBEHHOM BBEJICHWH, Ba30MIPECCHH,
TEPJIMIIPECCUH, KETAaHCEPUH, IPOOYKOII, TporodoJ, ceBohaypaH, TEPOIUINH, IUIOCTA30JI.

Crnemyer mpoBOIUTH MPOQPHIAKTHKY THIIOKAIHEMHU U, TIPH HEOOXOIUMOCTH, €€ KOPPEKIHUIO;

KOHTposmpoBaTh uHTEpBaI QT.

IIpenapamul, cnocobHble 8bi3bl8aNMb 2UNOKATUEMUIO

AmoporepuniuH B (B/B), III0KO- 1 MUHEPAIOKOPTUKOCTEPOUABI (IIPU CUCTEMHOM IPUMEHEHHUN),
TETPAKO3aKTH/I, CITA0OUTEIbHbBIE CPEICTBA, CTUMYIUPYIOIINE MOTOPUKY KUIICYHHUKA: YBEIUYCHHUE
pHUCKa pa3BUTHS TUTIOKATHEMUH (aATUTHUBHBINA d((DeKT).
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HeoOxomuM KOHTpPOIb COAEpKAHUS Kalius B r1a3Me lgp;)B—lIE"]'mﬁh I{%anvﬂz)cm ero

koppeknus. Ocoboe BHUMaHWE CJEIyeT YICNATh MAlMeHTaM, OJHOBPEMEHHO MOIyYaroIiM
ceplieuHble TIUKO3UIbl. CleayeT MpPUMEHSATh CIaOUTENbHBIE CPEACTBA, HE CTUMYJIHPYIOIINE
MOTOPHKY KHIIICYHHKA.
Cepoeunvie 2n1uko3uobl
['urmokaauemMusi /WM THIIOMAarHUeMUs MPEAPACIoNiaraloT K Pa3BUTHIO TOKCHYECKOTO JICHCTBUS

CEPJICUHBIX TJIUKO3UI0B. PeKkOMeH1yeTCsl KOHTPOJIUPOBATh COACPIKAHNE KA U MarHus B IIJIa3Me
kpoBu 1 ntokazatenu DKI' u, mpu He0oOXOAMMOCTH, KOPPEKTUPOBATH TEPAITHIO.

Annonypunon

[Ipr COBMECTHOM MPUMEHEHHHM C WHIANAaMHJIOM BO3MOYKHO TIOBBIIICHWE YaCTOTHI PEAKIUit
TUTNEPYYBCTBUTEIHLHOCTH.

Cosmecmmoe npumenerue mpeodyem GHUMAHUSL

Kanuiicoepecarowue ouypemuru (amuiopuo, CRupoHoIaKmoH, mpuammepen)

Takoe coueraHne OOOCHOBAHO Yy HEKOTOPBIX MalUeHTOB. [Ipu sToM MokeT HaOonaThCs
TUIOKAJIMEMUS WIH TUIepKaTueMus (B YaCTHOCTH, Y MAI[UEHTOB C TIOYEYHON HEI0CTATOYHOCTHIO
WIK caxapHbIM auabetoM). Eciam HeoOXOAuMMO COBMECTHOE NPHMEHEHHE HWHIAMaMujaa u
YKa3aHHBIX BBIIIE KajauiicOeperarimx JMYpPEeTUKOB, CIeyeT MPOBOIUTh KOHTPOJb COJIEPKaHuUs
Kanmus B miazme KpoBu u napamerpo DKI'. IIpu HeoOXoauMocT cxema JICUeHUs MOKET OBITh
IIEPECMOTPEHA.

Memdgopmun

OyHKIMOHATBHAS TTOYEYHAs] HEJIOCTATOYHOCTh, KOTOpas MOXKET BO3HHMKAaTh Ha (poHE mpuema
JTUYPETUKOB, OCOOCHHO «IETJIEBBIX», MPH COBMECTHOM MPUMEHEHUH MET(QOpPMHUHA MOBBIIIAET
PUCK pa3BUTUS MOJIOYHOKHCIIOTO amuao3a. He crenyer mNpuUMEHSITh METPOPMUH, €Clu
KOHIIEHTpaIlusl KpeaTMHUHA B TUTa3Me KpoBHU mpeBbinaer 15 mr/m (135 MKMOMB/T) y MyXKUUH U
12 mr/n (110 MKMOJB/1T) Y )KEHIITUH.

Hodcodepoicawue xonmpacmmuvie seuecmsa

OO06e3BokMBaHUE OpraHu3Ma Ha (QoHE MpUeMa JUYPETHUYECKUX IMPErnapaToB YBETUUHUBAET PUCK
pPa3BUTHS OCTPOW TMOYEHYHOW HEIOCTATOYHOCTH, OCOOCHHO TMpPHU MPUMEHEHHH BBICOKUX JI03

Hoicoiep kaux KOHTPACTHRIX BemlecTB. [lepe; mpuMeHeHneM HoJ1coaep KanuX KOHTPACTHBIX
BEIIIECTB MalMEHTaM HEOOXOMMO KOMIICHCHPOBATH ITOTEPIO KUIKOCTH.
Kanoyuit (conu)

HpI/I COBMCCTHOM IMPUMCHCHUHN BO3MOXHO PA3BUTHC T'HIICPKAIBIIUECMUHU BCICACTBUC CHUKCHUA
9KCKPCIUUHN KaJIbl[U ITOUYKAMHU.

Lluxnocnopur, maxpoaumyc

B03MOXXHO TOBBIIIICHIE KOHIOCHTpAalMKM Kp€aTHMHHWHA B IIJIa3ME KpPOBU 0e3 U3MEHEHHS

KOHIIEHTPAIIUU [HKJIOCTIOPHHA B TUIa3Me KPOBHW, JaKe NMPU HOPMAJILHOM COJICP)KaHUU BOJBI U
WOHOB HATpPHS.
Kopmukxocmepouodwl, mempako3akmuo (npu cucmemMHoM npumeHeHuu)

YMeHblIIeHHe aHTHTHIEpTEeH3UBHOTO 3¢ dekra (3amepkka colm U BOIbl Ha (pOHE MPUMEHEHUS
KOPTUKOCTEPOUIOB).

Ilepunponpui
JlaHHbBIC KIMHUYECKUX MCCIEAOBaHUMN TMOKA3bIBAIOT, YTO ABOIHas Omokana PAAC B pesynbrare

COBMECTHOTO TpuMeHeHus uHruouTopoB AIID, APA Il wunm amuckupeHa NPHUBOIUT K
YBEJIMYEHUIO YacTOThl BO3HUKHOBEHHS TaKHUX HEXKEIAaTeJIbHBIX SBJICHMNM Kak apTepHalbHas
TUINOTEH3UsI, TUNEpKAINEeMUsi U CHIDKeHUE (YHKIUU MOYeK (BKJIIOYAs OCTPYIO IOYEUHYIO
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HEJI0OCTaTOYHOCTh), TI0 CPABHEHHIO C CUTYaIlUsIMHU, Komm;ﬁqglg[ﬂ ﬁ-l;gjll_ﬂi(ld '%EPIPF'I';%:GI;'I—"ébaT,

BoznenictByromuii Ha PAAC (cMm. pazgenst 4.3, 4.4 u 5.1).

Jlexapcmeennvie npenapamuol, NOSLIUAIOUWUE PUCK PA3BUMUSA AHSUOHEBPOMUUECKO20 OMeKd
CoBMecTHBIId TipueM wHruOuTOpoB All® ¢ kKoMOuHammMer BaicaptaH + CaKkyOUTpHI
IIPOTUBOINOKA3aH, TaK KaK 3TO YBEIMUMBAET PUCK aHTMOHEBPOTUUYECKOT0 OTEKA (CM. pa3zensl 4.3,
4.4). IlpumeHenre KOMOMHAIIMKM BaJicapTaH + CaKyOMTPHJI BO3MOXKHO HE paHee, YeM uepes
36 yacoB mocie NPUMEHEHUs MOoCcleAHe 103bl mepuHionpuia. [lpuMenenue nepuHaompuia
BO3MOXXKHO HE paHee, 4eM uepe3 36 4acoB IMOCie MPUMEHEHUs MOCHeAHeN J03bl KOMOWHAIUU
BajicapTaH + cakyOuTpui (cM. pasznuensi 4.3, 4.4).

CoBmectHoe mpuMeHeHHe HMHTHOUTOpOB AIID ¢ pamekagorpuiom, mHruéuropamm mTOR
(HampuMmep, CHPOJIMMYCOM, 3BEPOJIUMYCOM, TEMCUPOJIMMYCOM) M TIJIMIITUHAMU (HampuMep,
JUHArJIUOTUHOM, CAKCArJUNTHUHOM, CUTAIJIMIITUHOM, BWJIJAArJIUITHUHOM) MOXET IPUBECTH K
MOBBILIEHHOMY PUCKY aHTMOHEBPOTHUECKOI0 OTeKa (cM. pazzein 4.4).

Jlexapcmeennvie npenapamul, 8vl3vlearoujue 2UNEPKATUEMUTO

Hecmotps Ha TO, UTO ypOBEHb Kajius B CHIBOPOTKE KPOBH OOBIYHO OCTAETCs B Mpe/eaX HOPMBI,
Yy HEKOTOpbIX MNauumeHToB, npuHuMawmmx Wuapanamun + Ilepungonpun BEPTEKC, moxer
BO3HUKHYTH TUIIEPKATHEMHUSL.

HekoTopeie nekapcTBeHHbIE MpenapaThl UM KIACChl IPENapaToB MOTYT YBEIMYMUBATH YAcCTOTY
Pa3BUTHS TMIIEPKATTMEMHUH: ATMCKUPEH, COJIM Kalusl, Kaauiicoeperarouue 1nypeTuku (Hapumep,
CIIUPOHOJIAKTOH, TPUAMTEPEH Wiu amuiopuna), uHruoutopsr AII®, APA 11, HIIBII, renapunsi,
UMMYHOJIETIPECCAHThl (TaKkue KaK IUKJIOCIOPUH WM TaKpOJIUMYC), TPUMETONPUM U KO-
TPUMOKca3ol (Cynb(hoMeToKCca30l + TPUMETONPHUM), TOCKOIbKY TPUMETONPUM, KaK H3BECTHO,
NeicTByeT Kak KanuiicOeperarmomuii IuypeTuk, Kak M amuwiopua. KomOuHamus 53Tux
JIEKapPCTBEHHBIX MPENApaToB YBEINUMBAET PUCK pa3BUTHUS runepkanuemun. Iloatomy coBmecTHOE
npuMmeHenne npenapara Mumanmamup + Ilepunmonpun BEPTEKC ¢ BeluenepedncieHHbIMU
npernapaTaMM He pekoMeHayercsi. Eciau oKka3aHO COBMECTHOE NIPHUMEHEHHE, HX CIEAyeT
IMPUMEHSTH C OCTOPOKHOCTBIO U C YACThIM KOHTPOJIEM YPOBHS KaJus B CBIBOPOTKE KPOBH.
CosmecmHnoe npumenerue npomusonoKa3ano (cm. pazoen 4.3)

Anuckupen u n1ekapcmeenHvle npenapamsl, cooepaircaujue aiucKUpen

CoBMecTHOE npuMeHeHne HHrHouTopoB AIID ¢ nekapcTBEHHBIMU IpenapaTaMu, COAepKaIIUMU

QINCKUPEH, MPOTUBONOKA3aHO Yy MALMEHTOB C CaXapHbIM AMA0ETOM W/WIM YMEPEHHBIM WIIU
TKeNbIM HapyieHreM Qynkimu nodek (CK® < 60 mi/mun/1,73 M? m1oma m moBepXHOCTH TeJla)
(cm. pazgen 4.3). BospacraeT puck pa3BHTHS THIEPKATHUEMUH, YXYAIMICHUS (DYHKIIUU TOYEK,
CepACYHO-COCYTUCTOM 3a00JIEBAEMOCTH H CMEPTHOCTH.

Cosmecmuas mepanus ¢ uneubumopamu AIIP u anmazoHucmamu peyenmopos aneuomeH3uHa

[TpoTuBomOKa3aHO TPUMEHEHHE HHTHOUTOPOB AIID B coueTaHNM C aHTarOHUCTaMH PELIETITOPOB
anruotensuHa Il (APA 1I) y manuenToB ¢ nuabetnueckoit HegponaTueit (cMm. pazaen 4.3).
DKCMpaKopnopaibHas mepanus

DKCTpakoprmopaibHble METOJbI JICUEHHUS, MPUBOMAAIIME K KOHTAaKTy KPOBHU C OTPHUIATEIBHO
3apsOKEHHBIMU TTOBEPXHOCTSIMH, TaKHe KaK JUAIN3 WM TeMOQUIbTPAIUsS C HCIOJIb30BAHUEM

HEKOTOPBIX BBICOKONPOTOYHBIX MeMOpaH (Hampumep, MOIHAKPUIOHUTPHIIOBBIX), Wi adepes
JIUTIONPOTENHOB HU3KOM MIIOTHOCTH C UCIIOJIb30BAaHUEM JIEKCTpaHa cylb(dara, IPOTUBONOKA3aHbI
U3-3a YBEIMUEHUS PUCKA PA3BUTHUSA TSDKENBIX aHAPUIAKTOUIHBIX peakuuu (cM. pasaen 4.3). Eciu
NalMEeHTy HEeoOXOoauMa SKCTPaKOpIOpalibHas Tepamus, CIeLyeT pacCMOTPeTb BO3MOYKHOCTh
UCTIOJIb30BAaHUS IPYTOTo TUIIA TUATM3HOM MEMOPaHbI WM JAPYroro Kjacca aHTUTHITEPTEH3UBHBIX
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

Cosmecmmnoe npumenerue He peKkoOMeHOYemcsi
Anuckupen u 1eKkapcmeenHble npenapambl, cO0epuCAuue aruCKuper
Y nDanMeHToB, HE UMEIOIIMX CcaxapHOro JAualdera WM HapylleHdHs (YHKIMM TO0YeK

(CK® < 60 wmn/mun/1,73 wm? mnumomand HOBEPXHOCTH TeNa), MOBBINIEH PUCK Pa3sBUTHS
TUIEPKAIMEMUH, YXYIIICeHUsT (YHKIMHM TMOYEK U TOBBIIMICHUS YacTOThI CEPACUHO-COCYTUCTON
3a00J1€BaEMOCTH U CMEPTHOCTHU (CM. pazzen 4.4).

Couemanue mepanuu ¢ uneubumopamu AID u APA 11

[To umeromuMces TUTEpaTypHBIM IaHHBIM, Y IMAIIUEHTOB C YCTAHOBJICHHOM aTepOCKIEPOTUYECKON
00JIe3HBIO, CEPJICYHON HEIOCTATOYHOCTHIO WJIM CaXapHbIM JUA0ETOM C MOPAKEHHUEM OPraHOB-
MUIIIEHEH, COBMECTHOE NpuMeHeHre MHruouTopoB AII® u APA Il npuBOIUT K YBEIUYCHHIO
YacTOTHl PA3BUTHUSI apTEPUAIBHON THIOTEH3UH, OOMOPOKA, TUIMEPKATHMEMUU M YXYALICHHUS
GbyHKIMY MOYeK (BKJII0Yas OCTPYIO MOYEUHYIO HEIOCTATOYHOCTB), 10 CPABHEHUIO C CUTYAIUsIMU,
KOria IPUMEHSETCs TOJIBKO OJUH npemnapat, Bo3aeictByromuii Ha PAAC. [Ilpumenenue n1BoiHON
onokansl PAAC (Hanpumep, B ciiydae OAHOBpEMEHHOT0 TpuMeHeHus HHruoutopos AIID u APA
IT) momKHO OBITH OTPAHUYCHO STUHUYHBIMU CITY9assMH CO CTPOTHM KOHTPOJIEM (PYHKIIHH TTOYCK,
cojiepxkaHus Kanus B tuiazme KpoBu U AJl (cm. pasnen 4.4).

dcmpamycmun

CoBMecTHOE MPUMEHEHHUE MOXKET IPUBECTH K TIOBBITIICHUIO PUCKA Pa3BUTHS ITOOOYHBIX Y (HEKTOB,

TaKMX KaK aHTMOHEBPOTHYCCKUM oTek (oTek KBHHKE).

Kanuiicoepezarouwue ouypemuxu (Hanpumep, mpuammepen, amuiopuo) u Kaaui (coau)
['unepkanuemus (C BO3MOXKHBIM JICTaJIbHBIM HCXOJIOM), OCOOCHHO TpU HapylmIeHUU (YHKIIUU
nouek (aanuTuBHbIe () (HEKTH, CBI3aHHBIE C THUIIEPKATHEMHUEH ).

CoueraHue TEpPUHAONPUIA C BBIIEYIIOMSHYTHIMU JIEKAPCTBEHHBIMU IpenapaTaMd He
pexkomennayetcs (cMm. pazaen 4.4). Ecnu, Tem He MEHee, COBMECTHOE TPUMEHEHNE TTOKa3aHo, UX
CIIeTyeT TMPUMEHSTh C COONIOACHHEM MeEp MPEIOCTOPONKHOCTH W PETYIISPHBIM KOHTPOJIEM
COJZCPpIKaHNA KaJIs B CbIBOPOTKE KPOBH.

Oco0eHHOCTH MPUMEHEHHS CIIMPOHONAKTOHA MPU XPOHUYECKON CepIeYHON HETOCTATOYHOCTHU
OMHCAaHbI Jajee Mo TeKCTy (cM. B mojapazaene «CoBMeCTHOE MpUMEHEHHEe TpedyeT o0coboit
OCTOPOKHOCTHY).

Cosmecmnoe npumenenue mpedyem oco60ii 0CmMoOpOICHOCIU

Lunoenuxemuueckue cpedcmea (UHCYIUH, NEPOPATIbHbIE CAXAPOCHUNCAIOUjUe NPenapamnoi)
ONUEMUOJIOTHICCKUE HCCIICIOBAaHUS MMOKA3alld, YTO COBMECTHOE NMPUMEHEHHE WHTHOWTOPOB

ATI® v rUNIOTTHKEMUYECKHX CPEICTB (MHCYIMHBI, IEPOPATbHBIE CaXapOCHUKAIOIIHE TPETTapaThl)
MOYKET YCHUJIMBATh TUITOTIIMKEMHUYECKHI d3PPEKT HHCYIMHA ¥ THIIOTIHKEMUYECKUX CPEJACTB IS
npreMa BHYTPb BIUIOTh JI0 Pa3BUTHS TMIIOTIMKeMUHU. JJaHHBIN 3P deKT BeposTHEE BCETO MOXHO
HaOJIF0/1aTh B TEUCHHUE TIEPBBIX HEJIEIb COBMECTHOM TEPAITNH, a TAKIKE Y MAI[UCHTOB C HApyIICHHEM
(GYHKLINU TOYEK.

Kanutinecoepecarouue ouypemuxu

Y NanueHTOB, MOJYYAIONIMX JUYPETUKH, OCOOCHHO Yy TMAIMEHTOB C TUIOBOJIEMHUCH W/Win

CHIDKEHHOM KOHIIEHTpAIMel cojiell, B Hadaje Teparmuy MEePUHIOTPHIOM MOXKET HaOII0AaThCs
ype3mepHoe cHUxkeHue AJl, pUCK pa3BUTHUSA KOTOPOTO MOXHO YMEHBIIUTh MYT€M OTMEHBI
JUYPETUYECKOT0 CPEJICTBA, BOCIIOJHEHUEM OTEPH KUIKOCTH UITU COJIEN IIEpel HA4ajaIoM TEPANU
NEPUHAONPUIIOM, A TAKXKE HA3HAYCHHWEM MEPHUHJIONPWIA B HU3KOM J103€ C JaJbHEUIIUM
MTOCTEIICHHBIM €€ YBEJINYCHHUEM.

17



COOTBETCTBYET SKCTIEPTHOMY OTHETY

[

[Tpu apTepraibHOI TUIIEPTEH3UHU Y TAIIUEHTOB C FI/II‘IOBOJ‘IQV[‘I/IEEI/-II llrm‘;prcﬁm;lx_(%% %é]IH‘éHTUaHI/IeI/I

F

cojeil Ha (oHe Tepanuu JUYpPETUKAMH, TUYPETHKH JOJDKHBI OBITh JIMOO OTMEHEHHI J0 Hadaia
npuMeHenus uHruoutopa AIID (mpu 3TOM KanmuitHecOeperaromuil JUypeTHK MOXKET ObITh
103/1Hee BHOBb Ha3HayeH), 100 uHruoutop AIID nomkeH ObITh Ha3HaYeH B HU3KOHM J03€ C
JAJIbHEUIINM OCTENIEHHBIM €€ YBEIMUEHUEM.

[Tpu nmpuMeHeHUM IUYPETUKOB B Cly4yae 3acTOMHOMN cep/euyHONW HEAOCTaTOYHOCTH, UHIMOUTOP
AIl® nomxkeH ObITh Ha3Hau€H B OYEHb HU3KOM J103€, BO3MOXKHO, IOCJI€ YMEHBUIEHHUS J103bl
IPUMEHSIEMOI0 OJHOBPEMEHHO KaluiHecOeperaroiero AnypeTuka.

Bo Bcex cimywasx QyHKUuMS Mouek (KOHLEHTpalus KpeaTMHHHA) JOJIKHA KOHTPOJIMPOBATHCS B
NIEpBbIE HEEIN IPUMEHEHUSI UHTUOUTOPOB AIID.

Kanuiicbepezarowue ouypemuxu (3niepenomn, cnupoHoIaKmon)

[TpyMeHeHue dMIepeHOHa WK CIIMPOHOJIAKTOHA B J103aX OT 12,5 mr 10 50 Mr B CyTKH U HU3KUX
1103 UHruouTopos AIld:

[Tpu Tepanuu xpoHudeckoil cepaeunoit Hepocrarounoctu -1V pyHkumonanbHOrO Kiacca mo
knaccupukauun NYHA c¢ ¢pakuueit BeiOpoca neBoro xenmymouka < 40% wu panee
npuMeHsBIIUMHUCS HHTHOUTOpamMu AllD u «eTneBbIMU» AMYPETHKAMH, CYIIECTBYET PHUCK
TUIEPKATHEMUN (C BO3MOXKHBIM JICTAIBHBIM HCXOJOM), OCOOCHHO B CiIydae HECOOJO/ICHUS
PEKOMEHIalii OTHOCUTENIPHO 3TOM KOMOMHAIIUY TIPENapaToB.

[lepen mpuMeHEHHEM TAHHOW KOMOWHAITUY JICKAPCTBEHHBIX MPENapaToB, HEOOXOAMMO YOS TUTHCS
B OTCYTCTBHH TUIIEPKAIIMEMUU U HAPYLIECHUS (PYHKITHH ITOYEK.

Pexomenayercst peryisipHO KOHTPOJIMPOBATh KOHLEHTPALMIO KPEaTUHUHA U KaJIUs B KPOBU:
€XKEHEEJIbHO B MEPBbII MECSL JICUCHHS U €KEMECSIUHO B MTOCIIEIYIOLIEM.

Pexombunanmuule mrxanegvle akmusamopsvl niazmunozena (rtPA, anmeniasa)

[TaruenTsl, nonyyasmue UHruOUTOps! AIID 1 nomyyaromue anrenazy s TPOMOOIUTHYECKON
Tepanuu IOpU OCTPOM HIIEMHYECKOM MHCYJIbTE, MOT'YT MMETh MOBBILICHHBIH PUCK pa3BUTHUS
AQHTMOHEBPOTUYECKOTO OTEKa.

Cosmecmmnoe npumenenue mpedyem 6HUMAHUSA

L'unomensusnvie cpedcmea u 6a300UNAMAMOPbL

CoBMecTHOE NMPUMEHEHHE ITUX MPENAapaToB MOXKET YCWJIMBATh aHTUTMIIEPTEH3UBHOE JEHCTBHE
nepusonpuia. [Ipu coBMECTHOM MIPUMEHEHUH ¢ HUTPOTJIMLIEPUHOM U IPYTUMH HUTpaTaMH MU
JPYTMMH Ba30JUJIaTaTOPaMU BO3MOKHO JIOIIOJHUTENbHOE CHIkeHNE A/l

Annonypunon, _yumocmamuyeckue U UMMYHOOENPEecCUgHvle _ cpeocmed,  CUCHEeMHbLE
KOPMUKOCMEPOUObL U NPOKAUHAMUO
CoBMecTHOE npuMeHeHue ¢ THruouTopamu AII®D MokeT CopoBOXKAATHCS MOBBIIIEHHBIM PUCKOM

nerikonennu (cM. pazaen 4.4)

Cpedcmea Ons anecmesuu

WNuruburoper AII® Moryr ycunauBaTh THIIOTEH3MBHBIM 3(QeKT psaa cpeicTB uisd oOrien
aHecre3uu (cM. pasnen 4.4).

Cumnamomumemuxu
CHUMNaTOMUMETUKH MOTYT OCJIa0JIATh AaHTUTUIIEPTEH3UBHBIN AP PekT UHrnouTopoB AlldD.

Ipenapamul 3010ma

CooOmiasioch 0 peaKUX CcllydasX HUTPUTOMIHBIX pEaKIUi (C TaKUMU CHMITOMaMHu Kak,
TUIIEpEMHUs KOKU JIMIA, TOIIHOTA, PBOTA, I'MIIOTEH3Ms) y MAIMEHTOB Ha (DOHE COBMECTHOIO
npuMeHeHus MHruoutopo AIID, B TOM umcie NepUHIONpPUIIA, U MHBEKIIMOHHOIO Ipernapara
30J10Ta (aypoTHOMasaT HaTpHsl).
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4.6. @PepTHILHOCTD, 0EPEMEHHOCTD U JIAKTALHS (MOCTIEQOBATENEHOCTS 0007)

JlexapctBennbiii npenapatr Wupanamup + I[lepunmonpun BEPTEKC mnporuBomokasan mnpu
O6epemenHoctH (cM. pazaen 4.3).

JlexapctBennbiii npenapat Munanamuy + Iepunnonpun BEPTEKC npoTtuBonokasan B nepuos
IpyAHOro BcKapmiinBaHusa. Heo0XoauMo OLEHUTh 3HAaUUMOCTh TEPANUU AJIs MaTepu U IPUHATH
peLIeHne O MPEKPALEHUH IPYAHOIO BCKapMJIMBaHUs WIN O NIPEKPALLEHUH NpUeMa Ipernapara.
bepemeHHOCTD

Hnoanamuo

JlaHHble O NMPUMEHEHUM MHJIAanamMujaa y OepeMEHHBIX KEHIIMH OTCYTCTBYIOT WJIM OIpaHHYEHBI
(menee 300 ciydae). JlnurenpHOe NpUMEHEHHME THUA3UAHBIX auyperukoB B III Tpumectpe
OEpeMEHHOCTH MOXXET BbI3bIBaTh T'MIIOBOJIEMMIO y MaTepH, a TaKKe€ CHUKEHUE MaTOYHO-
IUTALIEHTAPHOTO KPOBOTOKA, YTO MPUBOJUT K (PETOTUIAIICHTAPHON MIIEMHUHU U 3aepKKEe Pa3BUTHUS
I107a.

HccnenoBanus Ha )KMBOTHBIX HE BBIIBUJIM MPSMOTO WM HENPSAMOIO TOKCUYECKOTO BO3AEHCTBUSA
Ha PEeNpoyKTUBHYIO (PYHKIIHIO.

B kauecTBe Mephl MpPeAOCTOPOKHOCTH PEKOMEHAYeTcs M30erarb NPUMEHEHUs MHIANaMuaa BO
BpeMsi OEpEMEHHOCTH.

Tlepunoonpun

B HacTosiuit MOMEHT HET yOeAUTEIbHBIX SMUIEMUOJOTHYECKUX JaHHBIX O TEPATOIE€HHOM PUCKE
npu npueMme uHruoutropo AIID B mepBoM TpumecTpe OEpPEMEHHOCTH, OJAHAKO HEKOTOPOE
YBEIMYECHUE PHUCKA HApPYIIEHWW pa3BUTUA IUIOJA HCKIKOYUTh Henb3d. [lanueHTkam,
IUTAHUPYIOIUM OepeMEeHHOCTh, ClIeJyeT OTMEHUTh JIEKapCTBEHHBIM Ipernapar M Ha3HA4YUTh
Jpyrue TUMOTEH3UBHBIE CPEJCTBA, pa3pelIeHHbIe Uil MPUMEHEHHs NMpH OepeMEHHOCTH, €CIH
TONbKO Tepanusd uHruouropamu Alld He saBnserca HeoOxoaumoil. Ilpu  BeIABICHHH
OEepeMEHHOCTH ClleyeT HEMEMJICHHO INpeKpaTuTh Tepanuio wuHruburopamu AllD u npu
HE00XO0/IMMOCTH Ha3HAYUTD APYTYIO TEPAIHIO.

N3BectHO, uTo Tepanust uHruOutopamu AII® Bo I u Il TpumecTpax 6GepeMEHHOCTH OKa3bIBAET
(deToToKCcHYeCcKOe IeHCTBUE Ha IIJI0]] Y YeTIOBeKa (CHIKEHNE (PYHKIIMU MTOYEK, OJTUTOT'MIPaMHHOH,
3aMeJiIeHHe occU(UKAIMM KOCTeH ueperna) U TOKCHYECKOEe JEHCTBHE Ha HOBOPOKIEHHOIO
(moveyHasi HEIOCTaTOYHOCTh, TUIIOTEH3US, TUIIEPKAINEMUS ).

Ecnu nanuenTka nomyvana uHruouropsl AII® co Il TpumecTpa 6epeMEHHOCTH, PEKOMEHTyeTCs
IPOBECTH YJIBTPAa3BYKOBOE HCCIIEOBAHUE IUIOJA AJIS OLIEHKHU COCTOSIHMA yepena M (QyHKLIUHU
IIOYEK.

MuaneHiibl, MaTepu KOTOPBIX nostydand HHruouropsl AII®D Bo Bpemst OepeMEeHHOCTH, JOKHBI
OBITH TIIATEIHHO OOCIIEIOBAHbBI HA MPEIMET TUIIOTeH3UH (CM. pazaeinsl 4.3 u 4.4).

Jlakranms

JlexapcrBennsiii npenapar Mananamun + Iepunnonpun BEPTEKC npotuBomnokasan B nepruoj
TPYAHOTO BCKapMIIUBAHHUS.

Hnoanamuo

B Hacrosmuii MOMEHT HET JOCTOBEpHON MH(pOpPMAIMM O BBIIEICHUH HHIANaMUJa U €ro
METa0O0JIUTOB C IPYIHBIM MOJIOKOM.

Y HOBOpPOXXJIEHHOTO MOXET pa3BUTHCS MOBBIIIEHHAs YYBCTBUTEIBHOCTh K IIPOU3BOIAHBIM
Cyib(pOHaMKIAa ¥ TUIIOKATHEMHUS.

Puck a1 HOBOPOKAEHHBIX/MIIQZICHLIEB HEJIb3s UCKIIIOUYATh.

WMupanamu G1M30K 1O CTPYKTYpE K TUA3UAHBIM AUYpPETHKAM, IPUMEHEHUE KOTOPBIX BBI3BIBAET
YMEHBILIIEHUE KOJIMYECTBA IPYAHOTO MOJIOKA WIIH ITOIABJICHUE JIAKTALIHN.
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MHanamMu 1 MpOTHBOMOKA3aH B TIEPUOJ] TPYIHOLO BCKﬂpM&ﬁ%ﬂﬁgc BATEINBHOCTE 0007)

Ilepunoonpun

BBuay orcyrcTBus MHGOpPMAIUH, KAaCAIOIICHCS MPUMEHEHUS TIEPUHIONIPIIIA B TIEPUO]] TPYIHOTO
BCKAPMIIMBAHMS, €ro MpPHEM HE pPEKOMEHIOBAaH, TMPEANOYTHUTEIbHEE MPUMEHSITHh Jpyrue
npemaparsl ¢ Oonee M3ydeHHBIM mpoduiaeM O0e30MacHOCTH, OCOOCHHO TIPU KOPMIICHUH
HOBOPOXXKJICHHBIX ¥ HEJOHOIIICHHBIX JICTEH.

DepTUIILHOCTD

Obwee 0151 nepuHOONpuULa U UHOANAMUOA

W3yueHne penpoayKTHBHOW TOKCHYHOCTH IMOKA3aJId OTCYTCTBHUE BIUSHHS Ha ()EPTUIBHOCTD Y

KpbIC 000ero nouna. [IpennonoxxuTensHo BAUSHNE Ha (EPTUIIBHOCTD y YEJIOBEKA OTCYTCTBYET.

4.7. BausiHMe Ha CHOCOOHOCTH YNPABJATHL TPAHCHOPTHBIMH CpPeICTBAMHM M PadoTaTh C
MeXaHU3MaMHu

Oba pgeicTByIOIUMX BEIIECTBAa, KaK IO OTICIBHOCTH, TaK M B KOMOWHAIUU WHJANaMHA +
NEPUHJIONIPUII, HE OKA3bIBAIOT BIMSIHUS HA CIOCOOHOCTH YIPABISATH aBTOMOOUIIEM HIIH IPYTHUMHU
MEXaHU3MaMH.

Y HEKOTOPBIX MAlMEHTOB OCOOEHHO B Hayalle Tepanmuu WIM Npu J00aBICHUHM K MPOBOIUMON
TCpaIriMu APYrux THUIOTCH3WBHBLIX HNPCHapaToB MOryT BO3HUKATb WHAWBUAYAJIBHBIC PCAKIUU,
CBsi3aHHBIE cO cHkeHHeM AJl. BenemcrBrue 3Toro crmocoOHOCTh YIPABISATH aBTOMOOWIIEM HITH
APYruMru MEXaHU3MaMU MOKET 6I)ITI) HapymcHa.

4.8. HexkennaTeibHbIE peakunu
Pesrome mmpounas 0€30IacHOCTH
[lepunmonpun oOka3blBaeT WHTHOMpYIOLIEE JCHWCTBHE HA CUCTEMY «PCHHH-aHTHMOTEH3WH-
anpoctepon» (PAAC) u yMeHbIIAeT BBIBEIICHUE HMOHOB Kajus MMOYKaMU Ha (OHE mpHeMa
uHpanamuna. Y 6 % manumeHToB Ha (OHE TPUMEHEHHs KOMOWHAIMKM WHIANaMHuIa W

NEPUHJIONPUIA OBLJI0O OTMEYECHO pa3BUTHE THUIOKAIHMEMHH (COJCp)KAaHUE Kallusi MEHee

3,4 MmMouIB/ ).

Haunbomnee yacTeIMU HEXENATSIILHBIMU PEAKIIUSIMHA SIBIISITUCH:

— U MHAANaMUa: THIOKATUEMHUs], PEaKIM TUIIePUYYBCTBUTEIBHOCTH, B OCHOBHOM KOKHBIE,
y TIAIUEHTOB, TIPEPACITOIOKECHHBIX K AJUICPTHYSCKUM U aCTMATHYCCKUM PEAKITHSIM, MaKyJIO-
nanyJse3Has ChIIlb,

— I IEpUHJIONPUIIA: TOJOBOKPYKEHHUE, TOJIOBHAs 00Jb, TapecTe3us, AUCTEB3Us, HApYIICHUE
3pEeHUs1, BEPTUTO, 3BOH B YIIIaX, apTepraIbHas THTIOTCH3HsI, Kallellb, OJIBIIITKA, 00JIb B )KUBOTE,
3arop, JUCIENCHS, JHUapesi, TOITHOTa, PBOTA, KOXKHBIA 3yJ, KOKHAS CBINb, CITa3M MBIIIIII,
acTeHusl.

TabnuuHOe pe3roMe HeKENIATSIILHBIX PEaKIHi

YacToTa HEXenaTeJdbHBIX PEaKIui, HAOTIOIABIIMXCA BO BPEMsS KJIMHUYECKUX HUCCIICIOBAHHI
W/WJIM TIPH TIOCTMAPKETHHIOBOM HaOJIFOICHUH, TIPUBE/ICHA B BUJIC CIICIYIOIICH Tpalallii: OYCHb
gacto (>1/10), gacto (>1/100, HO <1/10), Hewacto (>1/1 000, HO <1/100), peaxo (>1/10 000, HO

<1/1 000), ouens penko (<1/10 000), gacToTa HEM3BECTHA (HA OCHOBAHWH MMEIOIIMXCS JaHHBIX

OIIEHUTHh HEBO3MOXKHO).
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CucreMHo- HexenarenbHbi¢ AT TEHE g g = = WY
OpraHHbIE KJIacChl peakuuun
[Tepunponpui WNupanamun
Nudexnuu n Punur OueHnb penko -
WHBa3UU
OHAOKPUHHBIE Cunapom HeaJeKBaTHOM Penxo -
HapyILIECHUS CeKpeLuu
AHTUUYPETUYECKOTO
ropmona (CHCAJI')

Hapymenus co Do3uHOGUIHS Hewacto™ -
CTOPOHBI KPOBU U ArpaHyJIOIUTO3 OueHb penko Ouenb penko
auMbaTHIeCKON (cm. pazgen 4.4)

CHUCTEMBI ArnacTuyeckasi aHeMHMsl - OueHb penko
[TaHnMTONIEHUS OueHb peko -
Jlelikonenus Ouensb penko Ouensb penko
Helitponenus Ouensb penko -
(cm. paznen 4.4)
I'emonutuueckas Ouensb penko Ouensb penko
aHEeMUS
TpombonuTonenus Ouensb penko Ouensb penko
(cm. paznen 4.4)
Hapymenus co ['unepuyBCTBUTENBHOCTD - Yacto
CTOpPOHBI (peakiuu, B OCHOBHOM
MMMYHHOI KOYKHBIE, Y TAlIUEHTOB C
CHUCTEMBI MIPEAPACIIONOKEHHOCTHIO
K aJUIEPTUYECKUM U
ACTMATHYECKUM
peaxiusm)
Hapymenns I'unornukemust Heuacto® -
MeTaboau3Ma 1 (cMm. paznensl 4.4 u 4.5)
MUTaHUSA lMunepkanuemusi, Hewacto" -
oOpaTtumasi Ipu OTMEHE
npenapara
(cm. pazgen 4.4)
T'unoHaTpueMus Heuacto® Heuacto
(cm. pazgen 4.4)
I'mnoxnopemMus - Penko
T'unomaruamemust - Penxo
['mnepkanbiueMus - OueHb penko
['unokanemus - Yacto
[Icuxuueckue JlabunpHOCTH Heuacto -
HapyIIECHUS HACTPOCHHUS
Jenpeccus Heuacto* -
Hapymienne cua Heuacto -
CnyTaHHOCTBH CO3HAHUS Od4eHb pesKo -
Hapyenus co I'on0BOKpYKEHHE Yacto -
CTOPOHBI HEPBHOU ["onoBHas 60116 Yacto Penxo
CUCTEMBbI [Tapecresus Yacro Penko
Jucres3us Yacro -
COHIMBOCTH Hewacto" -
O6MOpoK Hewacto" YacroTa
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(MOCHEQDEATENHOT, [& 0l

'ne3BeCTHA

NHCynbT, BO3MOKHO OueHnb penko -
BCJICJICTBUE
YpEe3MEPHOTO CHUKEHUS
A/l y nanyieHToB u3
TpyMIbl BEBICOKOTO pUCKa
(cm. paznen 4.4)

Ileuenounas - Yacrora
sHIEdatonaTus y HEM3BECTHA
MAIMEHTOB C
MEYECHOYHOHU
HEJ0CTAaTOYHOCTHIO
(cm. paznen 4.3 u 4.4)

Hapymenus co Hapymenue 3penuns Yacrto Yacrora
CTOPOHBI OpraHa HEHU3BECTHA
3pEHUs Muonus - Yacrora
(cm. paznen 4.4) HEH3BECTHA
HeuerkocTs 3peHus - Yacrora
HEHU3BECTHA
Ocrtpas - YacroTa
3aKpBITOYTOJIbHAS HEHU3BECTHA
rJlaykoMa
XOpHOUIaIbHbIN BBITOT - YacroTa
HEHU3BECTHA

Hapyenus co Bepruro Yacto Penko
CTOPOHBI OpPraHa 3BOH B yIlIax Yacto -
cllyxa 1 JaOupUHTa

Hapymurenus co Ontymenue Heuacto® -
CTOPOHBI cepALa cepaieOoneHus
Taxukapaus Heuacto” -
Crenokapus OueHsb penko -
(cm. paznen 4.4)
Hapymenus putma OdeHb peako Ouenb penko
cepaia (B TOM YHCIIE,
Opaaukapaus,
HKEITy10UKOBast
TaXHKapIus U
bubdpumIsIHs
npeicepanii)
WNudapkr muokapna, Ouensb penko -
BO3MOJKHO, BCJIE/ICTBHE
M30BITOYHOTO CHUYKCHHUS
A/l y nanieHToB u3
TPYIIBI BEBICOKOTO pHCKa
(cm. pazpen 4.4)
[Monmumopduas - Yacrora
KeITy10UKOBast HEW3BECTHA
TaXHKapaIus THIIA
«IHAPYIT» (BO3ZMOMKHO CO
CMEPTEJIbHBIM UCXO0/I0M)
(cm. paznmensl 4.4 u 4.5)

Hapymenus co AptepuanbHas Yacto OueHb penko
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= =
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CTOPOHBI COCYZI0B

TUIIOTCH3UA U

JCRERCBATENRH

= ry
S TD UL

CBA3aHHBIC C OTUM

CHUMIITOMBI
(cm. pasznen 4.4)
Backyur Heuacto” -
[TpunuBbI Penxo* -
Cunpgpom Peiino Yacrora -
HEHU3BECTHA
Hapymenus co Kamens (cM. paznen 4.4) Yacro -
CTOPOHBI OnpIka Yacto -
JBIXaTEeIIbHOM bponxocnasm Heugacro -
CUCTEMbI, OPTraHOB Do3uHOpUITBHAS OdeHb peKo -
TPYIHOU KJIETKH U MTHEBMOHUS
CpenoCTeHNUs
Kenynouno- bonsb B xuBOTE Yacto -
KHILEYHbIE 3amnop Yacro Penxo
HApPYILLICHUS Huapes Yacro -
Jucnencus Yacto -
TomnuoTa Yacto Penxo
PBota Yacto Heuacto
CyxocTb cu3UCTON Heuacto Penxo
000JI0YKH MOJIOCTHU PTa
[Tankpearut OueHb pesKo OuyeHb penko
Hapymenus co I'enatut (cm. pazgen 4.4) Ouensb penko Yacrora
CTOPOHBI IIEYEHH U HEU3BECTHA
JKEITUEBBIBOJALINX Hapymenne pyHkunm - Ouenb penko
nyTein [IEYCHHU
Hapyenus co KoxHblii 3yz Yacto -
CTOPOHBI KOXKHU U KosxHas cpitib Yacto -
ITOJIKOKHBIX Makyno-namyne3Has - Yacro
TKaHeu CBINb
KpanusHuna Heuacro Ouenb penko
(cm. paznen 4.4)
AHTMOHEBPOTHYECKUN Heuacto OueHb penko
otek (cm. pasznen 4.4)
[Iypnypa - Heuacto
[ToBbIlIEHHOE Heuacto -
ITOTOOTJEICHUE
Peakuu Heuacto” YacroTta
(hOTOYYBCTBUTEIHHOCTH HEU3BECTHA
[lemduronn Heuacto” -
OO6ocTpeHue ncoprasza Penko* -
MuorogopmHast Ouenb penko -
spuTeMa
Toxkcuueckuii - OueHb penko
SMUIEPMAIbHBIN
HEKPOJIU3
Cunnpom CruBeHca- - Ouenb penko
J>xoHCcoHa

Hapyenus co
CTOPOHBI

CrasMbl MBIIIII]

Yacto

Yacrora
HEU3BECTHA
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MBIIIEUHOM,
CKEJICTHOH U
COCIUHUTEILHOMN
TKaHH

Bo3MoxHO yxyameHue

(MOCAEQOER

y>Ke UMeroniencs
CUCTEMHOH KpacHOMI
BOJIYAHKH

HEHU3BCCTHA

ApTtpanrus

Heuacto®

Muanrus

*
Heuacto

Yacrota
HEU3BECTHA

Mpeiieynas ciabocTh

Yacrota
HEU3BECTHA

Pabnomuonus

Yacrora
HEU3BECTHA

Hapymenus co
CTOPOHBI IOYEK U
MOYEBBIBOSILINX

nyTeun

Tloyeunas
HEIOCTATOYHOCTD

Heuacto

OueHb peniko

Octpas noueyHas
HEIOCTATOYHOCTh

Penko

AHypUsI/OTUTypHst

Penxo*

Hapymenus co
CTOPOHBI
pEenpoyKTUBHOU
CUCTEMBI U
MOJIOYHBIX JKeEJe3

OpeKTUIIbHAs
TUCHYHKITHS

Heuacto

Heuacto

OOu1re HapyIeHHs
U PEaKIMU B MECTE
BBEJICHUSI

Actenus

Yacto

Bbonb B rpyaHOl KieTke

3
Heuacto

Henomoranue

Heuacro®

[Tepudepuyeckue oTexu

3
Heuacto

JInxopanka

Heuacto®

[loBrlIenHas
YTOMJISIEMOCTD

JIaGopartopHble 1
UHCTPYMEHTAJIbHbIE
JaHHBIC

TloBrIIeHnEe
KOHLIEHTPaLUHU
MOYEBHHBI B KDOBH

Heuacro®

IloBrIIEHNE
KOHIEHTPALNH1
KpEeaTUHHHA B KPOBHU

Heuacto®

['unepbunupyorHemust

Penko

[ToBbIlIeHNE aKTUBHOCTH
KIICYCHOYHBIX»
(hepMeHTOB

Penxo

Yacrtota
HEW3BECTHA

CHuxeHre reMorioonHa
Y TeMaTOKpHUTa
(cm. paznen 4.4)

Ouensb penko

TloBrIIenne
KOHLIEHTPALHUH TIIFOKO3bI
B KPOBHU

Yacrora
HEeW3BECTHA

[ToBbiIeHHE
KOHIEHTPALlUH MOYEBOM
KHUCJIOTBI B KPOBHU

Yacrtorta
HEW3BECTHA

VY 1nuHeHue uHTepBaia
QT na OKT (cm.
pasznensl 4.4 u 4.5)

Yacrora
HEN3BECTHA

TpaBmbl,

ITanenue

Heuacro®
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WHTOKCUKAIUU U L
OCJIO)KHEHUS
nporesyp

*OHGHKa HaCTOThl HEXKCIIATCIBbHBIX peaKHHﬁ, BBIIABJICHHBIX IIO CIIOHTAHHBIM COO6H_[CHI/IHM,
IMPpOBE€ACHA HA OCHOBAHUHU JAaHHBIX PE3YJIbTATOB KIMHUYCCKUX HCCHeﬂOBaHHﬁ.

Onucanue OTACIBHBIX HCXKCIATCIIbHBIX DeaKI_[I/If/'I

Bo Bpems uccnenosanuii 11 u 111 ¢a3bl, cpaBHUBatONIMX HHIATAMH]] B 103UpoBKe 1,5 1 2,5 Mr 110
KOHI[EHTPAIIUHU KaJ¥sl B IJIa3Me KPOBH, OBbLIT YCTAHOBJICH J0303aBUCUMBIN dPPEKT HHAAMAMHU/IA!

- uHAanaMuy 1,5 Mr: KOHIIEHTpamus Kaiusl B Tu1azMe KpoBu <3,4 MMOJIb/1 HaOmoaanace y 10 %
nanueHToB, <3,2 MMmoib/i1 — y 4 % manueHToB mocie 4—6 Henenb nedeHus. [locne 12 Hexens
JICYCHMS CpEJIHEee CHMIYKEHNE KOHIICHTPAIlMU KaJlus B I1a3Me KpoBH cocTaBmiio 0,23 MMOJIB/JI.

- MHIanamMuz 2,5 Mr: KOHLIEHTpalus Kanus B IiazMe KpoBu <3,4 MMoJIb/I Habmoaanach y 25 %
nanueHToB, <3,2 mmons/1 —y 10 % namnuentoB nocne 4—6 neaens neueHus. [locne 12 negens
JICYCHMS CpEJIHEee CHMIKEHNE KOHIICHTPAIlMU KaJlis B I1a3Me KpoBH cocTaBmiio 0,41 MMOJIB/II.

COO6HI€HI/I$I 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare O TMOAO03pEeBACMBIX HEXKENATSNbHBIX PEAKIHAX IIOCTEe PETUCTPAINH
JIEKApCTBEHHOTO Tperapara ¢ Helbl0 00eCTIeYeHNsT HEPEPHIBHOIO MOHUTOPUHTA COOTHOIICHHS
«T0JIb3a — PHCK» JIGKAPCTBEHHOTO Ipernaparta. MeIWIMHCKUM DPaOOTHUKAM DPEKOMEH/IYeTCs
coo0IIaTh O IOJO3PEBACMBIX HEKENATEIbHBIX PEAKIHsIX JEKapCTBEHHOTO IIperapara 4depes
HAlIMOHAJIBHBIE CHCTEMbI COOOIICHHS O HEKENATeIbHBIX PEaKIHsIX TOCYlapCTB — YJICHOB
EBpa3uiickoro 53K0OHOMHYECKOTr0 COI03a.

Poccniickas @enepanns

®denepanbHas cayx0a mo Haa30py B cdepe 3apaBooxpanenus (Poczapasuanzop)

Anpec: 109012, r. Mocksa, CraBsiHCKas IUI0IIa b, 1. 4, ctp. 1.

Tenedon: 8 (800) 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(pOpMAIIMOHHO-TEJIEKOMMYHUKALMOHHOM ceTH «HTepHeT»:
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CuMITOMBI

Haubonee BepoATHBIM CHMIITOMOM NEPEA03UPOBKHU SBISETCS TUTIOTEH3USI, THOT/1a B COYETAHUHU C
TOIIHOTOM, PBOTOM, CyJOpOraMu, TOJIOBOKPY>KEHUEM, COHIMBOCTHIO, CITyTAHHOCTHIO CO3HAHMUS,
OJIUTYpHEH, KOTOpasi MOXKET MEePENTH B aHYPHUIO (B PE3yJIbTaTE TMIIOBOJIEMUN).

Taxoke MOT'YT BO3HUKATh BOJTHO-3JIEKTPOJIUTHBIEC HAPYIIEHUS (TUIIOHATPUEMHS, TUITOKATUEMHUS).
Jleuenue

[TepBbie Mepbl, KOTOPBIE HEOOXOAUMO MPEIIPUHATH, COCTOST B OBICTPOM BBIBEICHUHU MPUHATOTO
npernapara: MpOMBIBAaHUE JKENyJIKa H/HIM TPHEM aKTUBHPOBAHHOTO YIJIA C MOCIEIYIOIUM
BOCCTAHOBJICHHEM BOJHO-3JIEKTPOJIMTHOTO OaaHca B YCIOBUAX CHENUATU3UPOBAHHOTO LIEHTPA.
B cimywae BeipakeHHOTO CHIKEHUS A/l cieayeT mepeBecTH MalMeHTa B MOJIOKEHUE «IeKa» Ha
CIIUHE C MPUMOJHATHIMUA HOTaMH.

[Ipy HEoOXOAMMOCTH MOKET OBbITh BBIIOJHEHO BOCIOJIHEHHE O00beMa >KUIKOCTH IyTeM
BHYTPUBEHHOM HH(]Y3UM H3OTOHMYECKOT'O COJIEBOTO pacTBOpa (Hampumep, BHYTPHUBEHHAas
uHdy3us 0,9 % pacTBopa XJI0pH1a HATPUS) UITH JTIOOBIM APYTHM CIIOCOOOM BOCIIOJTHEHHS 00beMa
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xuakoctu. [lepungonpunar, aktuBHas Gopma 1 3DHH,HOI'I'M/IIJTII£’DI%$E&“ : LIEEQEH%I/E%HP&EI&Ma

C IOMOIIBIO AHau3a (CM. paszen S).
5. ®APMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

®apMakoTepaneBTUYECKas TpYIa: CpPeACTBa, ACHCTBYIOUIME HA PEHUH-AHTHOTEH3HMHOBYIO
CHUCTEMYy; WHTHOUTOpPHl aHTHOTeH3WHNpeBpamatomero ¢epmenta (AllD), komOuHauu;
uHruouTOphl AIID u TuypeTukwu.

Kon ATX: CO9BAO04.

MexaHu3M 1eUCcTBUA
Hnoanamuo + Ilepunoonpun BEPTEKC
KomOuHnanus nepuHionpuiia 1 MHAANaMu/a yCUIMBAET aHTUTUIIEPTEH3UBHOE JICHCTBUE KaXKA0T0

U3 HHX.

Hnoanamuo

WNupganmamMu1 OTHOCUTCSA K TPYIIE CYIb(pOHAMHUIOB, IO (hapMaKOJIOTHYECKUM CBONCTBAM OJIM30K K

THA3HUIHBIM TUypeTukaM. HIanamMux iHruonpyeT peadcopOInio MOHOB HATPHSI B KOPTUKATHBHOM

CerMeHTe netiu ['ense, 4To MpUBOIUT K YBEJTMUYEHHUIO BHIBEICHUS TIOYKAMU MOHOB HATPHS, XJI0pa

Y B MEHBIIICH CTENIEHU NOHOB KaJiusl U MarHusi, yCUJIMBasi TEM CaMbIM JUype3, U CHIKas A/l

Tlepunoonpun

[lepunnonpun — uHruOuTop ¢epmMeHrta, mpeBpamiarmero aHruoteHsuH [ B anruotensun Il

(uarudutop AIID). ATID, unu kuauHaza 1, aBrisercs sK30MeNTUa30, KOTOpas OCYIIECTBISET

KaK NpEeBpallleHue aHTMOTEH3MHa | B cOCyAoCyXHuBarllee BemecTBO aHruoreHsuH II, tak u

pazpylieHre OpaJuKUHUHA, 00JaIal0IIEr0 COCYI0PACUIUPSIONIUM JEHCTBHEM, IO HEAKTUBHOTO

renTanenTuaa.

B pe3ynbTare nepuHaONpUII:

—  CHMJKAET CEKPELHIO alIbJIOCTEPOHA;

— 110 IPUHIMIY OTPUILIATETILHON OOpaTHOM CBSI3W YBEIIMYMBAET aKTUBHOCTH PEHHHA B TUIa3Me
KpOBHU;

— T[pU JUIMTEIIBHOM TPUMEHEHHWHU YMEHBIIAeT oOmiee nepudepruueckoe COCYyAUCTOoe
conpotusnenue (OIICC), yTo 00ycnoBIeHO, B OCHOBHOM, JIEHCTBUEM Ha COCY/bI B MBIIIITIAX
U moukax. OTu 3G (HEeKThl He COMPOBOXKIAIOTCS 3aJePKKOM MOHOB HATPHS U KUAKOCTU WIH
pa3BuTHEM pedIeKTOPHOIN TaXUKapAUU.

[Tepunmonpun HOpMaTU3yeT paboTy MUOKap/ia, CHIKAS MIPEIHATPY3KY U MOCTHATPY3KY.

[Ipu wu3yueHuu moOKazareneld TeMOAVMHAMUKHM Yy TAIMEHTOB C XPOHUYECKON cepAeuHOn

HELOCTATOYHOCTBIO OLLIO BBISIBIIEHO:

—  CHIJKEHME JIaBJICHUS HAMOJIHEHUS B JIEBOM U IIPABOM JKENyI0UYKax Cep/la;

— camkenue OIICC;

—  yYBEIWYEHHUE CEPJICUHOTO BHIOPOCA M YBEIIMUEHUE CEPACUHOTO NHIIEKCA;

—  yCUJICHHE MBIIIEYHOTO NMepruepuIecKoro KpoBOTOKaA.

dapmakognaamuyeckue 3P HeKTeI
Anmueunepmensusroe oeticmsue
Unoanamuo + Hepunoonpun BEPTEKC
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AQHTUTUIIEPTEH3UBHOE JIEHCTBUE, KaK HA JUACTOJIMYECKOE, TaK M Ha cucrosnnyeckoe AJl, kak B
MIOJIO)KEHUU «CTOSD», TaK U «WIeka». AHTUTMIIEPTEH3UBHOE JAEUCTBUE COXPAHAETCS B TeUeHUE 24
gacoB. CTaOWIbHBIN TepaneBTHYecKuil 3 PeKT pazBuBaecTcs MeHee yeM uepe3 1 Mecsir oT Havana
TEpanuy U He CONPOBOXKAaeTcs Taxupuinakcuei. [Ipekpaiienue geueHns He BHI3BIBAET CHHAPOMA
«OTMEHBD».

JlekapctBennniii npenapar HMumanamun + Ilepunponpun BEPTEKC ymeHbliaeT creneHb
runiepTpodun nesoro xenynouka (I'JIK), ynydmaer anactuanocts aptepuit, cHmkaet OIICC, He
BJIMSIET Ha METAa00IM3M JIMIUAOB (OOLIMH XOJIECTEPHH, XOJECTEPHH JIMIIONPOTEMHOB BBICOKOM
wiotHocty (JIIIBIT) u JITTHIL, Tpurnuuepuast).

Jloka3aHo BIMSHUE NPUMEHEHUS KOMOWHAIMKM TepuHaonpuia U uHaanamuna Ha [JDK B
CPaBHEHHUH C DHAIANPHUIIOM. Y MALMEHTOB C apTepHanbHOM runeprenzuen u I'JDK, nomydapmmx
TEPAIUIO MIEPUHIONIPHIIOM 3pOYMHHOM 2 MT (3KBHBAJIEHTHO 2,5 MI' MEPUHIONpHUIIA apTUHUHA) /
unaanamuom 0,625 mr u sHananpuiaoM B 1o3e 10 Mr oguH pa3 B CyTKH, U IIPU YBEIMYECHUH JO3bI
nepuHAonpuiIa 3pOyMuHa 10 8 Mr (3kBUBaJIeHTHO 10 MI mepuHI0NIpUIIa aprMHKUHA) U HHJAllaMu/1a
70 2,5 Mr, uiaM sHananpuia 10 40 Mr ofuH pa3 B CyTKH, OTMEUEHO 0ojiee 3HaUMMOE CHIKEHHE
UHJIeKca Macchl JieBoro xxenynouka (MMJDK) B rpymnme nepusionpuil/uHaanamMu o CpaBHEHUIO
¢ rpynmno# sHananpuia. [Ipu stom Haubonee 3naunmoe BiussHue Ha UMIDK otmewaercs npu
NPUMEHEHUU TIEpUHIONPIIIa SpOyMIHA 8 MI/HHIanaMua 2,5 Mr.

Taxke oTMedeHO Ooiee  BBIpQXCHHOE  AHTUTUIIEPTEH3WBHOE  JeiicTBue Ha  (oHE
KOMOMHHMPOBAHHOW TEpaIuy NEPUHONIPUIOM U UHIAIAMH/IOM T10 CPABHEHUIO C SHAJIANIPUIIOM.
Hnoanamuo

AHTUTUNIEPTEH3UBHOE JIEHCTBUE TPOSABIAETCS IPU NPUMEHEHUM IIpenapara B J03aX,
OKa3bIBAIOLINX MUHUMAJIBHOE TNYPETUYECKOE JEMCTBHE.

AHTUTUIIEPTEH3UBHOE JIEHCTBUE MHJANIAMUJA CBSI3aHO C YJIYYLIEHHUEM JJaCTHUECKHUX CBOWCTB
KpynHbIX aprepuii, ymensienue OIICC.

Nupanamun ymenpmaer ['JDK, He Binser Ha KOHUEHTpAaLMIO JUIUIOB B IIa3M€ KPOBH:
TpUTIULEepuaoB, odmero xonecrepuna, JIITHB, JIIIBII; yrneBonHblii oOMeH (B TOM yucie, y
MAIMEHTOB C COMYTCTBYIOLIUM CaxapHbIM JUa0ETOM).

Ilepunoonpun

[Tepunnonpun 3¢ GeKTUBEH B TepallK apTepUaIbHOI TUIEPTEH3UU JTI000H CTETEHHU TSKECTH.
AHTUTUIIEPTEH3UBHOE [JEICTBHE Npenapara AOCTUIaeT MAaKCUMyMa uepe3 4-6 4acoB Iocie
OJIHOKpPaTHOI'O IIpUEMa BHYTPh U cOXpaHseTcs B TeueHue 24 yacos. Yepes 24 yaca nocine npuema
npenapara HabmogaeTcst BeipakeHHoe (ropsiaka 80%) octarounoe naruouposanue AIID.
[Tepunonpun oka3pIBa€T aHTUTUIIEPTEH3UBHOE AEWCTBUE Yy MAIIMEHTOB KaK ¢ HU3KOM, TaK U C
HOpPMaJIbHOW aKTUBHOCTHIO PEHUHA B TIa3Me KPOBHU.

CoBMecTHOE  NpPUMEHEHHE  THAa3UAHBIX  JUYPETHMKOB  YCHJIMBA€T  BBIPAXEHHOCTh
aHTUTUIIEpTeH3UBHOrO JeicTBus. Kpome »sToro, komOuHupoBaHue wunHruoutropa AllD u
THA3UAHOTO JUYpPETHKA TAK)Ke MPUBOAMUT K CHIKEHHMIO PUCKA Pa3BUTHUS TMIOKAIMEMUU Ha (oHe
IpreMa JUYPETUKOB.

Kinuanueckas 3¢ dekTUBHOCTL U 0€301aCHOCTh

sotinas broxaoa penun-aneuomenzur-arboocmeporosotl cucmemwvl (PAAC)
HmeroTcst TaHHbIE KIIMHUYECKUX HCCIICAOBaHUI KOMOMHHMPOBAHHOW TEpaluu C MPUMEHEHHEM
uaruouTopa AII® ¢ anTaronucramu perentopos anruotensuna I (APA II).
[TpoBOIMIINCh KIMHUYECKHE HCCIEAOBAaHUS C y4YacTHEM ITallMEHTOB, UMCIOIIUX B aHAMHE3e
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COIPOBOXKAAKOLIUICS TOATBEPKACHHBIM II0PA>KEHUEM OpPraHa-MUILIEHH, & TAK)KE UCCIICIOBAHHUS C
y4acTHEM MalUeHTOB C CaxapHbIM AUa0eTOM 2 TUMa U JuadeTHYecKor HedpomnaTuei.

JlaHHbBIC WCCIIEIOBaHMS HE BBISBIIN y MAIIMEHTOB, MOJTYYaBIIMX KOMOMHHPOBAHHYIO TEPAIHIo,
3HAYMMOTO MTOJIOKUTEITHFHOTO BIMSHUS Ha BOSHUKHOBCHHE TTOYSYHBIX W/WITH KapAHOBACKYIISIPHBIX
COOBITHIA U HA TTOKA3aTeIU CMEPTHOCTH, B TO BpeMsl KaKk PUCK Pa3BUTHUS THIIEPKATUEMHH, OCTPOM
MOYEYHON HEJIOCTATOYHOCTH /WM apTepHabHOM TMIOTEH3UH YBEIMYUBAICA MO CPABHEHUIO C
MalMEeHTAaMH, [TOJIy4aBIIMMU MOHOTEPAIIHIO.

[Ipunumasi BO BHHMMAaHHME CXOXKHME BHYTPUTPYIIOBblE (papMaKoJUHAMHUYECKHE CBONCTBA
uHrHOuTOpOoB AII® 1 APA 11, naHHBIE pe3yJIbTaThl MOKHO OKUIATH JJISI B3AUMOICHCTBUS JTFOOBIX
JpYyrux MpernaparoB, npeacTaBuTeneil kinaccoB nHruoutopos AII® u APA 11

[ToaTomMy mpoTMBONOKa3aHO NpUMeHEHHEe MHruouTopoB AIID B codyeraHuu ¢ aHTarOHUCTaMU
penenTopoB anruoreH3uHa Il y manueHToB ¢ quaberndeckoii HeporaTuei.

NMeroTcst naHHbIE KIMHUYECKOTO MCCIIEIOBAHUS MO M3YUYECHMIO IMOJIOKUTEIBHOIO BIUSHUSA OT
no0aBIeHHs alMCKUpeHa K cTanaapTHou Tepanuu nHruoutopom AIID unu APA Il y nanuenTos
C caxapHbIM Ara0eToM 2 THUIA U XPOHUUYECKUM 3a00JIeBaHUEM TIOUYEK UIIH CEPACUHO-COCYTUCTHIM
3a0oJieBaHueM, JTM00 UMEIONINX cOYeTaHue ITUX 3aboseBanuil. MccnenoBanue ObLTO IPEKpaIeHO
JIOCPOYHO B CBSI3U C BO3POCLIMM PUCKOM BO3HMKHOBEHUS HEXeNaTelIbHBIX UCX0/10B. CepaeuHo-
COCYJMCTasi CMEPTh U MHCYJIBT BO3HUKAJIM Yallle B TPYIIIE NAlMEHTOB, MOJYYaOINX aTUCKAPEH,
[0 CpaBHEHUIO ¢ rpynnod 1anebo. Takke HexenaTeslbHbIE SBICHUS M CEPbE3HbIE
HE)KeJlaTeJIbHbIE SIBJIEHMSI 0CO00ro MHTepeca (TUIEepKaaueMus, apTephajbHas TUIOTEH3Us U
HapylieHne (QYHKIUU MOYEeK) PErUCTPUPOBAIUCH Yalle B TPYIIE alIUCKUpPEHa, YeM B TpyIIe
iane6o.

5.2. dapmakoKknHeTHYECKHE CBOHCTBA
WNuananamun + [epungonpuwia BEPTEKC

CoBMecTHOE MpUMEHEHNE IEPUHIONIPIIIAa U MHIallaMU1a He U3MEHsIeT UX (hapMaKOKHHETHYECKUX
XapaKTEPUCTHUK 10 CPABHEHUIO C Pa3J€IbHBIM IPUEMOM ITHX IIPEIapaToB.

Nupanamun

Abcopbyus

WNupamamu OBICTPO M MOJHOCTHIO a0COpOUpPYETCS U3 )KETyTOUHO-KUIIIEYHOTO TPAKTa.
MakcumanbHasi KOHIIEHTpalMs B IUIa3ME€ KpPOBU JOCTUTraeTcs depe3 | wyac mociie mpuema
npenapara BHYTpb.

Pacnpeoenenue

CBs13b ¢ OenmkaMu 1m1a3mMel cocTaBisieT 79 %.

Bbuompancpopmayus

Tin cocraBnsier 14-24 uwaca (B cpeanem 18 uacoB). [loBTopHOE TpWMEeHEeHHE Tpemapara He
MPUBOAUT K €r0 KYMYJISILIUU B OpTaHU3ME.

Inumunayus

BreiBogutcs B ocHOBHOM ¢ Mouoit (70 % oT BBemeHHOW m03b1) U KajmoMm (22 %) B dopme
HEaKTUBHBIX METaOOIHUTOB.

DapmakokuHemuyeckas-papmakoOUHAMU4ecKds 3a8UCUMOCHb

lloueunas nedocmamounocms

vy ITaIfMCHTOB C MMOYCIHOM HEAOCTATOYHOCTBIO (bapMaKOKI/IHeTI/IKa HE U3MCHSCTCA.
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[Tepunponpun

Abcopbyus

[Tocne mpueMa BHYTPh NEPUHIONPHI OBICTPO BCACHIBACTCS, W TUKOBas KOHIICHTPAIUS
nocturaercs B teueHue 1 uvaca. [lepumon monyseiBenenus (T12) mepunaornpuia paBeH 1 yacy.
[Ipuem nuimum 3aMeIsIeT NpeBpalieHue NepUHI0NPUIIa B IEPUHIONPUIIAT, TAKUM 00pa3oM, BIHSS
Ha 6Mo0CcTYMHOCTE. [loaToMy nepuHAONIPUII ClielyeT MPUHUMATh OJIMH Pa3 B CyTKU, YTPOM Tepe
MPUEMOM IHILIH.

Pacnpeoenenue

O0beM pacnpe/esieHrs HECBSI3aHHOTO MEepUHAOIPHIIaTa cocTaBiseT npubnusutensuo 0,2 J/Kr.
Cesi3p mepuHAONpUiIaTa ¢ OelIKaMu IJIa3Mbl KPOBH, TJIaBHBIM oOpazom ¢ AII®D, 3aBucut ot
KOHLEHTPALUU IEPUHIOIPHIIA U cOoCcTaBiIseT 0Kouto 20 %.

buompancgopmayusn

[Mepurmonpui mpeacTaBiser coboi mposiekapcTBo. 27 % oT o0Imero KoiamdecTBa MPHHITOTO
BHYTPb IIEPUHIONPHUIIA MOCTYIAET B KPOBOTOK B BHJI€ aKTUBHOTO MeTa00JIMTa IEPUHIOTIPUIIATA.
[ToMruMO aKTHBHOTO MEPHUHJIONpHUIATa 00pa3yroTCs eme 5 MeTadoIUWTOB, HE O00JaaroIIuX
dbapmakoIoru4eckoi akTUBHOCTHIO. [I1KOBas KOHIIEHTpAIHs IEPUHAONPUIIATA B IJIa3Me KPOBH
JIOCTUTaeTcs B TeueHue 3-4 4acos.

Onumunayus

[TepurmonpuiIaT BBIBOJUTCS W3 OpraHu3Ma ¢ MOYOW, W KoHe4YHbIH Ti, cBOOOmHON (pakmuu
COCTaBJISIET OKOJIO 17 yacoB, B pe3y/bTaTe YEro PaBHOBECHOE COCTOSIHUE IOCTUTAETCS B TEUEHUE
4 CyTOK.

Jlunetinocms (HenuneliHocmy)

belna mpopeMoOHCTpupoBaHa JIMHEWHAs 3aBUCHMOCTh MEXAY 030 NEPUHAONpPUIA U €ro
KOHIIEHTpaluel B IJIa3Me KPOBH.

DapmaxokuHemuueckas-papmakoOUHAMU4eckas 3a8UCUMOCTb

Iloueunasn nedocmamounocms

[Tpu HapyeHnH pYHKINY MOYEK KeJIaTeIbHO KOPPEKTUPOBATH JJ03Y B 3aBUCHUMOCTH OT CTEIIEHU
HapylIeHus (KJIUpeHca KpeaTHHUHA).

Huanu3

Junanu3Heli KIMpeHc NepuHIonpuiIa coctapiseT 70 Mil/MUH.

Luppo3s neuenu

dapMaKOKMHETHKA IMEPUHAONPWIA y MalUEHTOB C LHMPPO30OM II€YEHH HOCUT HU3MEHEHHBIN
XapakTep: MEYEHOUYHBIM KIMPEHC MCXOJHOM MOJIEKYJbl CHWJKEH B JIBa pa3a. TeM He MeEHee,
KOJINYECTBO 00pa3yIOIIErocsi NepUHAONPUIAaTa HE YMEHBIACTCS, U, CIEJ0BATEIbHO, KOPPEKLIUU

10361 He TpeOyeTtcs (cM. pasnenst 4.2 u 4.4).
Jluya nodxcunoeo eospacma
BI)IBC)IeHI/Ie nepuHgonpuiaTa CHUXACTCA Yy MOXKHIIBIX ITAlIMEHTOB, 4 TAaKXE Yy HAIUCHTOB C

CEpJICYHON WIIH TTOYCYHON HEJTOCTATOYHOCTRIO.
6. ®APMAIIEBTHYECKHUE CBOVMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

Nupanamug + [Mepunnonpuin BEPTEKC, 0,625 mr + 2.5 Mr, Ta0JEeTKH, IIOKPLITHIE IUIEHOYHOMN
000JI0YKOH

JlakT03bI MOHOTHApPAT
ManbToIeKCTpUH
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Kap6oKkcHMeTHIKpaxMan HaTpHs (HaTpUs KpaxNia it ot Ao~ TETTEHOCTE 0007)

KpemHust AMOKCU KOJTIOUAHBIN THAPO(HOOHBIN

Maruus creapat

IInenounas obonouxa

Cyxast cMech Ui TIEHOYHOTO TOKPBITHS, COAEpIKaIlas THIIPOMEIJIO3Y, TAJIbK, TUTaHA JTHOKCHU]L
(E171), maxporon 4000 (mommmatrsieHrimkosib 4000), kpacuTems JKee3a OKCHJI KENThIN (Kenes3a
okcun) (E172).

Nuapanamuyg + Iepuanonpun BEPTEKC, 1.25 mr + 5 Mmr, Ta0JeTKHA, HOKPBITHIE IIJIEHOYHOMH

000J109KOi

JlakT03BI MOHOTHIPAT

ManeroaekcTpus

KapOoxcumeTrunkpaxman HaTpus (HaTpUs Kpaxmall TIHKOJIAT, THIT A)

KpeMH#s THOKCHT KOJIJIOMTHBIN THAPOGOOHBIH

Marnus cteapar

IInenounas obonouxa

Cyxas cMech Ul IUNIEHOYHOT'O MOKPBITHSI, COAEpIKalllas TUIIPOMEII03Y, TaJlbK, TUTAaHA JHOKCHU]L
(E171), makporoin 4000 (monmstunenriaukosis 4000).

Nupanamuyg + Ilepuamonpun BEPTEKC, 2.5 mr + 10 Mr, TaOJleTKH, HOKPBITHIE IUICHOYHOMN

000J10YKOi

JlakT03BI MOHOTHIPAT

ManbToIeKCTpUH

KapOoxcumeTrunkpaxmai HaTpus (HaTpUs Kpaxmall TJIUKOJIAT, THIT A)

KpemHust AMOKCUT KOJITIOUAHBIN rHIpohoOHBIN

Marnus creapar

IInenounas obonouxa

Cyxas cMmech JUIsl IIJICHOYHOTO MOKPBITHS, COIEpKaIasi TUIIPOMEIIIO3Y, TaJIbK, TUTaHa JUOKCH]
(E171), makporoin 4000 (monmstunenraukoss 4000).

6.2. HecoBMmecTUMOCTH
He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHus )
2 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH PH XPAHEHUHU
XpaHuTh 1pu Temneparype He oime 25 °C.

6.5. Xapakrep u cofepkaHue NEPBHYHOH YIIAKOBKH

15 wm 30 TabneTok B KOHTYpHOM  sUeMKOBOM  ymakoBKE W3  IUICHKHU
MOJIMBUHUJIXJIOPUAHON/TIOTUBUHMIMICHXJIOPUIHOW U (QOJBIY aJIOMHUHHMEBOM, WM MaTepHalia
KOMOWHHUPOBAHHOTO HAa OCHOBE aJTFOMHUHUEBOM (OJIBTU U (DOJTBIH ATFOMUHUEBOM.

2 Wi 4 KOHTYpHBIC SIMEHKOBBIC YMAKOBKU 1O 15 Tabierok, 1 miam 2 KOHTYpHBIE sSUYECHKOBBIC
ynakoBkH 110 30 Tab1eTOK BMECTE C JIMCTKOM-BKIIAJIBIIIEM B MTAYKe U3 KapTOHA.
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6.6. OcoOble Mepbl NPeIOCTOPOKHOCT IIDI/[I:HI%EM%E’&JIF“%E&IE&&%%%&%OFO

JIeKAPCTBEHHOr0  Ipenapara MWJIH  OTXO0J0B, MOJYYeHHBIX IOCJe NpPUMeHeHHUs
JIEKAPCTBEHHOI0 NMpenapara, i Ipyrue MaHUNYyJIsSLUH ¢ PenapaToM
Het oco0bix TpeGoBaHU K YTHIH3AIHIH.

7. AEPXKATEJIb PETUCTPAHUMOHHOI'O YIOCTOBEPEHUSA
Poccus

AO «BEPTEKC»

Anpec: 197350, r. Cankr-IleTepOypr, lopora B Kamenky, a. 62, qut. A.
Tenedon: 8 (800) 2000 305

Anpec 31eKTPOHHOM MOYTHI: vertex@vertex.spb.ru

7.1. llpeacraBuTe/Ib A€pPKATEs PErUCTPAIIMOHHOIO YA0CTOBEPEHUs
[IpereH3un moTpeOUTENICH HAIPABIATH 10 aIpPECy:

Poccus

AO «BEPTEKC»

Anpec: 197350, r. Canxt-IlerepOypr, Jlopora B Kamenky, a. 62, nut. A.
Tenedon: 8 (800) 2000 305

Anpec aIeKTpoHHOU ouThI: pharmacovigilance@vertex.spb.ru

8. HOMEP PET'UCTPALIMOHHOI'O YAOCTOBEPEHUA

9. TATA NEPBUYHOM PETMCTPAIIMM (IIOATBEPXKJIEHHUS PETUCTPALIUH,
INEPEPETUCTPALINN)
JlaTa nepBo perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

OO6mas xapakTepucTuKa jJekapcTBeHHoro npenapara Mumanamun + [epunnonpun BEPTEKC
JNIOCTYIIHa Ha WHGOPMAIMOHHOM TmopTajie EBpa3wiickoro SKOHOMHYECKOTO COI3a B
nH(pOpMallMOHHO-KOMMYHUKaIIMOHHOM ceTtu MHTepHeT http://eec.eaeunion.org/.
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