OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHHUE JIEKAPCTBEHHOI'O IIPEITAPATA

Homumnpen A ®@opte, 1,25 Mr+5 mr, TabIeTKH, MOKPBITHIE INICHOYHOW 000IOYKOM.

2.  KAYECTBEHHBIN 1 KOJTUYECTBEHHBI COCTAB

JeiicTByromue BelecTBa: HHAANaMu 1 + MepUHIOIPUIIL.

Kaxxgast TabneTka, MoKphITas MICHOYHOM 000710UKOH, coaepxut 1,25 Mr uamanamuga u 5 mr
NEepUHIONPUIIA apruHrHa (CooTBeTCTBYET 3,395 MI' OCHOBAHMS IIEPUHIONPHIIA).
BcnomoraTenbHble BelecTBa, HAIMYUE KOTOPBIX HA/I0 YUYUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npemnapara: J1akTo3sl MoHoruapar — 71,33 mr (cm. pasgen 4.4.).

[TonHbIN TEpevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBEICH B pasnene 6.1.
3.  JIEKAPCTBEHHAS ®OPMA
TabneTku, MOKPBITHIE TNIEHOYHOH 000IOYKOH.
[TpomonroBateie Ta0IETKH, TOKPHITHIE TUIEHOYHON 000I04KOH, O€I0T0 1IBeTa.
4.  KJIMUHUYECKHUE JAHHBIE
4.1. Tloka3aHusi K NPUMEHEHHIO

[Ipenapar Homunpen A ®opte nokazaH K NPUMEHEHHUIO Y B3POCIBIX.
e DcceHIMalIbHAs TUIEPTEH3NUS.
e V ManueHTOB C apTEepUaJbHOM THIEpTEH3UMEeH M caxapHbIM auabeToM 2 Tuma Juist
CHI)KEHMSI PUCKA Pa3BUTHUSI MUKPOCOCYAUCTBIX OCJIOKHEHUH (CO CTOPOHBI MOYEK) U

MaKpOCOCYIUCTBIX OCJIOKHEHUM MPHU CEPACUHO-COCYAUCTHIX 3a00ICBaHUSX.

4.2. PexuM 103UPOBAHMA U CNIOCOO MPUMEHEHHUs

PexxuM 103upOoBaHus

dccenyuanvras 2unepmen3us

ITo 1 Tabnerke nexkapcTBeHHoro npenapara Homunpen A @opre 1 pa3 B cyTkH.

[To BO3MOXHOCTM TpHeM TIpenapaTa HauyMHAIOT C MOJAOOpa /103 OJHOKOMIIOHEHTHBIX
npenaparoB. B ciaydyae KIMHHYECKOH HEOOXOAMMOCTH MOKHO PAacCMOTPETh BO3MOXKHOCTB
Ha3HA4YCHWs KOMOWHHPOBAHHOW Tepamuu mnpenapatoM Homumpen A dopte cpaszy mocie

MOHOTEpaIuH.



Ecmu motpeOyeTcst u3MEHEeHHUe JT03bI OJTHOTO U3 JICHCTBYIOIINX BEIIECTB B COCTAaBE Mperapara
(HampuMep, B CBSI3M C BHOBb JIMarHOCTHPOBAHHBIM 3a00JICBAHHEM, U3MEHEHHEM COCTOSHUS
MAIMEHTA WITH JICKAPCTBEHHBIM B3aUMOJICHCTBUEM ), TO HEOOXOIUM WHIANBUAYAIBHBIN TTOJ00D
7103 OTZIEJIbHBIX KOMIIOHEHTOB.

YV nayuenmog ¢ apmepuanvroil cunepmen3ueil U caxaprbvim Ouabemom 2 muna 0Jisi CHUINCEHUs.
PUCKA pa36Uumusi MUKPOCOCYOUCMBIX OCJIONCHEHULL (CO CMOPOHbL NOYEK) U MAKPOCOCYOUCTIBIX
OCJIOJCHEHULL OM CePOeYHO-COCYOUCMBIX 3a00.1e8aHUl

PekoMeHnnyercs HauyMHATH TEpanmui0 ¢ KOMOWHAIMKM WHAANAMUJ + TIEPUHAONPHI B JI03€
0,625 mr+2,5 mr (nexapctBennsbiii mpernapar Homumpen A) 1 pas B cytku. Uepes 3 mecsia
TEpanuy, TpPU YCIOBUH XOPOIICH MEPEHOCHMOCTH, BO3MOXHO YBEIMYCHHE JI03bI —I10 |
tabsetke Honumnpen A ®opre 1 pa3 B cyTku.

Oco0Bble IPVIIIBI TAIUEHTOB

Tlayuenmur nosicunoco eospacma (cm. pazoen 4.4)
Crnenyer Ha3HAYaTh JICYCHHE MPENAPaTOM IOCIE OLEHKH (PYHKIMU MOYEK U apTepUATbHOTO
nasyienus (A/J1).
Tayuenmoi ¢ napywenuem ynxyuu nouex (cm. pazoenvt 4.3 u 4.4)
JlexapctBennbiii npenapat Homumnpen A ®opTe mpoTHBOINOKA3aH MAIMEHTaM C TKEIbIM
HapynienueM GyHkimu novek (knmupenc kpearnauna (KK) amke 30 Mia/mMun).
Y nammeHToB ¢ yMmepeHHbIM HapymienneM ¢ynkmun modek (KK 30-60 wmu/mun)
PEKOMEHAyeTCSI HAYMHATH TEPAIHI0 C HEOOXOMMBIX 7103 MperaparoB (B BUI€ MOHOTEPAITHN),
BXOJISIIUX B COCTaB JieKapcTBeHHOro npenapata Homunpen A ®opre.
[Taruentam ¢ KK, paBHbIM wiu npeBbimatonmm 60 MII/MUH, KOPPEKIUH A03bl HE TpedyeTcs.
Ha ¢done Tepannu HEOOX0MM pEryISIpHBIA KOHTPOJIb KOHIICHTPAIMK KpEaTHHUHA U KaJlisl B
TUTa3Me KPOBH.
THayuenmoi ¢ Hapywenuem gyukyuu nevenu (cm. pazoenvt 4.3, 4.4 u 5.2)
JlexapctBennbiii npenapat Homunpen A ®opTe mpOTHBOINOKA3aH MAIMEHTaM C TKEIBIM
HapymeHneM (QyHKIIMY TICUeHH.
[Tpu ymepeHHOM HapyIIeHUH (QYHKITMH TTEYeHN KOPPEKITUS 103l He TpeOyeTcs.

eTu
JlexapcTtBenHblii npenapat Homunpen A dopre He pekomeHayeTcs AeTsM 1o 18 jer uz-3a
OTCYTCTBHSI JaHHBIX 00 5>(PQPEeKTUBHOCTH M O€30MACHOCTH TIPUMEHEHHUs Tpemnapara y

MAllEHTOB JJaHHON BO3PACTHOW I'PYIIIIHIL.



Croco0 ImpuMeHeHus

BHyTpb, NpeAnOYTUTETHLHO YTPOM, Mepe MpueMoM Nuinu. TabneTku cieayer nporiaTbiBaTh

[IEJTNKOM, 3aITMBasi BOJOM.

4.3. TIporuBomoka3zaHus

Hnoanamuo

— I'unmepuyyBCTBUTENBHOCTE K  JICHCTBYIOLIEMY  BEUIECTBY WJIM  JIIOOBIM  JAPYTUM
CyIb(hOHUITAMHIAM.

— Tsokenoe napyienue Gpyukuuu mouek (KK nmxe 30 mu/MuH).

— Iledenounas sH1eamonaTHS.

— Tspkenoe HapylieHrne QYHKINHU TIEYCHH.

— I'mnokanuemus.

— CoBMecTHOE TPUMEHEHHE C HEAHTHMAPUTMUYECKMMHU JIEKApCTBEHHBIMHM CpEJICTBAMH,
CHOCOOHBIMU  BBI3BaTh IOJIMMOP(QHYIO JKEIyJI0YKOBYI TAaXUKAPIUIO THIA IHPYIT»
Herenecoobpasuo (cM. paszaen 4.5).

— Ilepuon rpynHoro BckapmiuBanus (cM paszaen 4.6).

Ilepunoonpun

— I'unmepuyBCTBUTENBHOCTD K JEHCTBYIOIIEMY BEIIECTBY WM JIFOOBIM JIPYTMM HHTHOUTOpaM
aHTHOTeH3WHIpeBpaniaroniero Gepmenta (AIID).

— AmHruoneBpornueckuil otek (orek KBuHke) B aHamHe3e Ha (OHE mpueMa APYTUX
uHruouTopoB AIID (cMm. paznen 4.4).

— HacnencTBeHHBIN/ MANOTIATUYECKUM aHTHOHEBPOTUUECKHU I OTEK.

— bepemMeHHOCTh U IEpHOJ] TPYTHOTO BCKapMIIMBaHUs (CM pazzen 4.6);

— CoBMecTHOE TpPHMEHEHHE C QJIMCKUPEHOM W  JIGKAPCTBEHHBIMH  IIperapaTamH,
COJIepKALMMH aJTUCKUPEH, Y MALUEHTOB C CaXapHbIM JHMA0CTOM W/WIIM YMEPEHHBIM WIN
TSOKEJIBIM HapyllleHneM (QyHKIUH To4eK (ckopocTh kiyooukoBoi ¢umbTpanun (CKD)
meHee 60 mn/Mun/1,73 M ITOMAAN TOBEPXHOCTH Tena) (cM. pasaens: 4.5 u 5.1).

— CoBMecTHOE NpPHMEHEHHE C aHTaroHWcTamu penentopoB anruoteHsuHa |l (APA 1) y
NAIMEHTOB ¢ TuadeTnyeckoit Heponatuei (cm. paszaen 4.4).

— CoBMecTHOE NMpHUMEHEHHE C KOMOMHaIMel BaicapTaH+cakyOoutpuia (cMm. paszaens! 4.4. u
4.5).

— OKcTpakoprnopajbHas Tepanus, MpPUBOASIIAs K KOHTaKTy KpPOBH C OTPHILATEIBHO

3apsHKEHHBIMU TIOBEPXHOCTSMH (cM. pasnen 4.5).



— BbIpaxkeHHBI JIBYCTOPOHHUM CTEHO3 TOYEUYHBIX apTEpUid WM CTEHO3 apTepuu
€IMHCTBEHHON ()YHKIIMOHUPYIOLIEH OUKH (cM. pasnen 4.4).

Hoaunpen A @opme

— I'unep4yBCTBUTEIBHOCTh K JHOOOMY M3 BCIIOMOTATEIbHBIX BEIUIECTB, NMEPEUUCICHHBIX B
pazaene 6.1.

— W3-3a OTCYTCTBUSI JOCTAaTOYHOTO KJIMHUYECKOTO OIbITAa JIEKAPCTBEHHBIN Mpernapar
Homunpen A ®opTte He ciaeayeT NPUMEHSITh Y HMalMeHTOB, HAXOAIIMXCsl Ha TEMOIHaIu3e,
a TakkKe Yy TAalUMEHTOB C HEJEUCHOM CepACYHOM HEAOCTaTOYHOCThI0 B  CTaJUH

JCKOMIICHCAILIUH.

4.4. OcoOble yka3aHHUSl M Mepbl IPEJOCTOPOKHOCTH NIPH NPUMEHEHUHU

C 0CTOPOKHOCTBIO

CucremHubie 3a00JieBaHMS COCAMHUTEIBHOW TKaHW (B TOM 4HCIE, CHCTEMHash KpacHas
BOJIYAHKA, CKIEPOJAEpPMHS U [Ip.); CONYTCTBYIOIee NPUMEHEHHE aJUIONypHUHOIA,
UTOCTATUKOB U UMMYHOJICTIPECCAHTOB, HIIM MPOKauHaMua (PUCK pa3BUTHs HEUTPONICHUU U
arpaHyJIOIMTO3a), COMYTCTBYIONIAs TEPAIuUs MpernapaTaMu JIUTHs, penapaTaMyu aluCKUpeHa
y MalMueHToB 0e3 caxapHOro auadeTa WM HapyleHUH (YyHKIUU TOYEK, aHTarOHUCTaMH
petenitopoB anruorensuna Il (APA II) y nanuenToB 0e3 aumabeTwyeckoit HedpomaTuw,
npernapaTaMM 30J10Ta, HECTEPOUJHBIMU IPOTUBOCHANIUTEIbHBIMU IpenapaTamu (HIIBII),
OakimodeHoOM, KOPTUKOCTEpOUAAMH, HWHTHOUTOpamMu HenpwimsuHa (cMm. paszgen 4.5),
npenapaTamMu, KOTOpbIe MOTYT BBI3BaTh Y/UTMHEHHE UHTepBaia QT Ha siekTpokaparorpaMmme
(OKT'), cepiedyHbpIMU TTIUKO3UIAMHU, JIEKAPCTBEHHBIMU TMpeNapaTaMi, KOTOPbIE MOTYT BBI3BATh
NOJTMMOP(HYIO JKEITYT0YKOBYIO TaXHKAPAMUIO THIIA «IIUPYIT», KPOME HEAaHTHAPUTMHUUYECKHIX
JIEKapCTBEHHBIX CpeACTB (cM. pa3gen 4.3), yrHeTeHHE KOCTHOMO3TOBOTO KpPOBETBOPEHHUS,
CHIDKEHHBIH 00beM LUPKYJIMPYIOLIEH KpoBH (IpHEeM AUYpPETHKOB, OeccolieBasl ueTa, pBoTa,
Japesi, TeMOJIMalln3), CTeHOKapIus, 11epeOpoBacKyIApHbIe 3a00JeBaHNs, PEHOBACKYJIspHas
THIEPTCH3Ms, CaxapHblii JauabeT, TIePBUYHBIA THUIEPAIBIOCTEPOHU3M, XPOHHYECKAs
cepaeunast HegocratouHocts (I1-1V dyHkmonansHoro kiacca mo kinaccudukammu NYHA),
HapylmeHuss (pyHKIUM MEYeHH U TO0YeK, THUIepypuKeMHst (0COOEHHO CONPOBOXKIAIOIIASCS
nojarpoi M ypatHeiM HedpoiauTHazom), 1aduiabHOCTh AJl, MOXHUIONW BO3pacT, MPOBEICHHE
reMo/Inain3a C MPUMEHEHUEM BBICOKOTIPOTOYHBIX MEMOpPaH WM JIeCEHCHOMIN3AIMS, TIepe
nporeaypoir adepesa numonporenHoB Hu3koil twiotHoctd (JIITHII), coctosHue mocie
TPaHCIUIAHTAllUW TOYKH, XUPYPrHU4ecKOe BMEUIaTeIbCTBO/AaHECTE3Us, CTEHO3 aOPTaJIbHOTO

WIA  MHUTPaAJIbHOIO  KJanaHa/runeprpoduyeckas  OOCTPYKTHBHAs — KapIUOMHOIIATHS,



aTepOCKJIepO3, TMPEACTAaBUTEIN HETPOMTHON pachkl (MeHee BBIpAKEHHBIM 3POEKT OT
NPUMEHEHHS ), CIIOPTCMEHBI (BO3MOKHA TIOJIOKHUTEIbHASL PEAKIIUs TIPU JIOTIMHT -KOHTPOJIE),
COIYTCTBYIOIIAsI TEpANus KAIUWCOSPEraroluMHU TUypPETUKAMH, TpernaparaMyd Kaausi Wid y
IIaIMCHTOB C ITIOBBIIIICHHBIM COACPIKaHUEM Kalius B 1a3me, THIICPKAIIMCMUA,
TUIIOHATPUEMUSI, OTATOLICHHBIM aJUIEPrOJIOTUYECKUN aHAMHE3, aJUIepruiecKas peakius Ha
NCHUIIWJUTIH B aHAMHE3e.

Obwee 0ns unoanamuoa U nepuHOonpuLd

[Ipumenenue iekapcTtBeHHoro npenapata Homunpen A ®opre He cOnpoBOXKIAETCS
CYLIECTBEHHbIM  CHUKEHHMEM  4YacTOThl  MOOOYHBIX  3(PPeKToB, 3a  HCKIIOUYEHUEM
TUIIOKAJUEMUHN, [0 CPAaBHEHUIO C IIPUEMOM OTACJIbHBIX KOMIIOHEHTOB TIIpernapara B
HAUMEHBIIINX PA3PEIICHHBIX ISl MPUMEHEHUs ja03ax (cMm. pasgen 4.8). B mawane tepanuu
JByMsl TUIOTEH3UBHBIMU IIperaparaMmy, KOTOpbIE IALMEHT HE IoJydyald paHee, HeJb3s
UCKJIIOYNTh YBEIMYEHHUs YacTOThl Pa3BUTHUS MIMOCHMHKpaszuu. TiiarenbHoe HaOmOaeHHE 3a
MAalMEHTOM MO3BOJISIET CBECTU ATOT PUCK K MUHUMYMY.

Ilpenapamul rumus

CoBMecTHOE TpUMEHEHNEe KOMOMHAIMY MHANaMK/la U IEPUHI0NPUIIA C IpernapaTaMy JIMTUs
00BIYHO HE peKOMeHayeTcs (cM. pasaen 4.5).

Hapywenue ¢ynkyuu novex

Tepanusi npenaparom Homunpen A @opre NPOTHBONOKAa3aHA TMAIMEHTAM C TSHKEIbIM
HapymienueM ¢(ynkuuu nodek (KK menee 30 mui/muH). Y HEKOTOpBIX HallMEHTOB C
apTepuanbHO TUnepTeH3ueil 06e3 MpeaecTBYIOMEro OYeBUAHOTO HapylleHHs (YHKIHUU
Noyek Ha (oHE Tepaluu MOTYT MOSBHUTHCS JAOOpAaTOpHBIE MPHU3HAKK (DYHKIIMOHAIBHOM
MOYEYHON HEJOCTAaTOYHOCTU. B 3TOM cilydae jedeHue cienyer npekparutb. B nanbHelmem
MOKHO BO300HOBUTH KOMOMHHPOBAaHHYIO TEpamuio, NMPUMEHSS HU3KHE 03Bl IPEnapaTos,
a100 MPUMEHSATH TOJIBKO OJMH U3 IpenapaToB.

Takum manueHTaM HeoOXOAUM PETYJISPHBIM KOHTPOJIb KOHIEHTPAIUK KaJlusl U KpeaTHHUHA B
KpOBM — 4epe3 2 HeAeNnu IOCie Hauyaja Tepallud M B JajbHEHIIeM Kaxaple 2 Mecsla B
nepuo, Korja no3a mpemnapara nogodpana. Ilouednas HeOCTaTOYHOCTD Yallle BOSHHUKAET Y
NAlUEHTOB C TSDKEJIOW CEpASYHOM HEIOCTAaTOYHOCTBIO WJIM HCXOAHOM TOYEYHOHN
HEZ0CTaTOYHOCTBIO, B TOM YHCIIE, IIPU CTEHO3€ ITOYEYHON apTepuH.

JlexapcTBennsiii npenapar Homumnpen A dopre HE peKOMEHAOBaH K MPUMEHEHHUIO B CIydae
JIBYCTOPOHHEr0  CTEHO3a  MOYEYHBIX apTepuil WIM B  ClIy4yae  €IUHCTBEHHOMU
(GYHKIMOHUPYIOLIEH MOYKH.

ApmepuaﬂbHaﬂ cUNOmMeH3Uusl U Hapyuernue GOaHO'SﬂQKMPOJZMMHOZO banauca



B cirydae ucX0IHOM TMIIOHATPUEMHUH CYLIECTBYET PUCK BHE3AITHOTO PAa3BUTHS apTEPUAIIBHON
TUIIOTEH3UH, B YaCTHOCTH, Yy IIAllUEHTOB CO CTEHO30M IIO4e4yHOW aptepuu. lloaromy
HEOOXOMMO TIPOBEJCHHE CHCTEMATUYECKOH OLIEHKM CHMITOMOB 00€3BOKMBAaHUS U
CHIDKEHUsI COJEpXKaHUs JJIEKTPOJIUTOB B IUIA3ME KPOBM, HAIpUMEp, IOCIE IHUAPEU WIH
pBOTHL. TakuMm nanveHTaM HeOoOXOAMM PEryJspHbI KOHTPOJb COAEP)KAaHUS AIIEKTPOJIUTOB
IUIa3Mbl KPOBH.

[Ipy BBIpO)KEHHOM apTEpHATbHONW THUIOTEH3UM MOXET MOTpeOOBaTbCs BHYTPUBEHHOE
BBEJICHUE U30TOHUUYECKOT'O COJIEBOT0 PACTBOPA.

TpaH3uTtopHass apTepuanbHas TUIOTEH3HUs HE SBISIETCS  IIPOTUBOIOKA3aHUEM UL
npoaoipkeHus Tepanuu. Ilocie BoccTaHOBIIEHMS 00beMa LUPKyIMpyroled kpoBu u AJl
MOKHO BO30OHOBHUTPH TEPAIUIO, MPUMEHSSI HU3KHE JI03BI, JTUOO MPUMEHATH TOJIBKO OJIUH 3
KOMIIOHEHTOB IIpenapara.

Cooeporcanue kanus

KomOuHnpoBaHHOe NpUMEHEHNe UHIaNaMua U IEPUHONPUIIa He IPEJOTBpAIacT pa3BUTHE
THIOKATMEMUH, OCOOEHHO Yy TAIMeHTOB C CaXxapHbIM JWa0eTOM WM  IOYEYHOU
HeZ0CTaTOYHOCThI0. Kak U B cilyyae mpuMeHEHHus Jito0O0ro TMIOTEH3MBHOIO IMpenapara B
KOMOUHAIMM C JUYPETHKOM, HEOOXOIMM pEryJsIpHbIH KOHTPOJb KOHLEHTpAallUU Kalus B
I1a3M€e KPOBH.

Hnoanamuo

Ileuenounas snyepanonamus

[lpy Hamuuuu HapylmeHUH (QYHKOUM TEeYeHH NpUeM THA3UAHBIX M THa3HI0MOAO0OHBIX
JIMYPETUKOB MOXKET MPHUBECTH K PA3BUTHIO NEUEHOYHOM sHIedanonaTiy. B Takoit cutyaruu
CleyeT HEMEUIEHHO MTPEKPATUTh ITPUEM JUYPETHKA.

DomouyscmeumenbHOCMb

Ha ¢one mpumema THa3UAHBIX U THA3UJONOAOOHBIX JAWYPETHKOB COOOLIAIOCH O CIy4asx
pasBUTHs peakuuil (oTOUyBCTBUTENBHOCTH (cM. pasnen 4.8). B ciaywae pa3BuTHs peakiuii
(OTOUYBCTBUTENBHOCTH Ha (hOHE Npuema Mpemnapara cieqyeT NpeKpaTuTh JjedeHue. [lpu
HEOOXOJJUMOCTH MPOJIOJDKEHHUS Tepanuu AUYPETUKAMH, PEKOMEHAYETCs 3allUIaTh KOXKHbIE
MOKPOBBI OT BO3/ICHCTBHS COTHEUHBIX JTyYeH MIIM UCKYCCTBEHHBIX YIbTPa(UOIETOBBIX JTyUei.
Boouno-snexkmponrummnuiii banranc

Konuyenmpayus uonos nampus 6 niasme Kposu

KOHHGHTpaHI/IIO HOHOB HAaTpHs B IJIa3ME€ KPpOBU H€O6XOJII/IMO OMpECACIIATh 4O HaYajia JICYCHH,
a 3aTEM PCryJIsIpHO KOHTPOJHUPOBATH Ha (bOHC ImpucMa Imnpemapara. CHmxeHUE KOHOCHTpAlUu

HOHOB HaTpus Ha HaAYaJIbHOM OJTall€ MOXET HC COHNPOBOKIAATHCA KIMHUYCCKUMU



CUMIITOMAaMH, MOATOMY HEOOXOJMM PeryJIApHBIN J1ab0opaTopHBI KOHTpOJb. bojee wacThrii
KOHTPOJIb COJIEp)KaHUSI MOHOB HATPHS MOKAa3aH MalieHTaM ¢ UPPO30M MEUEHU U MalueHTaM
noxwioro Bo3pacta (cM. pazzgensl 4.8 u 4.9). JledyeHue mHOOBIMH JAUYPETHKAMH MOXET
BbI3BATb T'MIIOHATPUCMUIO, MHOI/Ja C OYCHb CCpbé3HBIMI/I IIOCJIICACTBUSAMMU. FI/IHOHanI/IeMI/ISI,
COIMPOBOXKAAIOIIASACS THUIOBOJIEMHEH, MOXKET HPUBOJUTH K DPAa3BUTUIO O0E3BOKUBAHUS U
oprocTtatuyeckoil rumnoreH3uu. CoOmyTCTBYIOIIEEe CHUKEHHE COJEp>KaHUs HOHOB XJopa
MOYKET MPHUBECTH K PAa3BUTHIO BTOPHUYHOTO KOMIIEHCATOPHOTO METAa0OJIIMYECKOTo ajKano3a:
qacToTa €ro BO3HUKHOBCHUSA U CTCIICHDb BBIPAXKCHHOCTH HC3HAYUTCIIBHBIC.

Konuenmpayus uonos xanus 6 niazme Kposu

CHMIKeHne KOHLIEHTPALUK KaJIus ¢ TUIIOKAJTMEMHUEN SBIJIAETCS OCHOBHBIM PUCKOM, CBSI3aHHBIM
C Tepanueil THa3UIHBIMU U TUA3UJOTIOA00HBIMU ANYPETUKAMH.

HeoOxonumo mpenynpexaarb pUCK CHUKEHHMS KOHLEHTpAallMd HOHOB Kaius (MeHee
3,4 MMOJIB/NT) Y CIIEAYIOLUIMX KAaTeropuil MalMeHTOB U3 IPYMIbl BBICOKOIO PUCKA: MAllUEHTOB
HOXKWJIOTO BO3pacTa W/WIM HCTOUICHHBIX MAIMEHTOB Kak IOJy4YaloUlMX, TaK U He
MIOJIyYarOIUX COYETAHHYI0 MEJUKAMEHTO3HYIO TEpalulo, MAlMEHTOB C LUPPO30M IIEYEHU C
OTeKaMH M aclIUTOM, HIIEMUYECKOW OOJIe3HbIO cepilla, CEpPAECYHON HEIOCTATOYHOCTBIO.
I'nnokanuemus y 3TUX NAlMEHTOB YCUIMBAET TOKCUYECKOE JEHCTBUE CEPACUHBIX TTIMKO3UI0B
Y TIOBBIIIAET PUCK BO3SHUKHOBEHMS HAPYIIEHUN pUTMa.

K rpymnrme moBeIIIEHHOTO pUCKa TaKXe OTHOCATCS MALMEHTHI C Y/UIMHEHHBIM HHTepBajioM QT
Ha OKT', kak BpO’KJ€HHBIM, TaK U BbI3BAaHHBIM JIEHCTBUEM JIEKAPCTBEHHBIX CPEJCTB.
['nnokanuemus, Takxe, Kak U OpaguKkap/usi, CIOCOOCTBYET pa3BUTHUIO TSKEJIBIX HApyLIEHUN
CepAeYHOr0 pUTMa, OCOOEHHO, MOTUMOP(PHOI KenyTOUKOBONH TaxXMKapAUMU THUIA «IHPYIT»,
KOTOpasi MOKeT ObITh (paTasibHON. BO BceX OMMCaHHBIX BBIINIE CAy4yasx HEoOXoaum Oosee
YacThIi KOHTPOJIb COJIEp’KaHUS HOHOB Kajuus B IUla3Me KpoBH. llepBoe u3mepeHue
KOHIIGHTPAllM MOHOB KaJlusi HEOOXOAMMO MPOBECTH B TEUEHME MEPBOW HeleNu OT Hayaia
TEPAINH.

[Tpu BBISIBICHUH T'MIIOKAIIMEMUN JOKHA IPOBOAUTHCSA COOTBETCTBYIOIIAS KOPPEKIIUSI.

Konuenmpayus uonos xanvyus 6 niasme Kposu

TuasunHbele ¥ THA3UOMONO0HBIE JUYPETUKUA MOTYT YMEHBIIATh BBIBEJCHHE MOHOB KalblIUs
[IOYKaMU, IPUBOJS K HE3HAYUTEIILHOMY U BPEMEHHOMY IOBBILICHUIO KOHIEHTPALUU KAJIbLIUS
B IUIa3Me€ KpOBHU. BbIpa’keHHOE MOBBINIEHHE KOHIEHTPALUU HOHOB KaJbIUs MOXET ObITh
CBS3aHO C HEIUMArHOCTHUPOBAaHHBIM Turnepnapatupeo3oM. llepen uccienoBanueM QyHKIMH
MapallUTOBUIHBIX JKEJIE3 CIEAYET OTMEHUTD IIPUEM JUYPETUYECKUX CPEICTB.

Konyeumpayus 2nioko3svt 8 kposu




Heo0xoaumMo KOHTPOIUPOBATh KOHIIEHTPAIMIO TJIFOKO3bl B KPOBHU Y MAllMEHTOB C CaXxapHbIM
nuabeToM, 0cOOEHHO, KOr/1a KOHIICHTPAIUS HOHOB KaJlusl HU3Kasl.

Mouesas xucroma

VYV nanueHToB ¢ MOBBIIICHHOW KOHUEHTPAlMEd MOYEBOM KHCIOTHI B IJIa3ME€ KPOBU MMEETCS
TEHJICHUUA K YBEJIMUYEHHUIO YaCTOThl BOSHUKHOBEHHUSI IPUCTYIIOB NOAATPBI.
Huypemuueckue cpedocmea u (hyHkyus nouex
Tuasunuple W THA3UIONOAOOHBIE AMYPETHUKH S((EKTUBHBI B IOJHOW MeEpe TOJIBKO Y
NAlMEHTOB C HOPMAJIbHOW WM HE3HAYUTEILHO HAapyImIeHHOW (QYHKIUEH MOoYeK
(KOHIIEHTpAIM KpEaTUHUHA y B3POCIIBIX IMAIIMEHTOB HIKE 25 Mr/ wiu 220 MKMOJIB/J).
VY NOXWiIbIX MAalMEHTOB YPOBEHb KPEaTMHWHA B IJIa3M€ KPOBU JIOJDKEH OLIEHMBATBHCS C
Y4eTOM BO3pacTa, Beca U 10Jja, B COOTBETCTBHH ¢ popmynnoit Kokpodra:
Kimupenc kpeatunnna (KK) = (140 — Bo3pacr) X Bec/0,814 X KOHIIEHTpaIUs KpeaTHHUHA,
rie:  BO3pacT — BO3pACT NALMEHTa B ro/1ax;

BEC — Macca TeJa B KT,

KOHIIGHTpAllUs KpEeaTMHWHA — KOHIIGHTpAllUsd KpeaTMHWHA B IUIa3ME KpPOBU B
MKMOJTB/JI.
dopmMyra NOAXOAUT AJIA MYKUUH IOXKUIOTO BO3pacTa; JUIsl KEHIIUMH IOXKHIOro BO3pacTa
ClelyeT yMHOXUTH pe3ynbTat Ha Kodddumuent 0,85.
B nauane neueHus IUypeTUKOM y MAlMEHTOB U3-3a TUIIOBOJIEMUU (BCJIEICTBUE BBIBEJICHUS
BOJIbI M1 MOHOB HaTpHsl) MOXET HAONI0AAThCsl BPEMEHHOE CHUKEHHE CKOPOCTH KIIyOOUKOBOI
bunbTpauu U yBeIWYEHHE KOHIICHTPAI[MH MOYEBHMHBI M KPEaTMHHWHA B TUIa3Me KPOBH. JTa
TpaH3uTOpHas (PyHKIMOHANIbHAs TOYEYHAas HEIOCTaTOYHOCTh HE MMEET HeOIarompusiTHBIX
MOCJICJICTBUM /I TAIIMEHTOB C HCXOJHO HOPMalIbHOM (YyHKIIMEHW MOYEK, OJHAKO MOXKET
yCYryOmsTh yKe UMEBIIEeecs /10 Hayaa JeUYeHUs HapylleHne QyHKINU oYeK.
Cnopmcmenni
CnoptcMeHaM criefyeT oOpaTUTh BHUMAaHHUE Ha TO, YTO JIEKAPCTBEHHBIN MpenapaT COACPKUT
NEHCTBYIOIIEE BEILIECTBO, KOTOPOE MOXKET JlaBaTh IOJOXKHUTENbHBIM pe3yiabTaT Mpu
MIPOBEJICHUH JIOMMHT-TECTA.
Xopuouoanvnutii eeinom/Ocmpas muonus/Bmopuynasn 3aKpblmoy2o1bHas 2NayKoma
CynbpoHaMUIbl WIK UX TPOU3BOIHBIE MOTYT BBI3BIBATH UAMOCUHKPA3UYECKYIO PEAKIIHIO,
OPUBOJAILIYI0O K Pa3BUTHIO XOPHUOUJAIBHOIO BBHINOTA C Ae(PEKTOM MO 3peHHs, OCTPOH
MHONIMA W OCTPOMY TIPUCTYIy BTOPHUYHOW 3aKPBITOYTOIBHOW TJAayKOMBL. CHUMIITOMBI
BKJIIOYAIOT: BHE3AIIHOE CHUKEHHE OCTPOTHl 3peHHst WM Ooiib B TJa3ax, KOTOpHIE

MMPOSBJIAIOTCA, KaK MPaBHUJIO, B TCUCHUC HCCKOJIBKHUX YaCOB WJIM HCACIIb OT Ha4daJla TCpalluu



TUA3UIHBIM/TUA3UIONOJO0HBIM  JuypeTHukoM. IIpu  OTCyTCTBUMM  JledeHHs — ocTpas
3aKpBITOYTOJIbHAS TJIAyKOMa MOXXET NpHUBeCTH K HeoOparumon mnortepe 3peHus. [lpu
NOSBICHUM CHUMITOMOB HEOOXOAMMO KaKk MOXHO ObICTpee MpeKpaTHTb IpHEM
THA3UAHOTO/THA3UI0NON00HOT0  AuypeTuka. Ecium BHyTpUITIa3HOE [aBICHHE OCTaeTcs
HEKOHTPOJIUPYEMBIM, MOXKET MOTPeOOBATHCA HEOTJIOKHOE MEJUKaMEHTO3HOE JICUCHHUE WITU
XUpYypruyeckoe BMeIaTenbcTBO. MDAaKTOPOM pHUCKAa Pa3BUTHS OCTPOM 3aKpPBITOYTOJIBHOMN
IJIAYyKOMBI SIBJSIETCSl  aJUIEPTUYECKas peaklus Ha MPOM3BOJAHBIC Cylb(pOHAMHIA WIIH
NEHULWIJINH B aHAMHE3E.

Ilepundonpun

lsotinas baoxaoa penun-aneuomenzuH-arboocmeporosotl cucmemwvl (PAAC)

Hmerorcss naHHble 00 YBEJIWYEHUMM PUCKA BO3HUKHOBEHHS apTepUAlIbHON TMIIOTEH3UH,
TUIEPKAIMEMUU W CHIDKEHUS  (QYHKUMM IOYeK  (BKJIKOYAas OCTPYH  IOYEHHYIO
HEJOCTAaTOYHOCTh) TMPU COBMECTHOM mpuMeHeHun HHruboutopoB AIID® ¢ APA |l wmm
anuckupeHoM. Ilostomy nBoitHas Onokaga PAAC mnocpeacTBoM codeTaHUs MHIHOMTOpA
AII® ¢ APA Il unu anuckupeHom He pekomeHayetcs (cM. paszaensl 4.5 u 5.1). Eciu aBoiinas
0Js10Kaza abCONIOTHO HEOOXO0/IMMA, TO 3TO JOJHKHO BBIIOJIHATHCS MO/l CTPOTUM HAOJI0IEHUEM
CIEIHMAlICTa TPU PETyIIPHOM KOHTpOJe (YHKIMH TOYEK, COACpPXKaHHS DIEKTPOIUTOB B
masme kpou u A/l

[Tpumenenue unruOutopoB AIID B coueranun c aHtaronucramu penentopos APA |l
MPOTUBONOKA3aHO y MAIlMeHTOB ¢ auabeTnyeckol HedpomaTtvell W HE PEKOMEHIYeTcs y
JPYTHX MaIeHTOB (cM. pasnensl 4.3 u 4.5).

Kanuiicbepezarowue ouypemuxu, npenapamel Kauus, Kaiuicooepicawjue 3ameHumen
nuwesoll conu u nuuesvle 000a6KU

He pexomeHnnyercss COBMECTHOE NpPHUMEHEHUE NEpUHJONpUIa M KanuiicOeperarumx
JIMYPETUKOB, a TaK)Ke MpernapaToB Kajaus, KaIMHCOAepKaLINX 3aMEHUTeNel MUILEeBOH con U
MHIIEBBIX 100aBOK (cM. pa3maen 4.5).
Heiimponenus/acpanynoyumo3s/mpomboyumonenus/anemust

Hmerorcss cooOmieHus 0 pa3BUTHH HEUTPONEHUHU/arpaHyJoNUTO3a, TPOMOOIMTONEHUN U
aHeMuu Ha ¢oHe nmpuema HHruouTOopoB AIID. V manueHToB ¢ HOpMaIbHON (QyHKIMEN OYeK
U 0e3 COmyTCTBYIOIIMX (DaKTOpPOB pHCKAa HEWTponmeHHs Bo3HMKaeT penko. C kpaitHei
OCTOPOXKHOCTBIO CIIEZyeT TNPUMEHSATh NEPUHIONPUI Ha (OHE CHUCTEMHBIX 3a00JeBaHUI
COEIMHUTENIbHON TKaHW, a Takke, Ha (OHe MpHeMa MMMYHOJEIPECCAaHTOB, AJUIOMypPHUHOIIA
WIN TIPOKaWHAMKJIA, WIK NPH COYETAaHUH ITUX (PAKTOPOB, OCOOCHHO y MAIMEHTOB C UCXOHO

HapyIIEeHHON QYHKIHUEH Mmoyex.



Y HEKOTOpBIX NAIlMeHTOB BO3HUKAIU TsKellble HMH(EKIUOHHbIE 3a00ieBaHMs, B pAle
Clly4aeB, yCTOHMYMBBIE K HWHTCHCHUBHOW aHTHOMOTHKOTepanuu. Ilpu Ha3HaueHuu
NEpUHAONPUIA TaKHUM HAMEHTaM PEKOMEHIYETCs MEePHOJMYECKH KOHTPOJIUPOBATH YHCIIO
JEUKOIUTOB B KpoBU. llanmmeHTHl JOJDKHBI COOOIIATh Bpady O JIOOBIX TNpU3HAKaX
UHOEKIHOHHBIX 3a00JeBaHmi (HarIpuMep, O0JIb B Topie, tuxopaaka) (cMm. pasaenst 4.5 u 4.8).
AHeMHUsl MOXKET pa3BUBAThCS y MAMEHTOB MOCIE TPAHCIUIAHTAIIMH MTOYKHU WM y MAIUEHTOB,
HaXOJAIIMXCS Ha remoauanuse. [Ipu 3ToM CHHUKEHHE reMoriioOnHa TeM OOJIbIle, YeM BhIIIEe
ObUl €ro TmepBOHAYAIBHBIA TMoOKa3aTedb. OTOT JPQEKT, NO-BUAUMOMY, HE SBISIETCS
J10303aBUCUMBIM, HO MOXKET OBITh CBSI3aH C MEXaHU3MOM JeHcTBUsI UHTHOUTOPOB ATID.
HesHnauntenbHoe CHUKEHHE TeMOTTIOOMHA MPOUCXOUT B TEYCHHE MEPBBIX 6 MecCsAIEB, 3aTEM
OH OCTaeTcs CTAaOWJIBHBIM M TMOJHOCTHIO BOCCTAHABIMBACTCS IOCIE OTMEHBI mpemapara. Y
TaKUX TAIMEHTOB JICYEHHE MOXKET OBITh MPOJOIKEHO, OJHAKO T'eMaTOJOTHUYECKUE aHATN3bI
JOJI’KHBI TPOBOJAUTHCS PETYIISAPHO.

Penosacxynapnas eunepmensus

VY nanmMeHToB ¢ JBYCTOPOHHUM CTEHO30M IIOYEUHBIX apTepUil WM CTEHO30M apTepHu
€IMHCTBCHHON (YyHKIMOHUpYIOMmEH moukun Ha QoHe mnpuMeHeHuss wuHrHOMTOpa AlID
BO3pAcTacT PUCK Pa3BUTHSA TMIIOTEH3UM M MOYEYHOW HEIOCTaTOYHOCTH (CM. pasgen 4.3).
[lpueM IUYpPETHKOB MOXET OBITh JOMOJHHUTEIBLHBIM (akTopoM prcka (cMm. pasmen 4.3).
Yxyamenne (QyHKIUH TMOYEK MOXKET HAOJII0AaThCS yXKe NMPU HE3HAUYUTEITbHOM W3MEHEHHH
KOHIICHTPAllM KPEaTHHHHA B CHIBOPOTKE KPOBH, JIa)K€ y MAIMEHTOB C OJIHOCTOPOHHHUM
CTEHO30M MOYEUHOW apTepuu.

Metonom JeueHHs] PEHOBACKYJISIPHOW THUIIEPTEH3UU SIBISETCA peBacKylspusanus. Tem He
MeHee, npuMeHeHrue HHruOuTopoB AIID MoKeT oKa3blBaTh MOJIOKUTEIbHOE JEHCTBUE Y
JTAHHOM KaTETOPHH TMAIEHTOB, KaK OXKHUIAIOIINX OIEPAaTUBHOTO BMEIIATEBCTBA, TAK U B TOM
cilydae, KOrjia Xupypruueckoe BMEIIaTeIbCTBO TPOBECTH HEBO3MOXKHO.

B cnyuae, ecnu manmeHTaM C yCTQHOBJICHHBIM WJIM HPEINOJaraéMbIM CTEHO30M IOYEYHOM
apTepuy Ha3HAYaeTCsl Tepanus KOMOWHAIMed WHIAmaMuA+HTIepHUHIONPIII, €€ CIeayeT
HauMHATh C HU3KHUX JI03 B YCJOBUSAX CTaliOHapa IOJ KOHTPOJeM (YHKIUH TOYeK H
KOHIIGHTPALlMU KaJiusl, MMOCKOJIBbKY Y HEKOTOPBIX IMAlMeHTOB pa3BUBajiach (PYyHKIMOHAJIbHAS
MoYeyHasi HeJJOCTaTOYHOCTb, KOTOpasi perpeccupoBara rnocjie OTMEHbI Teparuu.

Tlosviwennas uyecmsumenbHOCMb/AH2UOHEBPOMUYECKULL OMeK

[Tpu npueme unru6butropo AII®, B TOM yKcie U NEPUHAONPUIIA, B PEIKUX CIydasxX MOXKET
HaOJIOaThCS pa3BUTHE AHTMOHEBPOTHMYECKOTO OTEKa JIMIA, KOHEYHOCTeH, TyO, s3bIKa,

rOJIOCOBBIX CKJIAJOK W/MiM ropTaHu (cM. paszzen 4.8). DTo MOKeT NpOU30HTH B JHOOOM
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nepuos Tepanuu. Ilpu mMosABIEHUM CUMITOMOB MNpUEM NEPUHAONPWIA JOJKEH OBITh
HEMEJUIEHHO ITPEKpaIlleH, a NallMeHT J0JKEeH HaOIr0AaThCs 10 TeX M0p, 0K MPU3HAKU OTEKa
HE HCYE3HYT IOJHOCThIO. Ecnmm oTex 3aTparmBaeT TOJIBKO JUIO M TyObI, TO OH OOBIYHO
IPOXOJUT CAMOCTOSITEJIbHO, NPU 3TOM B KadeCTBE CHMIITOMATHUYECKOM TEparnuh MOTYT
HIPUMEHSATHCS AaHTUTUCTAMUHHBIE CPEJICTBA.

AHI'MOHEBPOTUYECKUH OTEK, COIPOBOXKAAIOLIMICA OTEKOM TOpPTaHMU, MOXKET IPUBECTH K
JeTanpHOMY Hcxony. OTek s3bIKa, IOJIOCOBBIX CKJIAJOK WM TOPTAaHU MOXKET NPUBECTU K
00CTPYKLMH JbIXaTeNbHbIX NyTel. IIpy nmosiBlIeHnN TakKuX CUMIITOMOB CJIENYET HEMEUIEHHO
HayaTh IPOBOJUTH COOTBETCTBYIOIIYIO TEPAIUIO, HAIPUMEpP, BBECTU MOAKOXXHO SMHUHEPPUH
(ampenanuH) B pazBegenun 1:1000 (0,3 —0,5mn) w/mnm  obecnedyuTh MPOXOIUMOCTH
JbIXaTENIbHBIX yTEH.

Coobmanock 0 6o0jee BRICOKOM PUCKE PAa3BUTHS aHTHOHEBPOTHYECKOTO OTEKa y MAIMEHTOB
HETrpOUIHOM pachl.

VY nmanueHToB, B aHAMHE3€ KOTOPBIX OTMEYAJICsl aHTMOHEBPOTUYECKUI OTEK, HE CBSI3aHHBIH ¢
npueMoM HHruOuTOpoB AII®, MoOXeT OBITH MOBBIIIEH PUCK €r0 Pa3BUTHS IpPU IMpUEMeE
npenaparoB Toi rpymisl (cM. pasznen 4.3).

B penkux cioywasx Ha ¢QoHe Tepamuum  uHruOutopamu  AlldD  pas3BuBaercs
AQHTMOHEBPOTUYECKUN OTEeK KuleyHuKa. [Ipu 3ToM y manueHToB oTMevaiach 00jb B )KUBOTE
KaK HM30JIMPOBAaHHBIA CHUMIOTOM WJIM B COYETAHWU C TOLIHOTOM M PBOTOM, B HEKOTOPBIX
ciaydasix 0e3 MpeAlecTBYIOIIEr0 aHTMOHEBPOTHYECKOTO OTeKa JIMLAa W MPU HOPMaIbHOM
ypoBHe Cl-3cTepasbl. [lnarHo3 ycTaHaBIMBAJICS C MOMOIIbIO KOMITBIOTEPHOM ToMOrpaguu
OpIOLIHOM MOJIOCTH, YJIBTPA3BYKOBOI'O HCCIIEAOBAHUS MM B MOMEHT XHUPYpPrHUECKOTO
BMenareabcTBa. CUMITOMBI IPOXOAMIIN MOCJE MpeKpaleHus npruema uHruoutopos AIlD.
[ToaTomy y manueHToB ¢ 00Jibl0 B 00JACTH >KMBOTA, MOJIy4arouux UHruouropsl AIl®, npu
npoBeieHUN TU(PepeHINaIbHON TUarHOCTUKM HEOOXOJMMO YYMTBHIBATH BO3MOXKHOCTb
pa3BUTHSI AaHTHOHEBPOTUYECKOTO OTeKa KUILIEYHUKA.

Cosmecmnoe npumenenue ¢ KOMOUHUPOBAHHBIMU J€KAPCMEEHHLIMU — NPEnapamamu,
codeporcawyumu eancapman + cakyoumpu

CoBMecTHOE MpPHUMEHEHHE MEepUHAONpUIa ¢ KOMOMHUPOBAHHBIMU JIEKAPCTBEHHBIMU
npenapaTtamMi, COAEp)KalllMMK — BaJicapTaH + cakyOUTpWJI, MNPOTHBOIIOKA3aHO, TaK Kak
TIOBBIINIEH PUCK PAa3BUTHS aHTHOHEBPOTHYECKOro orTeka (cM. pasmen 4.3). [Ipumenenwue
KOMOMHHMPOBAHHOTO JIEKApCTBEHHOTO Ipemnapara, COAepiKallero BajcapTaH + cakyOuTpHil,
BO3MO)KHO HE paHee, 4eM uepe3 36 uacoB IOCIIE MOCIEAHEr0 IpHUEMa IEPUHAOIPUIIA.

[TpuMeHeHre nepUHONIPHIIa BO3MOKHO HE paHee, ueM uepe3 36 4acoB MOcie MPeKpaleHus
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npuema KOMOMHHPOBAHHOTO JIEKapCTBEHHOTO npemnapara, COJIEPIKaIIEro
BajicapTad + cakyoutpmin (cMm. pasmenst 4.3 u 4.5). Ilpu coBMeCTHOM NpPUMEHEHUH
uHruoutopos All® ¢ agpyrumMu MHrHOMTOpaMu HENPUIM3MHA (HAIIPUMEDP, PaLeKaJI0TPUIOM)
MOYKET OBITh TOBBIIIEH PUCK Pa3BUTUS aHTMOHEBPOTHYECKOTO OTeka (cM. pazzmen 4.5). ¥V
NAlMEHTOB, IMOJyYaloUX TEpanuio MEepUHIONPHIOM, TMepeJ  HayaloM  JIeYEHUS
MHTHOUTOpAaMU  HENPWIM3HHA (HApUMEp, paleKkagoTpUiIoM) HEoOXOJUMO IPOBECTH
TIIATEIBbHYIO OLIEHKY COOTHOILIEHHS PHCK/TIONb3a.

Hueubumoper MTOR  (Muwienu panamuyuna maexonumaroowux) (Hanpumep, CUpOIUMYC,
96€PONUMYC, MEMCUPOTIUMYC)

[Ipu coBmecTHOM mpuMeHeHHH ¢ uHruouropamu MTOR (HampuMmep, CHPOIUMYCOM,
IBEPOIUMYCOM, TEMCHUPOIMMYCOM) MTOBBIIIAETCS] PUCK PA3BUTHUSI AHTHOHEBPOTHUECKOTO OTEKA
(HampuMep, OTEeK [JbIXaTeJbHBIX IYTEH WM S3bIKA, COMPOBOXMAIOUIMICA WM HE
CONPOBOXKIAMOIIHMICSA HapyIeHreM GyHKIMU abixanus) (cM. pazzaen 4.5).
AHnaghunaxmouonwvie peaxyuu npu nposedeHuU 0eceHCudUIU3aAYUY

HmeroTcs  OoTAENbHBIE COOOIIEHHS O PAa3BUTHM JJIMTEIBHBIX, YIPOXKAOIMIUX O KU3HU
aHaQWIAKTOUJHBIX pPEaKUMM y NalUeHTOB, Nojydaroumx uHruoutopel AIID Bo Bpems
JNECCHCUOMIM3UPYIOLIEH Tepanmuu sI0M MEepPEernOHYATOKPBLIbIX HACEKOMBIX (IYENbI, OCHI).
Nurubutoper AIl® HeoOX0auMO TPHUMEHATH C OCTOPOKHOCTBIO Y CKJIOHHBIX K
QUICPIrUYECKUM  PEaKIHsIM TAlUeHTOB, MPOXOISAIIUX MPOLEAYPHl JECECHCUOMIN3AINH.
Cnenyer wu3beratb npumeHeHuss uHruouropa Alld npamueHtam, MHOTy4YaroOUUM
UMMYHOTEPAIIUIO SJI0M IEPErOHYaTOKPBUIBIX HAaCEKOMbIX. TeM He MeHee, Yy MaIMeHTOB,
KOTOPBIM HE00X0JMMO Kak IMpuMeHeHne UHruouTopoB AIID, Tak U npoBereHHe MPOLEaYPhI
JeCEHCUOMIM3aY, aHAQWIAKTOMIHOW pEeakIul MOXKHO H30eXaTh IyTEM BpPEMEHHOU
otMmeHbl nuaruoutopa AIID He MeHee, yem 3a 24 yaca 10 HaYaIa MPOIEAYPHI.
Anagunraxmouonsie peakyuu npu npogedeHul agepeza IUnonpomeuHo8 HU3Kol niomHocmu
(VITTIHIT)

B penkux ciaydasx y manueHToB, noidydaromux nHruoutopsl AII®, mpu npoBenenun adepesa
JIIIHIT ¢ wucnonp3oBaHUEM JEeKCTpaHa Cyjib(dara pa3BUBAIMCh YIPOXKAIOIMIUE >KU3HU
aHaduiakTouHbIe peakuuu. [lng mpenoTBpamieHus aHaQUIAKTOMIHOW PEAKIMU CIeTyeT
BpPEMEHHO IpeKpalaTh Tepanuio uHruouropom AIID nepen kaxaoit npoueaypoit adepesa.
Tayuenmul, Haxoosawuecs Ha cemoouanuse

VY nanueHTtoB, mnoiydarommx uHruowtoper AlIID, npu mnpoBeaeHWM TreMoauanu3a C
NPUMEHEHHEM  BBICOKOIPOTOYHBIX MeMmOpan (Hanpumep, ANG69®) O6buin  OTMeueHbI

aHadumakTouHbIe peakiuu. [ToaToMy xenarenbHO MPUMEHATh MEMOpaHy JPYroro THIA WK
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MPUMEHSTh TUTIOTEH3UBHOE CPEACTBO APYroil papMaKkoTepaneBTUUECKOM TPYIIIbI.
Tlepsuunwiii eunepanboocmeponusm

[TarueHTsl € NEPBUYHBIM TUIIEPAJIbJOCTEPOHMU3MOM, KakK IPaBUIIO, HE BOCIPHUMMYUBBI K
AQHTUTUIIEPTEH3UBHBIM IIperaparam, IeicTBUE KOTOPBIX OCHOBaHO Ha nHruOupoBanuu PAAC.
[TosTOMY IpMEHEHUE ITpenapara y Takux NaluEeHTOB HE PEKOMEHYETCS.

Kaweno

Ha ¢one repanuun narudéutopom AIID MoxeT 0TMEUaThCs CyXOH YIOPHBIH Kallleslb, KOTOPbIHA
ucYe3aeT I0ciie OTMEHBbI IpenapaTa. [Ipu mosiBieHMH y HalMEeHTa CyXOro Kauuld CIeAyeT
IIOMHUTb O BO3MOYKHOM STPOI€HHOM XapakTepe A3Toro cumnroma. Ecnu nevammii Bpay
cuMTaeT, 4yTo Tepanus nHruoutopom AII® HeoOxoauma MaueHTy, BO3MOXHO MPOJOHKEHUE
npuemMa mpernapara.

Puck apmepuanvnou cunomensuu u/unu noueunou HedocmamoyHocmu (Vv NAYUEHMO8 ¢
cepOeuHoll He0OCMamoYHOCIbIO, HapYUeHUeM 800HO-3JIeKMPOIUMHO20 balanca u m.o.)

[Ipy HEKOTOPBIX MATOJOTMYECKUX COCTOSHUSIX MOXKET OTMEUAThCsA 3HAUMTENIbHASI AKTUBALIMS
CHCTEMBI «PEHUH-aHTHOTEH3UH-AIIbIOCTEPOH», OCOOCHHO MPH BBHIPAKCHHOW THIIOBOJIEMHH U
CHIDKEHHH COJIEPYKAHMS AJIEKTPOJIMTOB B IUIa3Me KpOBH (Ha (oHEe OeccOoNeBOW AMETHI WIH
JUIMTETILHOTO TpHeMa TUYpPETHUKOB), y MAllMeHTOB C HCXOAHO HU3KuM AJl, cTeHo3oM
MIOYEYHON apTepHuH, 3aCTOMHOM CEepIeYHON HENOCTATOYHOCTHIO WIIM LHUPPO30OM IIE€YEHH C
OTEKaMH U aCLUTOM.

[Ipumenenue wunrubutopa AIll® BeBbBaer Omokagy PAAC u  mo3ToMy MOXET
COTPOBOXKAATHCS PE3KUM CHIDKEHUEM AJl W/Wiy MOBBIIIEHHEM KOHIIEHTPAIlMM KPEaTUHUHA B
iasMe  KpPOBH, CBHUACTEIbCTBYIOIIMM O Pa3BUTUU  (DYHKIMOHAIBHON  TMOYEHYHOUH
HEJ0CTAaTOYHOCTU. DTHU SBJIEHUS 4Yallle HaOJtoaloTcs MpU MpUEME MEepBOMl 103bI IpenapaTa
WIM B TEYEHHE IMEpBBIX JABYX HEAENb Tepanmuu. B penkux ciaydasx STH COCTOSHUS
pa3sBUBAIOTCS OCTPO M B JIpyrMe CPOKHM Tepamuu. B Takux ciaydasx npu BO300HOBICHHU
TEpanuy peKOMEHAYeTCs MPUMEHSTh MpenapaT B Oosiee HU3KOM J103€ U 3aTeM IOCTETEHHO
YBEJIUYUBATH /103Y.

Toowcunou o3pacm

[lepen HavamoM TmpueMa MEPUHAONPHIA HEOOXOAMMO OIEHHTHh (DYHKIHOHAIBHYIO
AaKTHUBHOCTh TIOUEK U COJIepKaHUE Kallus B I1a3Me KpoBH. B Hauane Tepanuu 103y npenapara
moAOUparoT, yYHUTHIBas CTENEeHb CHIDKeHUS AJl, ocoOeHHO B ciydae 00€3BOXKWBAHUS H
MOTEPH IAEKTPOIUTOB. [10100HBIE MEpPHI TO3BOJISIIOT N30€KaTh pe3koro cHkeHus Al
Amepocknepos

Puck aprepuasbHONM THUNOTEH3UH CYNIECTBYET Yy BCEX MAlMEHTOB, OJHAKO OCO0YIO
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OCTOPOXKHOCTh CIIEAyeT COOI0aaTh, MPUMEHSSI Ipernapar y MAlUeHTOB C HIIEMHYECKOM
00JIe3HBIO Cep/illa U HEJOCTaTOUHOCThIO MO3TOBOI'O KpPOBOOOpalleHus. Y TaKUX MalMeHTOB
JIEYEHUE ClIelyeT HaUMHATh C HU3KUX /103 IIperapara.

Cepoeunas HedocmamouHoCmv/msicendas cepoeytas HedoCmamoyHOCHb

Y  manweHToB € TOKEIOM  XpPOHHWYECKOW  cepiedyHoi  HegocraroyHocthio  (IV
dbyHKkIHoOHaIBbHOTO Kiacca mo kiaccupuranuu NYHA) nedeHwe M0JDKHO HAYMHATHCS C
HU3KOH /03Bl Tpemapara M TMOJA TIIATEIbHBIM BpauyeOHbIM KoHTposieM. [lammenTtsr ¢
apTepuaNbHON THUIEPTEH3HEW ¢ MIIEMHYECKOW OOJEe3HBIO Cepilla He OJDKHBI MPEeKpanaTh
npueMm Oera-aapeHo010kaTopoB: UHTHOUTOPEl AIID AOMKHBI MPUMEHSATHCS BMecTe ¢ Oera-
azpeHo0I0KaTOpaMH.

THayuenmoi ¢ caxapuvim ouabemom

VY DanMeHToB € WHCYJIMHO3AaBUCHMBIM CaxapHbIM Jua0eToM (OMacHOCTh CIIOHTaHHOTO
YBEJIIMUEHUSI COACPKAHMS Kausl) JeueHUEe [OJKHO HAUYMHATHCS C MUHUMAIBHBIX /103 U
MPOXOIUTH MOJ TOCTOSHHBIM BpadyeOHBIM KOHTPOJIEM.

Heo0xoauMo TmiaTenbHO KOHTPOJIUPOBATH TIIMKEMHUIO Y MAIMEHTOB C CaXapHBIM JAHA0ETOM,
paHee MoJTyYaBIINX NepOpAbHBIC CaXapOCHIDKAIOUINE MPETapaThl WM WHCYJIMH, 8 UMEHHO B
TEYEHHUE MEPBOro Mecsia Tepanuu uHruouropom AIID (cm. paszgen 4.5).

Omuuueckue paziudus

[Mepunponpun, kak u apyrue uHrHOUTOpHl AlID, OKa3biBaeT SIBHO MEHEE BBIPAKEHHOE
AQHTUTUIIEPTCH3UBHOE JICHCTBHE Yy TAIMEHTOB HETPOMIHON packl IO CpPaBHEHHIO C
NpPEJCTaBUTENIIMU  JIPyTUX pac. Bo3MOXHO, 3TO pa3nuuue OOYCIOBICHO TeM, YTO Yy
MAIMEHTOB C apTepHaTbHON TUIEPTEH3UEH HErpoUIHONW pachkl dale OTMEYaeTCsl HU3Kas
AKTUBHOCThH PEHHHA.

Xupypeuueckoe emewamensbcmeo/anecmesust

[Tpumenenue naruOutopoB AIID MokeT MpUBECTH K apTEepPHATLHOW TMIOTEH3UH, OCOOCHHO
MPU COBMECTHOM MPUMEHEHUU CPEACTB JUIS aHECTE3UH, 00NaJar0INX aHTUTHUIIEPTEH3UBHBIM
JICCTBUEM.

[ToaToMy pekoMeHIyeTcsi IO BO3MOXHOCTU TMpeKpaTUTh mpueM uHruoutopos AllD
JUIMTETILHOTO JCWCTBHSI, TaKWX KaK TEepUHAONPHI, 3a CYTKA JO0 XHUPYPTHUECKOTO
BMeEIIATEehCTBA.

Cmeno3 aopmanvbHo2o uiu MumpaibHo2o Kianawosleunepmpoghuueckas 06CmpyKmueHast
Kapouomuonamus

HNuruburtopst AII® AOMKHBI ¢ OCTOPOXKHOCTHIO Ha3HAYATHCS MAlMEHTaM C OOCTpyKIuen

BBIHOCAIICTO TpaKTa JICBOT'O KCJIyIOYKaA.
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Ileuenounasn nedocmamoynocmo

B penkux ciaydasx Ha ¢one npuema uHruoutopos AIID Bo3HHKaeT XosecTaTmyeckas
xentyxa. Ilpu mporpeccupoBaHWU 3TOTO0 CHHAPOMA BO3MOXHO pa3BUTHE (DYyJIbMUHAHTHOTO
HEKpo3a II€UYEHHU, MHOI/IA C JIETAJbHBIM MCXOJOM. MeXaHu3M pa3BUTUS ITOIO CHHIpOMA
HesiceH. [lpu mosiBIeHMM JKeNTyXW WIM IpU 3HAYUTEIBHOM IOBBILIEHUH AaKTHUBHOCTHU
IICYEHOUYHbIX (epMEHTOB Ha (oHe npuema uHruouropos AIlD mnamuenty ciemyer
npekpaTuth npueM uHruouropa AII® u HaXOAWUTHCS TOJ COOTBETCTBYIOIIUM CHTYaIlHH
HaOJroIeHneM Bpada (cM. paszen 4.8).

T'unepranuemus

['mnepkanuemMust MOXeET pa3BUBAThCS BO BpeMms jieueHust uHruouropamu Alld, B Tom uucie,
u  nepuHjgonpwioM. @DaxkTopamMu  puUCKa ~ TUIEPKAIMEMUU  SABISAIOTCA  [OYEYHAs
HEJ0CTAaTOYHOCTh, YXyAlIeHHe (PyHKIMU MoueK, Bo3pacT crapiie 70 jer, caxapHblil 1uader,
HEKOTOpbIE  CONYTCTBYIOIIME COCTOSHUS, B  YacTHOCTH, JErMAparaius, ocTpas
JICKOMIIEHCALlUs ~ CepJeYHOM  JEesATEIbHOCTH, MeTa0OJMYeCKUd  aiuno3, COBMECTHOE
NpUMEHEHHE KaMiCcOeperaommx IUypeTUKOB (TaKMX KaK CIIMPOHOJIAKTOH, SIUIEPEHOH,
TpUaMTEPEH, aMUJIOPU]), a TAK)KE MPENapaToB Kajausl WIM KaIUKWCOAEpKALUX 3aMEHUTENeH
IUILEBOM CONM, a TaKKe NPUMEHEHHE JPYTuX MpernaparoB, CIOCOOCTBYIOUIMX MOBBILICHUIO
COJIepKaHus KaJlus B IUIa3Me KPOBH (HarlpuMep, renapuHbl, TPUMETONPUM, KO-TPUMOKCA301,
[Takke wW3BecTHBI Kak KOMOMHAIMSA  CyJib(aMeTOKCca3oll + TPUMETONPUM], JIpyrHe
uHruoutopel AIID, aHTaroHuMCTHl penenTopoB aHruotreHsuHa |l, aneTwicanuIMIOBas
kucinoTa (3 r/cyTku u 6oinee), MHTUOMTOPHI LKIoOKcUreHassl-2 (LIOI'-2) u HeceneKkTUBHBIE
HECTEepOHIHbIe MpOoTHBOBOCTANUTENbHBIe npernapaTbl (HIIBIT), mMMyHOAenpeccanThl, Takue
KaK I[MKJIOCIOPHH WM TAKPOJIHMYC).

[IpumeHeHre mnpenapaTroB Kalus, KajluicOeperammux AIUYPETUKOB, KaluiicoaepKaiux
3aMEHUTEJIEN MUILEBON COJIM MOXET MPUBECTU K 3HAYUTEIBHOMY IOBBIIICHHUIO COACPHKAHUS
KaJMsl B KPOBH, OCOOCHHO y HAIlMEHTOB CO CHI)KEHHOW (yHKuueill mouek. ['mnepkamuemus
MOJKET MPHUBECTU K CEphE3HbIM, MHOT/Ia (haTalbHBIM HapyIICHUSM cepaeyHoro putma. Eciou
HEO0OXOJUMO COBMECTHOE IMPUMEHEHHME YKa3aHHBIX BBIIIE IPENapaToB, JIEYEHHE JOIKHO
IPOBOJIUTHCA C  OCTOPOKHOCTBIO Ha (OHE PErysipHOrO KOHTPOJS — COJEpIKaHUs
KOHIIEHTPALMK NOHOB KaJlMsl B CHIBOPOTKE KPOoBH (CM. paszen 4.5).

BcnoMorarensHble BEIECTBA

JlexapcTBennsiii mpenapat Homumnpen A dopte comep uT JaKkTo36l MOHOTHpAT. [lanmentam
C PEAKO BCTPEUAIOLICICS HACIEICTBEHHON HEMEPEeHOCUMOCTBIO TallaKTO3bl, ACPHUIIUTOM

JIaKTa3bl UM TII0K030-TalakKTO3HOM MaHBaGCOPGHHCﬁ HC CJICAYCT IPUHHUMATD 3TOT IIPCIIapar.
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Cooeporcanue nampust
Homunpen A ®opte conepxkut mMenee, uem 1 mmoisib Hatpus (23 mr) B TabieTke, TO €CTh

MPAKTUYCCKU HEC COACPKUT HATPUA.

4.5. B3auMmojeilicTBMe C JAPYTHMH JIEKAPCTBEHHbIMHM NpenapataMu M Jpyrue BHUIbI
B3aHNMOJAEeHCTBUSA

Obwee 0ns unoanamuoa U nepuHOonpuLd

CoBMecTHOE NPpUMCHCHHUEC HC PCKOMECHAYCTCA

Ilpenapamuol rumus

[Ipy coBMECTHOM NpPUMEHEHHMM IpenaparoB JIMTUS U MHruoutopo AIID coobimanocs o6
0o0paTUMOM TMOBBIIIECHUM COAEpPXKAHUS JINTUS B IJJa3M€ KpPOBU M CBSI3aHHBIX C 3TUM
Tokcmuecknx d¢¢ekrax. CoBMECTHOE MNPUMEHEHHE KOMOMHAIMK NEPUHAONPWIA U
UHJallaMKia ¢ IpernaparaMu JUTHS He pekoMenayercs. Ilpu HeoOXoauMocTH MpoBeACHUs
TAaKOM Tepanuu CleAyeT PeryyisipHO KOHTPOJIMPOBATh COJEp)KAHUE JIUTUS B IUIa3Me KPOBU
(cMm. pasnen 4.4).

CoBMeCTHOE IPUMEHEHUE TPeOYET 0C000M OCTOPOKHOCTH

baknoghen

VYcunenue anturunepreHzuBHoro pAeiictBusa. Craemyer koHTponupoBate AJl u, 1npu
HE0OXOAMMOCTH, KOPPEKTUPOBATH J03bI AHTUTUTIEPTCH3UBHBIX MTPENapaTOB.

Hecmepouonvie npomusosocnanumenvnvie npenapamol (HIIBII) (s8xnouas evicokue 003bi
AyemuICatuyuIo8ol Kuciomsl > 3 2/cymxu)

[Tpu coBmMecTHOM npumeHeHun HHrHOuTOpoB AII® u HIIBII (anernicanuuuiaoBas KUCIOTa B
J103€, OKAa3bIBAIOIICH MPOTUBOBOCTIAIMTEIBHOE JICHCTBUE, HMHTHOUTOPHI IUKIOOKCUTEHA3bI-2
(1OTI'-2) u necenextuHbie HIIBIT) Mmoxxer HabmonaTbest ociiabiaeHUEe aHTUTUIIEPTEH3UBHOTO
sbdekra. CoBmectHoe npumeHenue uHruoutopoB AIID u HIIBII moxxeT mpuBOIUTH K
YBEIMUEHUIO PUCKA YXYIIIeHUS (YHKIUM TOYEK, BKIIOYAs PAa3BUTHE OCTPOIl MOYEYHOU
HEJIOCTATOYHOCTH, M YBEIMYCHHUIO COJACP)KAHUS Kajus B CBIBOPOTKE KPOBH, OCOOEHHO Y
MAlMeHTOB C MCXOJHO CHWXEHHOW (yHKImer mouek. Ciemayer coOMIOIaTh OCTOPOKHOCTH
npu npuMeHeHnn komOuHarmu mpenapata U HIIBII, ocoGeHHO y MOXUIIBIX MAIMEHTOB.
[lanMeHTbl JOJDKHBI TOJIy4aTh aJEKBATHOE KOJIMYECTBO KUIAKOCTH, PEKOMEHIYETCS
KOHTPOJIMPOBATH (DYHKIIMIO TTOYEK KaK B HadaJie COBMECTHOM TEparuu, TaK U IEPUOINYECKH B
IIpoILIeCCe JICYEHUS.

CoBMeCcTHOE IpUMEHEHHUE TPeOYET BHUMAHHUS

Tpuyuxnuueckue anmuoenpeccanmol, AHMUNCUXOMUYECKUE CPEOCMBA (HeUpOIenmuKu)
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[IpenapaThl 3TUX KJIACCOB YCHJIMBAIOT aHTUTUIEPTEH3UBHBIA d(H(EKT U YBEINYHBAIOT PUCK
OPTOCTATUYECKOM THIIOTEH3UH (3 IUTUBHBIN 2P (DEKT).
Hnoanamuo

CoBMecTHOE IPpUMEHEHHUE TPeOYET 0C000M OCTOPOKHOCTH

Ilpenapamul, cnocobHvie 6bi3b16aMb NOIUMOPPHYIO HCETYOOUKOBVIO MAXUKAPOUID MUnd

«nupyImy»

N3-3a pucka pa3BUTHSA TMIIOKAIMEMHUH CIEIyeT COONI0IaTh OCTOPOKHOCTD IMPH COBMECTHOM

HAa3HAYCHWHM WHAANMAMUJa C [penaparaMd, CIOCOOHBIMU BBI3BIBATH  HOJUMOPHHYIO

KEITYA0UKOBYIO TAXUKAPAUIO TUIIA KITUPYIT», TAKUMH KaK:

® aHTHAPUTMHYECKHE JIEKapCTBEHHbIE MpemapaThl |A kmacca (XMHMIWH, THIPOXUHUIWH,
nuzornupamu/, npokarnHamua) u 1C knacca (prekannun);

e aHTHAapUTMHUYECKHE JekapcTBeHHble mpemnapatsl |l kmacca (amuomapon, coramodn,
noderunua, nOyTuInI, OpeTUIns TO3WIAT, IPOHETAPOH);

e HeiipornenTuKu: (peHOTHAa3WHBI  (XJIOPIPOMA3WH, [HAaMEMas3HWH, JIEBOMENPOMAa3HH,
TUOpUIa3uH, Tpudayonepasus, paydeHasut), 6eH3aMUAbl (AMUCYIBIPUI, CYIbIUPUI,
CYNBTONPUT, THANPHUA), OYTUPO(DEHOHBI (APOMEPUIO, TaJIONEPHUAON), MTUMO3UI,
CEpTUHJIOI;

®  AHTHUJCIPECCAHTHI: TPUIUKINYCCKHE AHTUICTIPECCAHTHI, CCJICKTHBHBIC WHTHOUTOPHI
00paTHOTo 3axBaTa CEPOTOHUHA (LIUTATONPAM, ICIIUTATIONPAM);

e anTuOaKTepuaiIbHBIE CPEACTBA: (TOPXUHOJIOHBI (JIEBO(MIOKCAIIUH, MOKCHU(IIOKCAIINH,
cnapdrokcanud, TUIPO(GIOKCAINH); MaKpOIHAbl (IPUTPOMHUIIMH TPH BHYTPUBECHHOM
BBCJICHUU, Aa3UTPOMUIINH, KIAPUTPOMHUIIUH, POKCHTPOMHUIIUH, CIIHPAMUIIUH); KO-
TPUMOKCA301IT;

®  TPOTHBOTPHMOKOBEIE CPENCTBA psijfia a30JI0B (BOPUKOHA30JI, UTPAKOHA30J, KETOKOHA30M,
baykoHa30m);

® [pPOTHBOMAJSPUMHBIE CpeAcTBa (XMHMH, XJOPOXUH, Me(JIOXUH, Tajio(aHTpuH,
aymedaHTpHH);

e  aAHTHAHTHHAIBHBIC CPEICTBA (paHOIA3WH, OCTIPUIN);

® IPOTHBOOMYXOJIEBBIC TMpenapaThl W HMMYHOMOIYJISATOPHI (BaHIACTAHHO, MBIIIbIKA
TPUOKCH/I, OKCATTUTUIATHH, TAKPOIUMYC, aHATPEIIUI);

® [POTHBOPBOTHBIE CPEACTBA (OHJIAHCETPOH);

® CpeACTBa, BIUAIIINE HAa MOTOPUKY IKEIYAOYHO-KHUIIEYHOTO TpakTa (I[U3ampui,
JIOMITEPUIOH );

L4 AHTUT'HUCTaMUHHBIC CPCACTBA (aCTCMI/BOJ'I, Tep(bCHaIlI/IH, MI/IBOJ'IaCTI/IH);
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e [poude: TNEHTAMUIWH, JudeMaHWI, BUHKAMUH TIpU BHYTPUBEHHOM BBEJICHUH,
Ba30IPECCUH, TEPIUNPECCUH, KETaHCepUH, NpoOykoja, mpornodos, ceBOQIIypaH,
TEPOIINH, IIUJIOCTA30]1.

Crnenyetr npoBoauTh NPOPUIAKTUKY TUIIOKATHEMUU U, IPU HEOOXOUMOCTH, €€ KOPPEKIIHUIO;

KOHTpoJrpoBath uHTEepBan QT.

Ilpenapamul, cnocobHble 6b13b16aMb 2UNOKATUEMUTO

Amdorepuniia B (B/B), TIIOKO- W MHHEPATOKOPTHKOCTEPOUIBI (IIPU CUCTEMHOM

NPUMEHEHUHN), TETPAKO3aKTH]I, CJIaOUTeNbHbIE CpElICTBA, CTUMYJIUPYIOIIUE MOTOPUKY

KHUIIEYHUKA: YBEIUYCHHUE PHCKAa pa3BUTHS TUNOKAIMEMUU (aIauTHBHBIA 3 QeKT).

Heo0xonuM KOHTpOJL COAEp)KaHUS Kaylds B IUIa3M€ KPOBM, IPU HEOOXOTUMOCTH — €ro

koppekuus. Ocoboe BHUMaHUE CIEAyeT YAENSATh MalueHTaM, OJHOBPEMEHHO MOIyYaroluM

cepaeuHble TIUKo3ubl. ClieyeT NPUMEHSTh CIa0UTeNbHbIE CPEACTBA, HE CTUMYIUPYIOIIUE

MOTOPHKY KHIIICYHHKA.

Cepoeunvie 2nuKko3uobl

['unokanuemMus yCUIMBAeT TOKCUYECKOE IEHCTBIE cepACUHBIX TNUKO3u10B. [Ipu coBMecTHOM

MPUMEHEHUN WHAANaMUJa U CePACYHBIX TTHMKO3UIOB CIEeIyeT KOHTPOJIUPOBATH COJEpKAHUE

Kamusi B IUia3Me KpoBu W mokaszarenw OKI u, mpu HEOOXOAMMOCTH, KOPPEKTHPOBATH

TEpaIuIo.

Annonypunon

[Ipu coBMECTHOM MPUMEHEHMH C WHAAMAMUIOM BO3MOXXHO TOBBIIICHHE YACTOTHI PEaKIuit

TUTIEPYYBCTBUTEIHLHOCTH.

CoBMecTHOE OPUMCHCHHUC TDC6V€T BHUMAHH A

Kanuiicbepecarowue ouypemuxu (amunopuo, CRUpoOHOIAKMOH, MpUuammepeH,)

Takoe coueTanwe 0OOCHOBAHO y HEKOTOPBHIX ManueHTOB. [Ipu 3TOM MoxkeT HabmromaThcs
TUTOKAIMEMUsl WU TUNepkanveMuss (B YacTHOCTH, Yy TAIlMEHTOB C TOYEYHOU
HEJOCTATOYHOCTHIO MJIM caxapHbIM quaderom). Eciim Heo0X0quMo COBMECTHOE TIPUMEHEHNE
WHJAMAMHAJIA W YKa3aHHBIX BBINIE KAMHACOCPErarolIuX JUYPETUKOB, CIEAYeT IMPOBOJIUTH
KOHTPOJIb COAEpkKaHus Kanusl B Tutazme KpoBu u mapameTpoB JKI'. Ilpu HeoOxoammocTu
cXeMa JIeUeHUsI MOXKET OBITh IepeCMOTPEHA.

Memdghopmun

OyHKIMOHATBHAS TOY€YHAs HEJIOCTATOYHOCTh, KOTOPasi MOKET BO3HUKATh Ha ()OHE IpHeMa
JTUYPETUKOB, 0COOCHHO «IIETIEBBIX», IPU COBMECTHOM MPUMEHEHHH MET()OPMHIHA MOBHIIIAET
PUCK pa3BUTHs MOJIOYHOKHMCIOrO amuuo3a. He crmemyer mnpuMeHSTh MeT(HOPMHH, €CIu

KOHIEHTpalUsl KpeaTUHHHA B IJIa3Me KPOBU mpeBbimaeT 15 mr/n (135 MKMOJB/T) y My»KUuH
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u 12 mr/n (110 MKMOITB/1T) Y KEHIITHH.

Hoocooepacawyue konmpacmuvie éeuyecmea

O06e3BoXxHBaHKE OpraHU3Ma Ha (JOHE MpHeMa INYPETHYECKUX MPENapaToB YBEINYUBACT PUCK
PasBUTHS OCTPOM MOYEYHON HEIOCTATOYHOCTH, OCOOCHHO NpPU MPUMEHEHHH BBICOKHX 03
HoacolepKaluX — KOHTPAcTHBIX — BemiecTB. Ilepen  mpuMeHeHMeM — HoJcoJepiKaliux
KOHTPACTHBIX BEILECTB MAI[MEHTaM HEOOXOJMMO KOMIIEHCUPOBATh MOTEPO KHUAKOCTH.
Kanvyuii (conu)

[Ipy coBMECTHOM TMPHUMEHEHHH BO3MOXXHO pAa3BUTHE TUIEPKAIBIIMEMUU BCIEICTBHE
CHIIKEHUSI SKCKPELIMM MOHOB KaJIbLUS IOYKAMHU.

Luxnocnopun, makpoaumyc

B03MOXHO TOBBIIIEHWE KOHLEHTpPAIMM KpEaTWHWHA B IIa3Me KpPOBH 0€3 W3MEHEHHs
KOHIICHTPALUH IIUKJIOCTIOPYHA B TUIa3Me KPOBH, JTaKe IIPH HOPMAIIBHOM COJAEP)KaHUH BOJIBI U
MOHOB HATpPHUS.

Kopmuxocmepouowl, mempaxkozaxmuo (npu cucmemHom npumeHeHuun)

YMeHbIIeHHe aHTUTUIIEPTEH3UBHOTO 3P deKTa (3a7epkKa CoMM U BOAbI Ha (DOHE MPUMEHEHHUS
KOPTUKOCTEPOUJIOB).

Ilepundonpun

JlaHHble KJIMHMYECKMX MWCCIIEOBAaHUI IOKa3blBalOT, 4TO JBOiHas Onokana PAAC B
pe3yipTate COBMECTHOTO mnpuMeHeHus: uHruoutopoB AllD, APA |l wmm amuckupena
NPUBOJNAT K YBEITMYEHHUIO YaCTOTHl BO3HHUKHOBEHHUS TAKMX HEKEJATENbHBIX SBICHUH Kak
apTepuanbHas TUIIOTEH3Us, TUIIEPKAIMEMUS U CHUKEHHE (PYHKLIUH MoueK (BKIIOYas OCTPYIO
MOYEUHYI0 HEJOCTAaTOYHOCTb), MO0 CPABHEHHUIO C CUTyalMsMH, KOTJa NMPUMEHSETCS TOJIbKO
OJIMH TIpenapar, Bo3aencTBytomuii Ha PAAC (cm. pazaenst 4.3, 4.4 u 5.1).

Jlexapcmeennvie npenapamul, 6b13b16a0UUE 2UNEPKATUEMUIO

Hekoropele jekapCTBEHHbIE MpemapaTbl MM KJIAacChl MPENapaToB MOTYT YBEJIWYMBATH
YacTOTy pa3BUTHs THIEPKAIMEMHM: aIMCKUPEH, COJM Kaius, KanuicOeperaromue
nuypetuku, uHruoutopsl AII®, APA |l, HIIBII, remapunbl, UMMyHOJIEIPECCAHTHI (TaKue
KaK [UKJIOCIOPHH WM TaKpPOJIMMYC), TPUMETONPUM | JICKQpCTBEHHBIC IIpETaparsl,
coJiepalle Ko-TpUMOKca3onl (cyinbpomerokca3on + Tpumeronpum). KomOuHamms 3Tux
JIeKapCTBEHHBIX MpenapaToB YBEINUYNBAET PUCK PA3BUTHUS TUIIEPKATHEMUH.

CoBMeECTHOE IIPUMEHEHME TIPOTHUBOIIOKA3aHo0 (cM. paznen 4.3)

Anuckupen u nexapcmeenHvle npenapamsl, cooeparcaujue arucKupet
CoBmecTHOEe mnpuMeHeHHe HHruOutopoB AIl® ¢ nexkapcTBEHHBIMH — IpenapaTami,

COACpKAIIMMHU AJIMCKUPCH, IMPOTHUBOIIOKA3daHO Yy MAUCHTOB C CaXapHbIM I[I/Ia6eTOM W/MIn
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YMEpPEHHBIM MM TSOKeIbIM HapymeHneM OyHkmpn modek (CK® < 60 mun/mun/1,73 M2
TJIOIIAIU TIOBEPXHOCTH Teja) (cM. pazzaen 4.3). Bo3pacTaeT puck pa3BUTHS THICPKATHEMUH,
yXyaueHus GyHKIUU TOYEK, CepACYHO-COCYTUCTON 3a00I€Ba€MOCTH U CMEPTHOCTH.
Coemecmnas mepanuss ¢ uneuoumopamu AP u awmazonucmamu  peyenmopos
AH2UOMEH3UHA

[IpotuBonoka3zano mnpuMeHeHue HUHruOUTOpoB AIID B coueTaHMM C AaHTArOHHUCTAMU
peuentopoB anruorensuHa Il (APA 1l) y nanuentoB ¢ nuaGernyeckoit HedpomaTuei (cM.
paznen 4.3).

DxcmpaxkopnopanvHas mepanus

DKCTpakopropajibHble METOJbI JICUYCHUS, MPUBOASIINE K KOHTAKTy KPOBU C OTPULATEILHO
3apsHKEHHBIMU TTOBEPXHOCTSIMHU, TaKHE KaK U3 MM TeMOQUIBTPALUS C UCIIOIb30BaHHUEM
HEKOTOPBIX BBICOKOIIPOTOYHBIX MeMOpaH (HampuMmep, NOJIUaKpUJIOHUTPUIIOBBIX), WK adepes
JUMNONPOTEMHOB  HU3KOM  IUIOTHOCTH €  HUCIONB30BaHUMEM  JEKCTpaHa cyib(ara,
MPOTUBOMNOKA3aHbl M3-32 YBEIMUCHUS PUCKA PA3BUTHUS THKENBIX aHADUIAKTOUTHBIX PEaKIUi
(em. pazmen 4.3). Ecnu mamueHty HeoOXOAMMa SKCTpaKopIiopaidbHas Tepamus, CIeayeT
paccMOTpeTh BO3MOKHOCTH HCIIOJIB30BAaHUS JPYroro TUMA TUAIM3HOM MeMOpaHbl WM
JIPYroro Kjacca aHTUTHIIEPTEH3UBHBIX MTPETapaToB.

Coemecmnoe npumeneHue ¢ KOMOUHUPOBAHHLIMU — NEeKAPCMBEHHbIMU — Npenapamami,
cooeparcawmuMu 8ancapman + caxyoumpun

CoBMecTHOE TpPUMEHEHHE TEepUHIONpHIa C KOMOMHAIMell BajcapTaH+CakyOUTpUiI
IPOTHBOIOKA3aHO, TaK KaK IOJIaBJICHHWE AaKTUBHOCTH HENPHJIM3WHA Ha ()OHE COBMECTHOIO
npuMeHeHus nHruouropa AII® mMoxeT yBenmuuMBaTh PUCK Pa3BUTHSI aHTMOHEBPOTHUYECKOTO
oteka. [I[pumenenrne KOMOMHAIIMK BaJICApTaH+CaKyOUTPUIT BOZMOXKHO HE paHee, 4yeM uepes 36
YacoB IIOCIIe TMPUMEHEHUS TOCIEAHEH 103kl NepuHaonpuia. [IpuMeHeHne nepuHIonpuiIa
BO3MOKHO HE paHee, yeM depe3 36 yacoB Mociie MPUMEHEHUS MocieiHel 1031 KOMOUHAIMU
Basyicapran+cakyouTpuin (cM. pazaenst 4.3 u 4.4).

CoBMecTHOE NPpUMCHCHHUEC HC PCKOMCHAYETCA

Anuckupen u n1ekapcmeenHvle npenapamal, cooepicaujue arucKupeH

VY manueHTOB, HE MMEIOIIMX caxapHOro auvabera wiu HapyueHus ¢yHkuuu nodek (CKD
2

<60 mi/Mue/1,73 M°  mIOImIAAM  TOBEPXHOCTH  Tejla), TMOBBIINIEH PUCK  Pa3BUTHUSA

TUIEPKATMEMHUH, YXYAIICHNUs (PYHKIIUN TOYEeK U MOBBIIIEHHUS YaCTOThI CEPIEYHO-COCYTUCTOM

3a00JIEBAEMOCTH U CMEPTHOCTH (cM. paszzen 4.4).

Couemanue mepanuu ¢ uneuoumopamu AII® u APA ||

ITo HUMCIOIITUMCSL JIUTEPATYPHBIM JaHHBIM, y IMalflMCHTOB C YCTaHOBHeHHOf/’I

20



aTepOCKJIEPOTHUECKOI O0IE€3HBIO, CEP/IEYHON HEAOCTATOYHOCTHIO MITU CaXapHbIM JUa0eTOM C
MOPKEHUEM OpraHOB-MUIIICHEH OAHOBpeMEHHOE MpuMeHeHue nHruouTopoB AIID u APA 11
IOPUBOAUT K YBEIMYCHHUIO YaCTOTHl pPa3BUTH apTEPHAIBHONW TUIOTEH3WH, OOMOpOKa,
TUMEPKAIMEMUN H  YXYALICHUS (QYHKUMM TIOYEeK (BKJIIOYash OCTPYI MOYEUHYIO
HEJOCTAaTOYHOCTh), IO CPAaBHEHUIO C CHUTyalUsIMH, KOTJa MPHUMEHSETCS TOJbKO OJUH
npenapar, BoznelictByromuii Ha PAAC. Tlpumenenue apoiHon 6okansl PAAC (Hanpumep,
B Cllydae OJHOBpeMeHHOro mnpuMmeHeHus HHruoutopoB AIID® u APA Il) momkHO OBITH
OTPaHUYCHO CTUHUYHBIMHU CIIy4asiMH CO CTPOTHUM KOHTPOJEM (DYHKIMH MOYEK, COACpKAHUS
Kajus B ttasme Kposu U AJl (cm. paznen 4.4).

Aempamycmun

CoBMecTHOE TPUMEHEHHE MOXKET TMPUBECTH K TIOBBIICHHIO PHCKA DPAa3BUTHS MOOOYHBIX
3 PEeKTOB, TAKMX KaK aHTHOHEBPOTHUECKUI OTeK (oTek KBHHKeE).

Ko-mpumoxkcason (cynvpamemorcazon + mpumemonpum)

[Ipy coBMECTHOM MPUMEHEHUU C KO-TPUMOKCA30JI0M (Cyib(haMeToKca3oll + TPUMETOIPUM)
MOXET MMOBBIIIATHCS PUCK PAa3BUTHUS TUIICPKATUEMUH (CM. paszen 4.4).

Kanuiicbepecarowue ouypemuxu (hanpumep, mpuammepeH, amuiopuo) u Kaiut (coau)
['unepkanuemusi (C BO3MOXKHBIM JIETAIbHBIM UCXOA0M), OCOOCHHO MPU HApYUICHUH (HYyHKIIUU
no4vek (aaauTuBHbIC 3((PEKTHI, CBI3aHHBIC C THIICPKATHEMHCH ).

Coueranue TMEpPUHAONpPUTIA C BBHIIIEYNOMAHYTHIMU JIEKAPCTBEHHBIMU MpenaparaMud He
pexomenayercs (cM. paszaen 4.4). Ecnu, TemM He MeHee, COBMECTHOE IPUMEHEHHUE MOKa3aHo,
UX CJelyeT IPUMEHSTh C COOJII0JIEHUEM MEp MPEAOCTOPOKHOCTH U PETYJISIPHBIM KOHTPOJIEM
COJIepKaHus Kalusl B CHIBOPOTKE KPOBH.

OcoOeHHOCTH ~ NpPUMEHEHHMsS  CIUPOHONAKTOHAa  TNPH  XPOHUYECKOW  cepliedHOM
HEJ0CTaTOYHOCTH OINMCAHBI Jlajee M0 TEKCTy (cM. B moapaszaene « COBMECTHOE IPUMEHEHNE
TpeOyeT 0co00i OCTOPOKHOCTIY).

CoBMecTHOE ITpUMEHEHIE TpedyeT 0c000i OCTOPOKHOCTH

T'unoenuxemuueckue cpedcmea (UHCYIUH, NEPOPATIbHBIE CAXAPOCHUNCAIOWjUEe Npenapamsi)
ONUAEeMUOIOTHYECKUE UCCIIE0BAaHMs TOKA3alli, YTO COBMECTHOE MIPUMEHEHHE MHIMOUTOPOB
All® u TrunormMKeMUYEeCKHX CpeAcTB (MHCYJIHHBI, NepopajbHble CaxapOCHMKAIOIINE
mpernapaTrbl)  MOXKET ~ YCWJIMBAaTh  TUINOMIMKEMHYECKMH  3QQeKT  HHCyIuHAa U
TUIOTIMKEMUYECKUX CPEACTB JJIi MpUeMa BHYTPh BIUIOTh 1O Pa3BUTHS THIIOTJIMKEMHH.
Jannblii 3¢ ekt BeposiTHEe BCET0 MOKHO HAOMIOAATh B TEUEHHE MEPBHIX HE/IEIb COBMECTHOI
TEpanuy, a TAKKEe Y NallMEHTOB C HapyIIeHUEeM (DYHKIIUH MTOYeK.

Kanuiinecbepezarowue ouypemuxu
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VY nanueHToB, MOMYyYalOUIMX JUYPETUKH, OCOOCHHO Yy MAalMEHTOB C TUIOBOJIEMHEH W/WUIH
CHIKEHHOM KOHLIEHTpaLel coieil, B Havyaje Tepanuy NepuHAOIPUIOM MOXKET HabIoaaTbCs
ype3MepHoe cHukeHue AJl, puCK pa3BUTUS KOTOPOTO MOYKHO YMEHBUIMTH ITyTEM OTMEHBI
JUYPETUUECKOIO CPEACTBA, BOCIOJIHEHHEM NOTEPH KUAKOCTH WIM COJIEH Iepen HadaioM
TEpanuyu MEPUHIONPUIOM, a TaKKe Ha3HAaYeHUEM I[EpUHAONpPUIA B HHU3KOM J03€ C
JAJIbHEHIIIUM ITOCTEIIEHHBIM €€ YBEITMUCHHEM.

Ilpu apmepuanvhoilt eunepmen3uu y TALUEHTOB C THUIIOBOJEMHEH WM CHHXKEHHOM
KOHIIEHTpauueil coneil Ha (oHe Tepanuu AWYpPETHKaMM, AMYPETHKH JOJDKHBI ObITH MO0
OTMEHEHBI 10 Hayaja npuMmeHeHus uHruoutopa AlID (mpu sToM KanmitHecOeperaromun
JUYPETUK MOXKET OBITh IO37HEE BHOBb Ha3HaueH), au00 uHruourop AIID momxen ObITH
Ha3HAu€H B HU3KOH J103€ C JaJIbHEUIIUM ITOCTEIIEHHBIM €€ YBEITUUEHHEM.

Ilpu npumenenuu Ouypemuxkoé 6 ciayuae 3ACMOUHOU CepPOeuHOl HeOOCMAamoyHOCmuU
unruourop AlIlD pomkeH ObITh HAa3HAYEH B OYEHb HU3KOM J103€, BO3MOXKHO, IOCIE
YMEHBILEHUS 03l IPUMEHSEMOT0 OJJHOBPEMEHHO KaJIMHHECOEeperaero JuypeTuKa.

Bo Bcex ciydasx GpyHKIusS mo4YeK (KOHIICHTpALus KpeaTHHIHA) JODKHA KOHTPOJIUPOBATHCS B
HepBbIE HEEIN IPUMEHEHUS] HHTUOUTOpOoB AIID.

Kanuiicoepezarowue ouypemuxu (snnepenon, CnupoHoiakmon)

[IpuMeHeHHe 3IUIEPEHOHA WJIM CIIMPOHOJAKTOHA B J03ax oT 12,5 Mr g0 50 Mr B CyTKH H
HU3KHUX 103 UHTUOUTOpOoB AlID:

[Tpu Tepanuu xpoHudeckoi cepaeuHor HepoctatouHocTH |1-1V dyHKIMOHaNBHOTO Kacca 1no
knaccupukanun NYHA ¢ ¢pakuueit BbiOpoca neBoro sxemypouka <40 % wu panee
npuMeHsBIIUMUC UHruOuTopamMu AllD u «meTneBbIMU» TUYpPETHKAMH, CYILECTBYET PUCK
TUTIEPKATUEMUN (C BO3MOXKHBIM JIETATBHBIM HCXOJIOM), OCOOCHHO B CiIyyae HECOOIOJCHUS
PEKOMEHIalNii OTHOCUTEIHLHO 3TOM KOMOMHAITUY TIPETapaToB.

[lepen npumeHeHHMEM JaHHOW KOMOMHAIMM JICKAPCTBEHHBIX IPENnapaTroB, HEOOXOIMMO
yOeauTbesl B OTCYTCTBUM TMIIEPKAIMEMHUH U HapyIIeHUs! GYHKIUU MOYEK.

PexkoMenayercst peryysipHO KOHTPOJIMPOBATh KOHIEHTPALMIO KPEaTUHUHA U Kalusl B KPOBHU:
€XKEHEeJIeNbHO B TIEPBbIN MECSII] JICUCHUS U €KEMECSIUHO B MOCIIETYIOIIEM.

Payexaoompun

Ha ¢one npuema unru6uropos AIID (B T.4. mepuHaONpUIa) MOKET HAOIIOAATHCS Pa3BUTHE
AQHTMOHEBPOTUYECKOTO OTEKA. DTOT PUCK MOXKET IOBBIMIATHCSA IPU COBMECTHOM IIPUMEHEHUU
C palexkafoTpuioM (JEKapCTBEHHBIM IIpernapaToM, HNPUMEHSEMbIM /Jis JICUEHUS OCTpOil

Jiapen).
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Hneubumopor MTOR  (muwenu panamuyuna maekonumarowux) (Hanpumep, CUpPOIUMYC,
96€PONUMYC, MEMCUPOTIUMYC)

[Ipu coBmMecTHOM mpuMeHeHWH ¢ uHTHOUTOpaMu MTOR mMOBBIMIAETCS PUCK PA3BUTHUS
AQHTMOHEBPOTUYECKOT0 OTeKa (cM. pazuaen 4.4).

Pexomounanmmuvie mxanesvie akmusamopul niazmunozena (FPA, armennaza)

[Tatiuentsl, monydyaBmue WHrHOUTOpHl All® w®  momydarommue — ainTeruiazy  Juist
TPOMOOJUTUYECKOH Tepanmuu MpU OCTPOM HIIEMHYECKOM HMHCYJIbTE, MOTYT HMETh
MOBBIIICHHBIA PUCK PA3BUTHSI AHTHOHEBPOTUYECKOTO OTEKA.

CoBMeCcTHOE IPpUMEHEHHUE TPeOYET BHUMAHUS

T'unomen3susHvle cpedcmea u 8a300UNAMAMOPLL

CoBMECTHOE MPUMEHEHHUE JTUX [PENnapaToB MOXKET YCWIMBAThb AHTUTUIIEPTEH3UBHOE
neiictBue nepuHaonpuia. [Ipy coBMECTHOM NMPUMEHEHHM C HUTPOIJIULEPUHOM U JPYTMMH
HUTpAaTaMu WIN JPYTUMHU Ba30MJIaTaTOPAMHU BO3MOKHO JIOIIOJHUTENbHOE CHUXeHue A /.
Annonypunon, yumocmamuyeckue U  UMMYHOOENPECCUBHble CpPeoCcmed, CUCmEeMHble
KOPMUKOCMEPOUObl U NPOKAUHAMUO

CoBMecTHOE TpuMeHeHue ¢ uHruoutopamu AIID MOXKeT COMPOBOXKAATHCS MOBBIIICHHBIM
puckoM sielikonieHuu (cM. pasaen 4.4).

Cpeocmea ons anecmesuu

Wurubutopet AII® MoryT ycuinmBaTh TMHNOTEH3UBHBIA 3(PQEKT psaa cCpeacTB uis oOmieit
a"ecte3uu (cM. pasmen 4.4).

I nunmunel (runaznunmun, caKcaziunmut, CUMAaziIunmuH, 6UL0A2AUNMUH)

[Ipu coBmMecTHOM npuMeHeHUu ¢ uHruouropamu AIID Bo3pacTaeT pUCK BO3HUKHOBEHUS
AQHTMOHEBPOTUYECKOT0 OTeKa BCIEACTBUE CHMKEHMS aKTUBHOCTH JAMIENTHIWINENTHIa3bI-4
(DPP-1V) nox ne#icTBHEM IIIHMIITHHA.

Cumnamomumemuxu

CHUMIIaTOMUMETHKHU MOTYT OCHa0JIsATh aHTUTUIIEPTEH3UBHBIN AP ekt nHruoutopoB AIlD.
Ilpenapamul 3010ma

Coobmanoch 0 penkux ClydyasX HUTPUTOMIHBIX peakuuil (C TaKMMM CHMOTOMAaMH, Kak
TUIepEeMUsl KOXKU JIUIA, TOUTHOTA, PBOTA, TUIIOTEH3UsI) Y MallMEHTOB Ha ()OHE COBMECTHOIO
npuMeHeHHus UHruouTopoB AII®D, B ToM uncie NepuHIONPUIIa, U HHbEKIIMOHHOTO Mpernapara

30J10Ta (aypoTHOMaJIaT HaTPHs).

4.6. @epTHIBHOCTH, 0€PEMEHHOCTH U JIAKTAIUSI
JlexapctBennbiit mpemnapatr Homunpen A ®opre mpoTHUBOMOKa3aH MpU OEPEeMEHHOCTH (CM.

paznen 4.3).
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JlekapctBennbiii mpenapat Homunpen A ®opre mNpoTUBONOKAa3aH B TEPUOJ TPYIHOIO
BCKapMiMBaHMsg. HeoOXoauMoO OLEHHTh 3HAYMMOCTh TEpalluu Ul MaTrepu U IPHHATH
pellieHne O IMpPEeKpalleHud TIPyAHOIO BCKapMJIMBAaHUS WM O IPEKpAIlEeHUH IpueMa
npernapara.

bepeMeHHOCTB

Hnoanamuo

JlaHHbIE 0 MPUMEHEHUH MHJAMaMua Y OepeMEHHBIX JKEHIIUH OTCYTCTBYIOT MJIM OTPAHUYEHBI
(menee 300 ciyuaeB GepeMeHHOCTH). J[uTenbHOE IPUMEHEHUE THA3UIHBIX TUypeTHKoB B |11
TpUMecTpe OEepeMEHHOCTH MOXKET BbI3BaTh TI'MIIOBOJIEMHIO y MaTepu, a TaKkKe CHUKEHUE
MaTOYHO-IIJIALIEHTAPHOTO KPOBOTOKA, 4YTO NPUBOIUT K (ETOIUIALEHTAPHON HINEMHH U
3a/Iep>KKe pa3BUTHSI IJI0/1A.

HccnenoBanust Ha >KMBOTHBIX HE BBIBWIM IMPSAMOIO WM HENPSAMOTO TOKCHYECKOIO
BO3/ICHUCTBUS Ha PEIIPOAYKTUBHYIO (DYHKIIMIO.

B kauecTBe Mepbl NPEeOCTOPOKHOCTU PEKOMEHyeTcsl U30erath NPUMEHEHUs MHIanaMuia
BO BpeMsI OEpEMEHHOCTH.

Ilepunoonpun

B Hacrosimuii MOMEHT HeT yOeqUTENbHBIX AMUIEMHOJIOTHYECKUX NaHHBIX O TepaTOr€HHOM
pucke npu npueme HHruoutopos AIID B mepBoM TpumecTpe OEpEeMEHHOCTH, OJHAKO
HEKOTOpPOE YyBEJIIMYEHHE pHUCKAa HapyIIEHUH pa3BUTHUS IJI0JJa MCKJIIOYUTH  HENb3S.
[TarueHTKaM, TUIAHUPYIOLUM OEpEMEHHOCTD, CIe1yeT OTMEHUTh JIEKapCTBEHHBIN Npenapar u
Ha3HAYUTh JIpyTu€ TUIOTEH3UBHBIE CPEICTBA, pA3pEIICHHbIE M MNPUMEHEHHS IIpU
OepeMEeHHOCTH, €ClIU TOJbKO Tepanust uHruoutopamu AII® He sBnserca Heodxoaumoit. [Ipu
BBISIBJICHUHM OEPEMEHHOCTH CJIeIyeT HEMEAJIEHHO MPEKPaTUTh Tepanuio nHruoutopamu AIlD
U TIpY HEOOXOJMMOCTH Ha3HAYUTh JPYTYIO TEPAIHUIO.

N3BectHO, uro Tepanus uuruouropamu AIID Bo Il u Il Tpumecrpax OGepemeHHOCTH
OKa3bIBaeT (PETOTOKCHYECKOE JAEHCTBHE Ha IUIOJA y 4YeJoBeKa (CHIKEHHE (DYHKIMM IOYeK,
OJIMTOTHIPAMHUOH, 3aMeJUIeHHE OCCU(PUKAIIMN KOCTEH deperna) U TOKCUYECKoe NeHCTBHE Ha
HOBOPOXKJEHHOTO (TI0Ye4Has HeA0CTaTOYHOCTh, TUIIOTEH3US, TUIIEpKAJINEMUSI ).

Ecnu mnamumentka mnomywana uHruOutopsl AIl® co Il tpumectpa OepemMeHHOCTH,
PEKOMEHIYETCSl MPOBECTH YJIBTPAa3BYKOBOE HCCIIENIOBAaHUE IUIOAA ISl OLIEHKU COCTOSTHHUS
yepena ¥ QyHKIMH [TOYEK.

MunaneHnpl, mMarepu KOTOpbIX moiyyanu uHruoutopsl AIID Bo Bpemsi OepeMeHHOCTH,

JIOJDKHBI OBITh TIIATEBHO 00CIIE0BaHbI Ha MTPEMET TUIIOTEH3UH (CM. paszaensl 4.3 u 4.4).

JlakTanus
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JlekapctBennsiii mpenapatr Homunpen A ®opre mNpoTUBONOKAa3aH B MEPUOJ TPYIHOIO
BCKapMJIMBaHHS.

Hnoanamuo

B HacTosmmii MOMEHT HET JOCTOBEPHOW MH(GOPMAIIMU O BBIICICHUU WHAAMAMUIA WU €ro
MeTabOoIUTOB C TPYIHBIM MOJIOKOM.

Y HOBOPOXJIECHHOTO MOXET Pa3BUTHCS MOBBIIICHHAS YYyBCTBUTEIBHOCTh K MPOU3BOIAHBIM
cynb(hoHAMU/IA U THITOKATHCMHUSL.

Puck 11 HOBOPOKIEHHBIX/MJIQICHIIEB HEJIB351 UCKITFOYATh.

Wupganmamuyn OMU30K MO CTPYKType K THA3UIHBIM JUYPETHKAM, HPUMEHEHHE KOTOPBIX
BBI3bIBACT YMEHbBIIICHNE KOJIMYECTBA IPYTHOTO MOJIOKA WJIH MOAABIICHUE JIAKTALIUH.
Wumanamu1 IpOTHBOIIOKA3aH B IIEPHO/] IPYAHOTO BCKapMiIuBaHus (cM. paszaen 4.3).
Ilepunoonpun

BBuny orcyrcTtBus uHGbOpMaluu, Kacarolleics MNPUMEHEHHs MEepPUHIONpUiIa B MEPHOJ
TPYAHOTO BCKapMJIMBAHHS, €r0 MPUEM HE PEKOMEHJIOBAH, MPEANOYTHTEIbHEE MPUMEHSTh
JpyTHE MpenapaTsl ¢ 0ojee H3yuyeHHBIM MpoduiieM 06e30MMacHOCTH, 0COOCHHO TP KOPMIICHUU
HOBOPOXJICHHBIX U HEJOHOIIECHHBIX JETEH.

DepTUabHOCTD

Obwee 0ns uHoanamuda u nepuHOOnpUId

UccnenoBanusi penpoayKTUBHOM TOKCHYHOCTH IIOKa3ajdd OTCYTCTBHE BJIMSHUSA Ha
bepTHIBHOCTh Y KpbIC 000ero mona. IlpeamonoxxutenbHO, BIUsSHUE HAa (PEPTUILHOCTH Y

YCJIOBCKA OTCYTCTBYCT.

4.7. Bausinue HA CIOCOOHOCTH YHpaBJsATh TPAHCHOPTHBLIMU CPEACTBAMHU H paﬁoTaTL C
MeEXaHu3MaMH

0O0a ﬂeﬁCTByIOIHHX BCIICCTBA, KaKk II0 OTACJIbHOCTH, TaK HU B KOM6I/IHaI_II/II/I
vUHaanamMuyg + INEpUHAOIIPUII, HC OKa3bIBAIOT BJIMAHHA Ha CIIOCOOHOCTH YIpaBJIATb
aBTOMOOMIIEM HJIH APYruMn MEXaHU3MaMHU. v HCKOTOPBIX IMAIlUCHTOB OCOOCHHO B Hayajie
TCpariiu UJn Ipu I[O68.BJ'ICHI/II/I K HpOBO,[[PIMOfI TCpAIuu JPYyrux ruinoTCH3UBHBIX MPCIIapaTOB
MOTYT BO3HUKATb MHAWBUAYAJIbHBIC PCAKIUHU, CBA3AHHBLIC CO CHUIKCHUCM AI[ BCJ'ICI[CTBI/IG
3TOr0 CIIOCOOHOCTH YHPaBJIATH aBTOMOOWJIEM WU APYyruMu MEXaHU3MaMH MOXKET OBITh

HapylIeHa.

4.8. HexenatelbHbIe peaKIuu

Pesrome mmpodumnsg 0e301macHOCTH
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[lepuagonpun oOKa3pIBaeT WHTUOMpYIOIIEEe JCHCTBHE HAa CHCTEMY «PEHHH-aHTMOTECH3WH-
anmpnocrepon» (PAAC) u ymeHbIIaeT BBIBEJCHHE MOHOB KayUs MMOYKaMH Ha (OHE IpHeMa
uHpanamuaa. Y 4 % nauueHToB Ha (oHe MpUMEHEHHs JIeKapCTBEHHOT O npenapara Homumnpen
A ®opre ObIIO OTMEUYEHO Pa3BUTHE TUIIOKATHEMHUH (CoAepKaHue Kanus MeHee 3,4 MMOJIb/T).
Hawnbornee yacTeIMu HeXXeNaTeIbHBIMHA PEAKIMSIMU SBISUTUCH!

- A7 WHOANaMHuIa: pPEeakUHM THIEePYYBCTBUTEILHOCTH, B OCHOBHOM KOXHBIC, Y
NAIMEeHTOB, MPEIPACIOIOKECHHBIX K aJUIEPTUYECKUM U aCTMATUYECKUM PEaKIHsIM, U MaKyJIo-
naryJe3Has ChlIlb;

- 7 TEpUHAONpPHIIA: TOJOBOKPYXXCHHE, TOJIOBHAas OO0Nb, IapecTe3us, JHCTeB3Hs,
HapylIeHUe 3pPEHUs, BEPTUrO, 3BOH B yIIaX, apTepUaJIbHAsl TMIIOTCH3Hs, Kallelb, OJBIIIKA,
0016 B JKMBOTE, 3a1op, IUCIEINCHUs, Juapesi, TOUTHOTA, PBOTA, KOKHBIA 3yJ, KOXKHAsl CHIIb,
CTa3M MBIIII] ¥ aCTCHUS.

TabanuHoe pe3IoMe HeXKeIaTeIbHBIX PeaKIIUM

YacToTa HeXeNnaTeIbHbIX PEaKIUi, HAOIIOJABIINXCS BO BPEMsl KIIMHHUECKUX UCCIICIOBAHHN
W/WIA TIPU TIOCTMApKETHHTOBOM HAOJIOJICHUH, TIPUBEICHA B BHJE CICAYIONICH Tpajganuu:
oueHb vacto (>1/10); gacro (>1/100, <1/10); meuacto (>1/1000, <1/100); penko (>1/10000,
<1/1000); ouens penko (<1/10000); Hen3BecTHO (YacTOTa HE MOXET OBITH IOJCYHMTAHA IIO

JOCTYIHBIM JaHHBIM).

MedDRA YacrtoTa
HesxenareabHbie
Kunacesl u cucremMbl
peakuum HNuapanamuna Hepunagonpua
OpPraHoB
Nudexunonnbie u
napasutapHble Punut - Ouensb penko
3a00/1eBaHUSA
Do3uHo U - Heuacro*
ArpaHyonuTO3 (CM.
Ouensb penko Ouensb penko
paznen 4.4)

Hapymenus co ArmacTiyeckasi aHeMUst OdeHsb penko -
CTOPOHBI KPOBH H [TaHnuTONEHNA - Ouens penko
JuM@paTudeckou Jletikonenus OueHb penko OueHb penko

CHCTEMBI Hefitponenus (cM.
- Ouensb penko
paznen 4.4)
I'emonuTnueckas
OdeHsb penko Ouens penko
aHeMUs
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MedDRA
Kuaccnl u cucreMsl

OpraHos

HexenareanHble

peakuuu

YacroTa

Nupanamun

IHepunaonpui

TpomOGouuToneHus (cm.

paznen 4.4)

Ouenb penko

OueHb penko

Hapyumenus co
CTOPOHBI MMMYHHOM

CHUCTEMBbI

['MrepuyBCTBUTEIBHOCTD
(peakiuu, B OCHOBHOM
KOJKHBIC, Y TATUCHTOB C
[PEIPACTION0KEHHOCTHIO
K aJUICPTUYECKUM H
aCTMaTHYECKUM

peaKIusaM)

Yacrto

Hapyumenus co
CTOPOHBI 00MEHa

BEIIECCTB U IIMTAHUA

['unmormmkemus (cm.

pasneinst 4.4 u 4.5)

Heuacro*

I'unepkanuemust,
oOpartumasi Ipu OTMEHE
npemnaparta (CM. pasjen

4.4)

Heuacto*

['unonatpuemus (cMm.

paznen 4.4)

HewnssectHO

Heuacro*

FI/IHCpKaJ'ILI_II/IeMI/ISI

Ouensb penko

CHMKeHue cofepxKaHus
KaJIHsl ¥ TUTTOKATUEMHS,
0COOEHHO 3HaYMMast U1
NalUeHTOB,

OTHOCSIIMXCS K TPyIIe

pucka (cm. paszaen 4.4)

HewnzsectHo

Hapyumenus

ICUXUKH

JlaOmbHOCTE

HACTPOECHUS

Heuacto

Hapymenue cua

Heuacto

CHyTaHHOCTB CO3HAaHUA

Ouensb penko

Hapyumenus co

I'onoBokpyxeHue

Yacrto

CTOPOHBI HEPBHOM

T'onoBHas 6011b

Penxo

Yacrto

CHCTEMBI

[TapecTesus

Penxo

Yacrto
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CTOPOHBI cepaua

MedDRA Yacrora
HexenarenbHble
Kaaccsl u cucrembl
peakunu Nupanamun Hepungonpua
OpPraHoB
Jlucres3us - Yacto
COHJIMBOCTH - Heuacro*
O6MopoK HewussectHo Heuacro*
HNHCcynbT, BO3MOXKHO
BCJICJICTBUE
YpEe3MEPHOr0 CHUKEHUS
- OueHb penko
AJl y manueHToB u3
IPYIIIBI BBICOKOTO pUCKa
(cMm. pasnen 4.4)
[Teuenounas
sHIedaNToNaTHs y
MalUEHTOB C
HewussectHo -
MI€YEHOYHOH
HEI0CTaTOYHOCTHIO (CM.
pazneinsl 4.3 u 4.4)
Hapymenne 3penus HewnssectHo Yacto
Hapymenns co Muonus (cM. pa3aen
HewussectHo -
CTOPOHBI OPraHa 4.4)
3peHus HeuetkocTs 3peHns HewnssectHo -
XOpHOUJanbHbIN BBIITOT HewussectHo -
Hapymenus co Beprturo Penko Yacto
CTOPOHBI OpraHa
ciayxa u
3BOH B yIlIax - Yacto
JIAOUPUHTHBIE
HApYLIEHUsA
Ourymienue
- Hewacro*
cepaieoneHus
Hapyumenus co
Taxukapaus - Hewacro*

Crenokapaust (CM.

paznen 4.4)

OueHb penko
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MedDRA
Kuaccnl u cucreMsl

OpraHos

HexenareanHble

peakuuu

YacroTa

Nupanamun

IHepunaonpui

Hapymenus putma
cepAua (B TOM uucie
Opanukapaus,
KeIy J0UKOBast
TaXUKapaus U
bubpmLIsIIHs

npeacepauit)

Ouenb penko

OueHb penko

Wndapkr muokapaa,
BO3MOYKHO, BCJI€ICTBUE
M30BITOYHOI'O CHI)KEHHUS
A/l y naneHToB u3
IpyHIbl BEICOKOTO pUCKa

(cMm. pasgen 4.4)

Ouens penko

[TomumopdHas
KEIyTOUKOBast
TaXWKapaus THIIA
«IHPY3T» (BO3MOXKHO CO
CMEpTENbHBIM UCXOJIOM)

(cm. paspensl 4.4 u 4.5)

HewnssectHO

ApTtepuanbHast

THUITIOTCH3HUA U

CBSI3aHHBIE C 3TUM OdeHsb penko Yacro
Hapymenus co
CHUMIITOMBI (CM. pa3jien
CTOPOHBI COCY10B
4.4)
Backynut - Heuacro*
Cunapom Pelino - HewnssectHo
Hapymenusi co  |Kamens (cM. pazaen 4.4) - Yacro
CTOPOHBI Opplmika - Yacro
AbIXaTeJIbHOM bponxocnasm - Heuacto
CHCTEMbI, OPraHOB Do3uHOUIbHAS
. - Ouens penko
TPYAHOM KJIETKHU U ITHEBMOHMS
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MedDRA Yacrora
He:xenateabHblIe
Kiaccbl ¥ cHCTEMBI
peakunu Nupanamun Hepungonpua
OpPraHoB
CpeaoCTeHus!
Boirs B s)xuBOTE - Yacro
3amnop Penxo Yacto
Hunapest - Yacro
Hapyumenus co Hucnencus - Yacto
CTOPOHBI KeJy10YHO- TomHoTa Penxo Yacro
KHUIIIEYHOT0 TPAKTa Psota Heuacto Yacto
CyxoCTh CIU3UCTOM
Penxo Heuacto

000JI0YKH MOJIOCTHU pTa

[Tankpeatur

OueHb penko

OueHb penko

Hapyumenus co
CTOPOHBI NIEYECHHU U
JKeJTYeBbIBOAALIMX

nyren

I'enatut (cMm. pasaen 4.4)

HewnzsectHo

OueHb penko

Hapymenne pyHkmm

II€CYCHU

OdeHsb penko

Hapymenus co
CTOPOHBI KOKH U

NOAKOKHBIX TKaHeH

Koxnblit 3y - Yacto
KosxHas cbinb - Yacro
Makyno-namnyJse3Has
Yacto -
CBITTb
Kpanusnuna (cM. paznen
OueHb penko Heuwacro
4.4)
AHTMOHEBPOTHYECKUI
) OueHsb penko Heuacto
o1ék (cMm. pasnen 4.4)
ITypnypa Heuacro -
IToBbI1IEHHOE
- Heuacto
MIOTOOT/IETICHUE
Peaximsa
HewussectHo Hewacro*
(OTOUYBCTBUTEIILHOCTH
[Temduron - Heuacro*
O6ocTtpeHue ncopuasza - Penxo*
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MedDRA
Kuaccnl u cucreMsl

OpraHos

HexenareanHble

peakuuu

YacroTa

Nupanamun

IHepunaonpui

MuorodopmHas

opUuTeMa

OueHb penko

Toxkcuueckuii
ANUJAEPMAIIbHBIN

HEKPOJIN3

Ouensb penko

Cungpom CruseHca-

OueHnb penko

J>xoHCOHA
Cnasm MbIII - Yacto
Hapyumenus co Bo3MoxHO yXyauieHue
CTOPOHBI CKeJIETHO- y>Ke UMEIoLIeics
HewussectHo -
MBIIIIEYHO U CHUCTEMHOU KpacHOU
COeTUHUTEbHOM BOJIYAHKHU
TKAHHU ApTtpanrus - Heuacro*
Muanrus - Hewacro*
Hapymenus co IToyeunas
- Heuwacro
CTOPOHBI OYEK U HEJIOCTAaTOYHOCTh

MOYeBbIBOASIIIUX Ocrtpas noueyHas
. OueHb penko OueHb penko
nyTeii HEJ0CTaTOYHOCTh
Hapyumenus co
CTOPOHBI MOJIOBBIX OpeKTuiIbHas
- Heuyacrto
OPraHoB U MOJIOYHOM TUCYHKIUSA
JKeJ1e3bl
AcreHus - Yacro
bonb B rpyaHoOl KiIeTKe - Heuwacro*
Oo0mmue Henomoranue - Heuacro*
paccrpoiictBam | [lepudepuyeckue oreku - Heuacro*
CHMIITOMBI JIuxopanka - Heuacro*
IToBbIIEHHAS
Penxo -
YTOMJISIEMOCTD
JlabopaTopHble n IToBbiIEHNE - Heuacrto*
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MedDRA Yacrtora
HexenareanHble

Kuaaccnl ¥ cucTeMBI
peakunu Nupanamun Hepungonpua
OpraHoB

HHCTPYMEHTAJIbHLIC KOHIICHTpAalun

JaHHbIE MOUYCBUHEBI B KPOBU

TloBbr1IeHTE
KOHIICHTPALU! - Heuacro*

KpCaTHuHHUHA B KPOBU

l'unepOunupyOouneMus - Penxo

IloBhIIIICHNE aKTHBHOCTH
CIICYCHOYHBIX» HewussectHo Penxo

(dbepMeHTOB

CHIXeHNe reMoriioonHa
1 TeMaTOKpHTa (CM. - OueHsb penko

paznen 4.4)

IloBrIIEHNE
KOHIIEHTPALHUH TIIFOKO3BbI HewussectHo -

B KPOBH

IloBrIIEHNE
KOHILIEHTPALU1 MOYEBOMN HewnzsectHo -

KHCJIOTBI B KPOBHU

VYV mmHeHue uHTepBaia
QT na OKT (cm. HeussectHo -
pazneinst 4.5 u 4.4)

TpaBmbl,
O0TpaBJIeHHUs,
ITagenue - Heuacrto*
0CJIO?KHEHHUS MOCTIe

BMelIaTe/JIbCTB

* OreHKa 4acTOThl HEXKENATeNbHBIX PEaKIUi, BBISBICHHBIX MO CIIOHTAHHBIM COOOIICHHSIM,
MPOBE/ICHA HA OCHOBAHUHU JAHHBIX PE3YIbTATOB KIMHUYECKUX MCCIIEOBAaHUM.

CooOm1anoch 0 pa3BUTHU CUHApPOMA HEaJeKBATHOW CEKPELUU aHTUIUYPETHUYECKOrO0 TOpMOHa
(CHCAQAI) na done npumenenus: npyrux uaruoutopo AII®. CHCAJII' MmoxeTr cuutarbes
OUeHb PEIKUM, HO BO3MOXXHBIM OCIIO)KHEHHEM, OOYCIIOBICHHBIM Teparueil WHruOuTopamu

AIl®, Bxaroyast NepuHAOIPUIL.
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COO6H_ICHI/IG O ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PECAKIINAX

BaxxHo cooOmare 0 TMO0J03pEeBAaCMBIX HEXENATCIbHBIX PEAKIUSIX IIOCJIEe PETUCTPaIuu
JEKapCTBEHHOTO Tpernapara ¢ [eldbl0 O0ECIeueHUsT HEMpPEPHIBHOTO MOHUTOPHHTA
COOTHOUIEHUS «I10JIb3a — PUCK» JICKAPCTBEHHOTO IIpenapara.

MemuiuHckuM ~ paOOTHUKAM PEKOMEHIyeTCsl cooOmarh O JIIOOBIX  IMOJ03PEBAaEMBIX
HEXENAaTeIbHBIX PEAKIUAX JIEKAPCTBEHHOI'O TMperapara dYepe3 HalMOHAJIbHBIC CHCTEMBI
COOOIIEHUsI O  HEXEeNaTelNbHBIX  peakIUsiX  TocydapcTB —WieHOB  EBpasuiickoro

9KOHOMHUYECCKOI'o COro3a.

Poccuiickasa ®@eoepayus:

109012, r. Mocksa, CnaBsiHCKas IIOMAAb, 1. 4, cTp. 1

OenepasibHas ciryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBaanzop)
Ten.: +7 (800) 550 99 03

Di1. moura: pharm@roszdravnadzor.gov.ru

roszdravnadzor.gov.ru

Pecnybnuxa Apmenus:

0051, r. EpeBan, nnp. Komuraca 49/5

AO3T «Hayunblil IEHTp KCIEPTU3BI JIEKAPCTB U MEAUIIMHCKUX TEXHOJIOTUHA UM. aKaJeMHUKa
3. 'abpuensHa»

Ten.: +374 (60) 83 00 73, +374 (10) 23 08 96, +374 (10) 23 16 82

Tenedon ropsiyeii THHUK OT/IEIa MOHUTOPHHTA Oe3omacHocTH jtekapets: +374 (10) 20 05 05,
+374 (96) 22 05 05

On. mouta: admin@pharm.am, vigilance@pharm.am

http://pharm.am

Pecnybnuxa Benapyco:

220037, r. MuHck, ToBapuieckuii nep., 2a

VII «LleHTp dKCIIepTU3 U UCIIBITAHUI B 3PaBOOXPAHCHUN
Ten.: +375 (17) 231 85 14

dakc: +375 (17) 252 53 58

Tenedon otaena papmaxonamzopa: +375 (17) 242 00 29
On. moura: rceth@rceth.by, repl@rceth.by

http://www.rceth.by
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Pecnyonuxa Kazaxcman:

010000, r. Acrana, paiton baiikonsip, yi1. A.Mimanosa, 13 (b1 «Hypcaynert 2»)

PI'TI na I1XB «HauuoHanbHbIi HEHTP 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB U MEAULIMHCKHUX
u3nenuit» Komurera MeaunuHCKOro #  ¢apMareBTHYECKOTO KOHTpOJiE MUHHCTEpCTBA
3npaBooxpanenus Pecny6nuku Kazaxcran

Ten.: +7 (717) 278 99 11

Oi.noura: farm@dari.kz
http://www.ndda.kz

Keipevizckas Pecnybnuxa:

720044, r. bumkexk, yi. 3-a Jlunus, 25

JlemapTaMeHT JEKapCTBEHHBIX CPEACTB W METUIMHCKUX U3Aenuidl npu MUHUCTEpCTBE
3npaBooxpanenusi Keiproizckoit Pecrybnuku

Ten.: +996 (312) 21 92 78

Dn. moura: dlsmi@pharm.kg

http://pharm.kg

4.9. Tlepeno3upoBka

CuMOTOMBI

HanOonee BEpOSATHBIM CHMIITOMOM NEpPEI03UPOBKU SIBIISAETCS apTepuaibHas TUIOTEH3HS,
MHOTJ]a B COYETaHUM C TOLIHOTOM, pBOTOH, Cy/10pOraMH, rOJIOBOKPYKEHUEM, COHJIMBOCTHIO,
CIyTaHHOCTBIO CO3HAHUS, OJINTYpHUEH, KOTopash MOXKET NepedTH B aHypuio (B pe3ysbTare
runoBojiemMun).  Takke  MOryT  BO3HHMKAaTh  BOJHO-JIEKTPOJMTHBIE  HapyLICHHS
(TUIOHATPUEMHUS], TUTIOKATTUEMHUST ).

Jleuenue

[lepBble Mepbl, KOTOpblE HEOOXOAMMO NPEANPHUHSTH, COCTOST B OBICTPOM BBIBEICHUU
NPUHATOTO TIperapara: IMPOMBIBAHUE KeNyJIKa W/WIM TNpPUEM AaKTUBHUPOBAHHOTO YIS C
MOCJEIYIOIUM  BOCCTAHOBJICHMEM  BOJHO-DJIEKTPOJIMTHOrO  OamaHca B YCIOBHUSX
CHEHAIN3UPOBAHHOTO LIEHTPA.

B cinydae BbIpaxkeHHOTO CHM>KEHMS A/l cieayer mepeBecTH NAlUeHTa B MOJIOKEHUE «JIEXkKa
Ha CIIMHE C IPUIIOJHATHIMH HOTAMH.

[Ipy HEOOXOTUMOCTH MOXKET OBITh BBHINOJHEHO BOCIOJHEHHE O0BbeMa JKUIAKOCTH IyTeM
BHYTPHUBEHHON HH(Y3UM H30TOHHYECKOTO COJIEBOIO pacTBopa (Hampumep, BHYTpPUBEHHas

unpysus 0,9 % pactBopa xyiopuga HATpHs) WIH JIOOBIM JPYTHM CHOCOOOM BOCIOJIHEHHS
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o0wvema xunkoct. [lepunaonpunat, akTuBHas ¢hopMa MEpPUHIONPUIA, MOXKET ObITh YJaJleH

U3 OpraHu3Ma ¢ MOMOINBIO Auajiu3a (CM. paszaen 5.2).

5.  ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. dapmakoanHaMHuYecKHe CBOIiCTBa

dapMakoTeparneBTUYECKas TPYMIa: THIIOTEH3UBHOE CPEJICTBO KOMOMHUPOBAHHOE (IHMYPETHK
+ MHruOUTOp aHrMoTeH3MHNpeBpamaromero gepmenta (AI1D).

Koxg ATX: CO9BAO4

Homunpen A  dopre — KOMOMHUPOBAHHBIA TperapaTr, COACpKAIIUH HHIAMAMHI |
nepuHjonpuia apruHud. DapMakoIOrMuecKue CBOWCTBA JIEKAPCTBEHHOIO IIpernapara
Homunpen A ®@opte couetaroT B cebe OTAeIbHBIE CBOWCTBA KAXI0T0 U3 KOMIIOHEHTOB.

MexaHu3M ASHCTBUS

Hoaunpen A @opme

KomOunanms wHoamamMupaa W TMEPUHIONPHIIA YCHIIMBAET AHTUTHIIEPTEH3UBHOE JIEiCTBHE

KaXJI0TO U3 HUX.

Hnoanamuo

WMupanamul OTHOCUTCS K TIpymie cyib()oHAMUIOB, MO (PapMaKoJOrHUECKUM CBOMCTBaM

ONMM30K K THA3UIHBIM TUypeTukaM. MHpamaMug nHruOupyer peadcopOIio HOHOB HATPUS B

KOPTUKAJIBHOM CEeTMeHTE NeTiin ['eHse, yTo MPUBOAMT K YBEIHMUEHHUIO BBIBEICHHS ITOYKAMHU

HMOHOB HATpHUs, XJIOpa U B MEHbIIEH CTENIEHH MOHOB KAl U MarHus, yCUJIMBAs TEM CaMbIM

Jype3, U CHUXasl apTepHaIbHOe J1aBJIeHHUE.

Ilepunoonpun

[lepungonpun — uHrHOUTOp (hepMeHTa, MpeBpaliaroilero aHruoren3ud | B anrunorensun |l

(uHruOuTOp aHruoreHsuHnpenpamaomero ¢epmenta (AllD). AIlD, nim kunuzaza I,

SBJISIETCA HK30MENTHUa301, KOTOpas OCYIIECTBJISET Kak IpeBpalleHue aHruoreHsuHa | B

COCYAOCY’KMBAaIOIllee BelecTBO aHruoTeHsuH Il, Tak u paspymenue OpaJuKUHHUHA,

00J1aJaroIIero CoCyI0PacIINpSIONINM JeHCTBHEM, IO HEAKTHBHOTO TeNTAIENTH .

B pesynbTare nepuHIONpHIL:

- CHIDKAaeT CEeKPEelHIO allbJI0OCTEPOHA;

- 10 TIPUHIUIY OTPHIATEIFHOW OOpaTHOW CBS3M YBEIMYMBACT AKTUBHOCTh PEHHHA B
TUTa3Me KPOBH;

- OpU JUIMTEIFHOM NPUMEHEHMHM YMEHBIIaeT obmee mnepudepruueckoe CoCyanucToe
conpotusnienue (OIICC), uro o0yciaoBIEHO, B OCHOBHOM, JEWCTBHEM Ha COCYAbl B
MBIIIIAX U MOoYkaxX. ITH 3((EeKTsl HEe COMPOBONKAAIOTCS 3aJE€PKKOW HOHOB HATPHS U

KUJKOCTU WM Pa3BUTHEM pedIEeKTOPHON TaXUKapaAUU.
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[lepunonpuin HOpManu3yeT paboTy MUOKapAa, CHUXKasl MPeAHArpy3Ky U OCTHArpy3Ky.

[Ipy wm3ydyeHuu nokazaTesiedl TeMOJWHAMUKH Yy TAIMEHTOB C XPOHUYECKOW CepAeuHOM
HepocTaTogHOCThI0 (XCH) OBUTO BBISIBIICHO:

- CHIDKEHUE JIaBJICHUS HAIOJHECHUS B JICBOM U IIPABOM KEITyI0YKaX Cep.la;

- camkenune OIICC;

- yBeJIHMYEHHUE CepJIeYHOro BbIOpoca;

- YCWICHHE MBIIIEYHOTO NIepruepruaeckoro KpoOBOTOKA.

dapmakoauaamuyeckue d3QPexTol

Anmucunepmensusroe oelicmeue

Hoaunpen A @opme

JlexapctBennsiii  mpenapat  Homumpen A @opre  OKka3pIBaeT  J0303aBHCHMOE
AHTUTUIIEPTEH3UBHOE JIEUCTBUE, KaK Ha IMAaCTOJIMYECKOE, TaK U Ha cucronnyeckoe AJl kak B
MIOJIO)KEHUU «CTOS», TAK M WIeka». AHTUTUIIEPTEH3UBHOE JEHCTBUE COXPAHAETCS B TECUECHUE
24 4. CtabuinbHBIN TepaneBTUYECKHi 3P deKT pa3BUBaeTCs MeHee 4eM depe3 1 Mecsl OT
Hayaja Tepanmud W HE CONpoBoXkaaeTcs Taxu¢puinakcued. Ilpekpamenue nedeHus He
BbI3bIBAE€T CUHPOMA «OTMEHBI».

JlexapctBennblii npenapat Homunpen A dopre ymeHbIIaeT CTeNeHb TUNEpTpo(UU JIEBOro
xenynouka (I'JDK), ymyumaer snactuynocTs aprepuid, cHmxaer OIICC, He Biuser Ha
MeTa0oaM3M JUNHAO0B (OOMMK  XOJECTEpUH, XOJECTEPUH JIMIONPOTEHHOB BBICOKOW
wiotHocty (JIIIBIT) n nunonporennoB Huzkoi miaotHoctu (JITTHIT), Tpurnunepusr).
Jloka3aHo BIUsHME NPUMEHEHUs KOMOMHAUMU MHJanaMuaa u nepunjonpuna Ha [JDK B
CPaBHEHMM C DHajanpuioM. Y TNAUUEHTOB C aprepuanbHoi runeprensueil un 1JDK,
MOJly4yaBIIUX Tepanuio uHAanamujaoMm 0,625 mr/mepunionpwioM 3pOyMHHOM 2 MT
(3KBUBAJIEHTHO 2,5 MI' IEpUHAONPUIIA apTUHUHA) WIK SHalanpuioM B go3e 10 Mr oauH pa3 B
CYTKH, U TPHU YBEIMYEHUH JI03bl MHAAMAMUAA 10 2,5 MI' U TIepuHIonpuiia 3p0yMHUHa J10 8 MI
(oxBHUBasieHTHO 10 MI mepuHIONpWIA apruHUHA), WIM SHananpuiaa g0 40 Mr oauH pa3 B
CYTKH, OTMEYEHO 0oJiee 3HaYMMO€e CHKEHHE MHIeKca Macchl JieBoro kenyaouka (MMJDK) B
rpynne WHAanamMua+IepuHAONpUS MO CpPaBHEHUIO C rpymnmoil sHamampuia. [lpu stom
HanOonee 3Haunmoe BiusHHe Ha WMMIDK oTmeuaercs npu NpUMEHEHUH HHJIANaMuia
2,5 mr/nepuaaonpuia 3pOymMuHa 8 Mmr.

Takxe oTMeueHO Oojiee BBIPAKEHHOE AHTUTUIIEPTEH3MBHOE JelicTBue Ha (oHe
KOMOMHHMpPOBAaHHOW Tepanmuu HMHAANAMUIOM U TMEPUHIONPHIOM 10 CpPaBHEHUIO C

SHAJIAIIPUIIOM.
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VYV marnueHToB ¢ caxapHbIM AuadbeToM 2 Tuma (CpeIHHe TOKa3aTelid — BO3pacT 66 JIeT, HHACKC
Macchl Tema 28 KI/M?, TIIMKO3WIMpOBaHHBIA —Temormobmn (HbAILC) 7,5%, AJl
145/81 mm pr. cT.) M3y4asaoch BIIUSIHUE (buKcupoBaHHON KOMOMHAIIH
MHJANAMUHIEPUHIONPUI HAa OCHOBHBIE MHUKPO- M MaKpOCOCYIUCTBIE OCJIO)KHEHUS B
JIONIOJIHEHUE KAK K CTAHJAPTHON Tepanuu JJsl TIIMKEMUYECKOI0 KOHTPOJIS, TaK U K CTPaTEeruu
HHTEHCUBHOTO Tiukemuueckoro Koutpois (UI'K) (uexesoit HbAlc < 6,5 %).

VY 83 % manueHToB OoTMedanach aprepuanbHas rumnepreHsusd, y 32 % u 10 % — makpo- u
MHUKPOCOCYTUCTBIE OCIOXHEHUs, Y 27 % — MUKpoanbOyMuHypusi. BoJIbIIMHCTBO MaMeHTOB
Ha MOMEHT BKJIIOUEHMsI B MCCJIEIOBAHUE IOJIyYyald TUIOIJIMKEMUYecKyro Ttepanuto, 90 %
NAlMEHTOB — TUIIOINIMKEMUYECKHE CPeICTBa Julsd Npuema BHYTphb (47 % mNanueHToB — B
MoOHOTepanuu, 46 % — Tepanuio nByms mpenaparamu, 7 % — Tepanuio Tpems MpernapaTtam).
1 % mamueHToB moiydan WHCyJIMHOTepanuio, 9 % — Tonbpko nuerorepanuio. [IponsBomHbIe
Cynb()OHMIMOYEBHHBI NpUHUMaU 72 % mnanueHToB, mergopmun — 61 %. B kauectBe
COITyTCTBYIOIEH Tepanuu 75 % MalUeHTOB NOJy4add TUIOTEH3UBHBIE cpencTsa, 35 %
MAIMEHTOB — THITOJIMIHIEMHYECKUE cpecTBa (TIaBHBIM 00pazom, uHruoutopsl ['MI-KoA-
penykrassl (ctaTuHbI) — 28 %), aleTIICATUIMIOBYIO KHCIIOTY B Ka4eCTBE aHTHATPETaHTHOTO
CpeICTBa U IpyrHe aHTHarperaHTHeie cpeacTaa (47 %).

[Tocne 6 Henmenb BBOJHOIO NEPUOJIAa, BO BpeMsl KOTOPOIO IMALMEHTHI IMOJy4alld TEparuio
HNePUHIONPUIOM/UHAANAMUZIOM, OHH  pacOpeAesUIMCh B IPYNIy  CTaHAAPTHOTO
rkemMuueckoro kontposs win B rpynny UI'K (nexapcrBennsiii npenapar uadberon MB ¢
BO3MOXKHOCTBIO YBEIMUYEHHS JIO3bI 10 MaKcUMasbHOM 120 Mr/cyTku min 100aBiaeHne APyroro
TUITOTTIMKEMHUYECKOTO CPEJICTBA).

B rpynmne UT'K (cpemusisi mpoonKUTeIbHOCTh HabmoaeHus 4,8 ser, cpennuii HDALC 6,5 %)
10 CPaBHEHHUIO C TPYyMIoOW cTaHaapTHoro KoHtposs (cpemumii HbAlc 7,3 %) mokazaHo
3HaynMoe cHikeHue Ha 10 % OTHOCUTEIBHOro prcka KOMOMHUPOBAHHOM YaCTOTHI MaKpoO- U
MHUKPOCOCYTUCTBIX OCTIOXKHEHUH.

[TpenmMyIiecTBO OBIJIO JTOCTUTHYTO 3a CUET 3HAYMMOTO CHMKEHUS OTHOCUTEJIBHOTO PHCKA:
OCHOBHBIX MHUKPOCOCYAMCTBHIX OCJIOXHEHHH Ha 14 %, BOSHUKHOBEHHUS U MPOTPECCUPOBAHUS
Hepponatuu Ha 21 %, MukpoansOymuHypuu Ha 9 %, makpoansOymunypun Ha 30 % u
pa3BUTHS OCIIO)KHEHUH CO CTOPOHBI Iouek Ha 11 %.

[IpeumyIiecTBa TUNOTEH3UBHON TEpaluy HE 3aBUCENHM OT MPEUMYILECTB, JOCTUTHYTHIX Ha

¢done UT'K.
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Hnoanamuo

AHTUTUIIEPTECH3UBHOE JIEMCTBUE NIPOSBIAETCS IPH INPUMEHCHMM IIpernapara B J03aXx,
OKa3bIBAIOLIMX MUHUMAJIBHOE INYPETUYECKOE JEHCTBHE.

AHTUTUIIEPTEH3UBHOE JIEHCTBHE MHAANAMU/IA CBA3AHO C YIYUIIEHUEM IaCTUYECKUX CBOMCTB
KpynHbIX apTepuii, ymenbienueM OIICC.

Wupanamun ymesnsiiaer crenedb [JDK, He BauseT Ha KOHLIEHTpALMIO JIMIIUJOB B IUIa3Me
KPOBU: TPHUIIIMLEPUIOB, obOmiero xonecrepuna, JITTHIL, JINIBIL; yrneBoausiii oOMeH (B TOM
quclie Y NAMEHTOB € COMYTCTBYIOIIMM CaXapHbIM JUa0ETOM).

Ilepundonpun

[Tepunponpun 3¢ ¢eKTUBEH B TEpalK apTepUaIbHON TMIEPTEH3UH 000 CTENEHU TSKECTH.
AHTUTUIIEPTEH3UBHOE JIEHCTBUE IMpenapara JOCTUIaeT MakcuMyma yepe3 4-6 yacoB Iociie
OJIHOKpPaTHOT'O IpUe€Ma BHYTPb M cOXpaHsiercss B TeueHue 24 yacoB. Yepe3 24 uyaca mocie
npuema Ipernapara Ha0iogaercs BelpakeHHoe (ropsiaka 80 %) ocraTouyHoe MHIMOUMpPOBaHUE
AllD.

[Tepunionpui OKa3pIBA€T aHTUTUIIEPTEH3UBHOE JCHCTBHUE Y NAIIMEHTOB KAaK C HU3KOM, TaK U ¢
HOpPMAaJIbHON aKTUBHOCTHIO PEHUHA B IJIa3ME KPOBHU.

CoBMecTHOE  NPUMEHEHME  THA3UAHBIX  JUYPETHUKOB  YCHJIMBAeT  BBIPAXKCHHOCTHb
aHTUTUIEepTeH3uBHOTO JeiictBud. Kpome storo, komOunupoBanue unruoburopa AllD u
TUA3UJIHOTO JUYpPETHKA TaKXKe MPUBOJUT K CHIDKCHUIO PUCKA PA3BUTHUS TMIIOKAIMEMHM Ha
¢doHe npuema JuypeTHKOB.

Knuanueckas 3¢ dekTUBHOCTE U O€30IIaCHOCTE

Heotinas broxkaoa penun-aneuomensun-anrboocmeponosoti cucmemol (PAAC)

HmeroTcst aHHBIE KIMHUYECKUX MCCIIEI0BaHUN KOMOMHUPOBAHHOW Tepanuy ¢ IPUMEHEHUEM
unruoutopa AIl® ¢ antaronucramu penentopos anruorensuna Il (APA I1).

[TpoBoaMINCE KIMHUYECKHUE MCCIEAOBAHUS C Yy4acTUEM IMALMEHTOB, UMEIOIIMX B aHAMHE3E
CEpJICYHO-COCYIUCTOE WIIM 1epeOpoBacKysipHOe 3aboneBaHUe, JUMOO0 caxapHbIil nuader 2
TUIA, CONPOBOXKIAIOMIMNICA TOATBEPKICHHBIM IOPAKEHUEM OpraHa-MHILEHH, a TaKke
UCCJIEIOBaHMS C yYacTHEM IMAllMeHTOB C CaxapHbIM auabeToM 2 Tuma U JuabeTHuecKoi
HedponaTuei.

JlaHHble uCCNeOBaHUs HE BBIBWIM Yy TAIMEHTOB, IOJyYaBIIMX KOMOMHHPOBAHHYIO
TEpanuio, 3HAYMMOTO TOJOXKUTEIBHOTO BIMSHHUS HAa BO3HUKHOBEHHE IOYEYHBIX W/UIU
KapAMOBACKYJISIPHBIX COOBITUI M Ha MOKa3aTeIl CMEPTHOCTH, B TO BPeMsI KaK PUCK Pa3BUTHS
TUIEPKAIMEMHUH, OCTPOM MOYEYHON HEIOCTATOYHOCTH W/WIM apTEpUAlbHOM THIIOTEH3HU

YBCIIUYUBAJICA IO CPABHCHUTIO C MTAITUCHTAMU, ITOJTy4YaBIINUMU MOHOTCPAIIUIO.
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[IpuarMas BO BHUMaHHUE CXOKHME BHYTPUTPYMIMOBBIE (papMaKoIMHAMHUYECKHUE CBOMCTBa
uHruouTopoB AII® u APA Il, nanHbie pe3ynbTaThl MOKHO OXKHIATh JJIS B3aHMMOJICHCTBHS
TOOBIX IPYTUX MPETapaToB, MpeICTaBUTENeH KitaccoB UHrHouTopoB AIID u APA 1.
[ToaToMy MPOTHBOIIOKA3aHO MTPUMEHEHHE HHTHOUTOpoB AIID B coueTaHnM ¢ aHTArOHUCTAMU
penenTopoB anruoTeHsuHa |l y manueHnToB ¢ quaberndeckoil HedporaTruen.
HmeroTcst TaHHBIE KITMHUYECKOTO MCCIIEOBAHMS MO0 U3YUYEHUIO MOJOKUTEIBHOTO BIUSHUS OT
no0aBlieHUs] aMMCKUpeHa K cTaHaapTHOW Tepanuu uHruouropom AIID umu APA Il y
MalMeHTOB C CaxapHbIM Jaua0eToM 2 TUMAa M XPOHUYECKUM 3a00JIEBAaHUEM TIOYEK WIH
CEpJICYHO-COCYIUCThIM 3a00JIeBaHUEM, JIMOO MMEIOIIUX COYETaHHE OSTUX 3a00JIeBaHUM.
HccnenoBanue ObLIO MPEKPAILIEHO JOCPOYHO B CBA3H C BO3POCUIMM PHUCKOM BO3HHUKHOBEHHS
HEXeJNaTeNbHBIX UCX0/I0B. CeplieyHO-COCYyANCTasi CMEPTh M HMHCYJHT BO3HUKAIM Yalle B
TpynIe MalueHTOB, MOMYYAOIINX AJTUCKUPEH, TI0 CPABHCHHIO C rpymmoi rmiaredo. Takxke
HEe)KeNaTeNIbHbIE SIBIICHUSI W CEphE3Hble HEXKeNaTelbHble SBJICHHS 0CO00ro HHTEpeca
(runepkanueMus, —apTepuagbHas ~ TUNOTEH3WsT W HapylleHus  (QYHKIUH  TOYEK)
PETrUCTPUPOBATIUCH Yallle B TPYIINE ATMCKUPEHA, YEM B TpyIIe T1aneoo.

eTH

OtcyTcTBYIOT 1aHHbIe 0 TpuMeHeHnu Homumnpen A @opre y nereil.

5.2. dapmakoKHHeTHYeCKHe CBOIiCTBa

Hoaunpen A @opme

CoBMecTHOE  TPUMCHEHHWE  HHIANaMUJa ¢ TNEPUHAONPWIA  HE  U3MEHSIET  MX
(hapMaKOKMHETHYECKUX XapaKTSPUCTUK MO CPABHEHHIO C MIX Pa3ICIbHBIM TPUMCHCHHUEM.
Hnoanamuo

AGcopbuus

WNugamamu ObICTPO U MOJHOCTHIO a0COpPOUpPYETCs U3 )KEMyI0YHO-KUIIIEYHOTO TPaKTa.
MakcumanbHasi KOHIIGHTpAIHs B IUIa3Me KPOBH JIOCTHTAeTCs depe3 | wac mociie mpuema
nperapara BHyTPb.

Pacnpenenenue

CBs13b ¢ OenkamMu 1m1a3Mbl KpoBU cocTasisieT 79 %.

BI/IOTDaHCCbODMaHI/ISI 1 DJIMMUHAIINA

T1r coctaBnser 14-24 gaca (B cpennem 18 udacoB). [loBTopHOE puMeHeHHE Tpemnapara He
NPUBOJIUT K €ro KyMyJsIMU B opranm3me. BwiBoguTcs B ocHOBHOM ¢ Mouoil (70 % ot
BBEJICHHOM J103b1) U KaJoM (22 %) B (hopMe HEaKTUBHBIX METAaOOIHUTOB.

Oco0ble TPVIIILI TAIUEHTOB

Hapywenue ¢pynkyuu novex
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vy ITaIfMCHTOB C MMOYCIHOM HEAOCTATOYHOCTBIO (bapMaKOKI/IHeTI/IKa HE U3MCHSCTCA.

Illepunoonpun

AOcopOuus u OGUOAOCTYIIHOCTD

[Tocne mpwema BHYTPh NEPUHIONPHI OBICTPO BCACBHIBACTCS, W IHUKOBAas KOHIICHTPAIIHS
nocturaercs B TedeHue | daca. Ilepwoa mosyBBIBEICHHS TEPUHIONPHIA paBeH | gacy.
buonoctynaocts coctaBiseT 65-70 %.

[Tpriem muIM 3aMeIISET MPEBpAIlCHUE TEPUHIONPUIA B MEPUHAONPUIIAT, TAKUM 00pa3zom,
BIIUSISL HA OMOAOCTYMHOCTH. [103TOMY MEpUHAONPHI CIeAyeT MPUHUMATh OJWH pa3 B CyTKH,
YTPOM, IepeJI IPUEMOM ITHIIIH.

Pacopenenenue

OO0beM pacrlpeleNieHusT HECBSI3aHHOTO TEPUHIONPHIIATA COCTABISCT MPHUOIU3UTEIBHO
0,2 n/kr. CBs3p mepuHpoNnpuiIaTa ¢ OelKaMy IUIa3Mbl KPOBH, TJaBHBIM oOpaszom ¢ AllD,
3aBUCHUT OT KOHIICHTPAIIUU TIEPUHJIONIPHIIA K COCTaBsieT 0koiio 20 %.

BI/IOTDaHCd)ODMaI_[I/ISI

[Tepungonpun npeacrasisieT co00i mponekapcTBo. 27 % OT O0IIEro KOJIMYeCTBa MPUHSATOTO
BHYTPh [EPHUHJONpPHUIA TOCTYNMaeT B KPOBOTOK B BHUAEC aKTUBHOIO MeTaboiHTa
nepuHaonpuiara. [loMMMO aKTHBHOTO IEPHHIONIPHIATa 00Pa3yIOTCs eIlle 5 MeTabOoIUTOB, HE
oOnagaromux (hapMakoJIOTHYECKON aKTUBHOCTHIO. [IMKOBasi KOHIICHTpALUS IEPUHIONIPHUIIATA
B IUIa3M€ KPOBHU JIOCTUTAETCS B TeUeHUE 3-4 4acos.

DJIMMUHAIIHS

[Tepunmonpuiar BEIBOJUTCS U3 OpraHU3Ma ¢ MOYOW, U KOHEUHBIM MEpUO MOTYBBIBEICHUS
(T12) cBOOOIHO! (pakiMu cOCTaBIsieT OKOJO 17 9acoB, B pPe3ylbTaTe 4Yero paBHOBECHOE
COCTOSIHUE JIOCTUTAETCS B T€YEHHUE 4 CYTOK.

JInnelHOCTh (HENMHENHOCTD)

brina MpoOACMOHCTPHUPOBAHA JIMHEWHas 3aBUCHMOCTh MCKOAY JI030H nepuHaoIpuia u €ro
KOHHCHTpaHHeﬁ B IIJTa3M€ KPOBHU.

Oco0ble TPVIIILI TAIUEHTOB

Iayuenmul nodsrcuno2o 6o3pacma

BriBeneHne nepuHaonpuiaTa CHUXKAETCS y MOXKWIBIX NAIMEHTOB, a TAK)K€ y NALMEHTOB C
CEpJICYHOM WM NTOYEYHON HEAOCTATOYHOCTBIO.

Hapywenue ¢ynxyuu novex

[Tpu HapymieHMH (QYHKIMHM MOYEK KEJIaTelIbHO KOPPEKTUPOBATH J03Y B 3aBUCHMOCTH OT
CTENEHM HapyILIEHUs (KJIMPEHCA KPEaTUHUHA).

JHuanuz
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Jnanu3HpIi KIUpEHC IepUHIONpUIaTa cocTasiser 70 Mi1/MUH.

Luppo3s neuenu

dapMaKOKMHETHKA MEPUHJIONPUIIA Y TAIMEHTOB C IUPPO30OM NEYEHH HOCUT HM3MEHEHHBIN
XapakTep: MEUYCHOUYHBIA KIMPEHC MCXOJIHOM MOJIEKYJbl CHM)KEH B JiBa pa3za. Tem He MeHee,
KOJIMYECTBO OO0pa3ylollerocss MNEpUHIONpUiaTa HE YMEHbBIIAETCs, U, CIeJ0BaTeIbHO,

KOPPEKIMH 10361 He TpeOyeTcs (cM. pasnaensl 4.2 u 4.4).

6. ®APMAIEBTUUECKHWE CBOWCTBA
6.1. IlepeyeHb BcmoMoraTeJbHbBIX BellleCTB
JlakTO3BI MOHOTHIPAT

Maruus creapat

ManbsToaeKkCcTpuH

KpemHuus 1uokcu KoIIouHbINA Oe3BOIHBII

KapOoxcumernnkpaxman HaTpus (Tum A)

Obonouka nienounas:
['munepon
I'mnpomennosa
Makporoin 6000
Marnus creapar

Turana quokcuyg (E171)

6.2. HecoBMEeCTHMOCTDL

He npumennmo.

6.3. Cpok rognoctu

3 rona.

6.4. Oco0ble Mepbl MPeI0CTOPOKHOCTH MPH XPAaHEHHH

Xpanuth ipu Temnepatype He Boitre 30 °C.

6.5. XapakTep u coaep:kaHNe NEPBUYHON YIAKOBKH

Ipu npouszsoocmee na «Jlabopamopuu Cepsve Unoacmpuy, @panuus

[To 14 umm 30 Tabnerok BO (uiakoHE W3 MOJHUIPOINUICHA, CHAOKEHHOM J103aTOPOM U
poOKOH, cosieprKalleil BIaronoryomaromui reib.

[To 1 ¢nakony (mo 14 wim 30 TaONETOK) ¢ JIMCTKOM-BKJIQJBIINIEM B ITAaYKe KAPTOHHOW C
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KOHTPOJIEM MEPBOTO BCKPHITHSI.

YnakoBKa Juisl CTallMOHAPOB!

[To 30 Tabmerok BO (hIaKOH W3 MOJUIPONUICHA, CHAOXKEHHBIH 103aTOPOM U IMPOOKOI,
COZEPIKAILEH BIArONOrJOMIAIOIINAN Iellb.

ITo 3 ¢umakona (mo 30 TabieTOK) C PaBHBIM KOJHUYECTBOM JIMCTKOB-BKIIAJBIINICH B Iauke

KapTOHHOfI C KOHTPOJIEM IIEPBOI'0 BCKPLITUA.

Ipu  npouszsoocmee  na  «Jlabopamopuu Cepsve  Hnoacmpuy, Dpanyus U

pacacoske/ynaxosxe na Q00 « CEPBBLE PYCy, Poccus:

I[To 14 wmm 30 Tabierok BO (pilakoHE W3 TOJUIMPONUICHA, CHAOKEHHOM J03aTOPOM M
poOKoii, copepakaliiell BIaromnorjiomaronui reib.

[To 1 ¢nakony (mo 14 wmm 30 TaOJIeTOK) C JIMCTKOM-BKJIAQJBIINIEM B IMAaYyKe KapTOHHOW C
KOHTPOJIEM MIEPBOTO BCKPHITHSI.

YnakoBKa JUis CTAallMOHAPOB:

[To 30 Tabnerox BO (akoHEe W3 TOJUIPONIICHA, CHAOXKEHHOM J/03aTOPOM U TPOOKOiA,
COZEpIKAILEH BIAronOrjJoMatOIIAi rellb.

[To 3 ¢nakona (mo 30 TabneTok) ¢ paBHBIM KOJIWYECTBOM JIMCTKOB-BKIIQJIBIIICH B MayKe

KapTOHHOﬁ C KOHTPOJIEM IICPBOI'0 BCKPLITHUA.

Ipu npouszsoocmee na « OO0 « CEPBBE PYCy, Poccus:

ITo 14, 29 wmu 30 TaGnerok Bo (pakoHE W3 MOJUMPOINUIECHA, CHAOKEHHOM [J03aTOPOM U
poOKOH, cosieprKalliell BIaronoromaroui reib.

[To 1 ¢nakony (mo 14, 29 unu 30 TabneTok) ¢ TUCTKOM-BKJIAQIBIIIEM B Madyke KaApTOHHOM C
KOHTPOJIEM MTEPBOTO BCKPBITHSI.

YnakoBka JyIsl CTAllMOHAPOB:

[To 30 Tabnerox Bo (uiakoHEe M3 TMOJUIIPONHIIEHA, CHAOXEHHOM J/103aTOpOM U MPOOKOii,
COZEprKAaIlle BIAaronorjomarodi refb.

[To 3 ¢nakona (mo 30 TabMeTOK) C paBHBIM KOJHYECTBOM JIMCTKOB-BKJIQJBIIIEH B TMadke

KapTOHHOﬁ C KOHTPOJIEM IICPBOI'0 BCKPBITHUA.

Ipu  npouseoocmee  na  «Jlabopamopuu Cepsve  Hnoacmpuy, Dpanuus  u

pacacoskelynaxosxe na «Cepeve (Hpranous) Hnoacmpuz JImoy, Hpranous:

[To 30 TabGnerok BO (haKOH M3 MOJUIPOINHUIICHA, CHAOXKEHHBIM 103aTOPOM U TNPOOKOIi,

COZEpIKAILEN BIAronOrIOMIAIOIIANA Iellb.
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ITo 1 ¢nakony (mo 30 TaGIETOK) C JIMCTKOM-BKJIAJBIIIEM B MAaYKe KAPTOHHOM C KOHTPOJIEM
MEPBOrO BCKPBITHSL.

YnakoBka Jj1sl CTallMOHAPOB:

[To 30 Tabmerok BOo (hIaKOH W3 MOJUMNPONMIICHA, CHAOXKEHHBIM J03aTOPOM M TPOOKOH,
coJieprKalleil BIaronoraomauifi remib.

ITo 3 ¢umakona (mo 30 TabieTOK) C PaBHBIM KOJHUYECTBOM JIMCTKOB-BKIIAJBIINICH B Iauke

KapTOHHOM C KOHTPOJIEM I1EPBOT0 BCKPHITHSI.

6.6. OcoOble Mepbl NPEAOCTOPOKHOCTH TMPH YHUUYTOKEHHH HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI'0 TMpenapara WJIH OTX0A0B, TMOJYYEHHBIX TI0CJie NPUMEHEHUus
JIEKAPCTBEHHOTI'0 NMpenapara UM JApyrue MAaHUIYJIALIUHU C IPenapaToM

Het ocoObix TpeOoBaHMI K YTHUIH3AINH.

7. JNEPKATEJIb PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUA
«JIaboparopuu Cepsber/Les Laboratoires Servier
50, yn. Kapno, 92284 Cropen Cenekc, @pannus/50, rue Carnot, 92284 Suresnes Cedex,

France

7.1. IlpencraBuTe b iep:KaTesis perucTPalOHHOIO Y/10CTOBEPEeHHs

IIpereH3un HOTD66I/ITCJ'IGI71 HaIrpaBJIATh 110 aApECy.

Poccuiickas Penepanusa

AO “Cepsbe”

125196, r. Mocksa, yiu. JlecHas, nom 7, atax 7/8/9
Ten.: +7 (495) 937 07 00
dakc: +7 (495) 937 07 01

1. moura; Servier.russia@servier.com

PGCHV6J'H/IK8. ApMeHus

[TpencraButensctBo “Jlaboparopuu Cepsbe”
0002, r. EpeBaHn, ynuiia Amupsiaa, 15, marazun 100, Kentpon
Ten.: +374 (10) 50 50 74

1. moura; mariam.antonyan@servier.com

Pecny6nuka Bemapycs
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[MpencraButenscTBo YAO “Les Laboratoires Servier” (®panity3ckas Pecrybinka) B
Pecnyonuke benapych

220030, r. Munck. yn. Mscuaukosa, 70, od. 303

Ten.: +375 (17) 306 54 55/56

D1. moura; officeBY @servier.com

PecnyOanka Kasaxcran u Keipreisckas PecriyOminka

TOO “Cepsre Kazaxcran”
050020, r. Anmatsl, ip. [loctsik 31007
Ten.: +7 (727) 386 76 62

Dx. noura: kazadinfo@servier.com

8. HOMEP PETHCTPAHUMOHHOI'O YAOCTOBEPEHUSA
B Poccutiickoit @enepanuu: JITT-Ne(000175)-(PT'-RU)

B Keipreizckoit Pecrry6mmxe: JITT-NeQ00175-T'TI-KG

B Pecniy6nuke benapycs: JITI-NeQ00175-T'TI-BY

B Pecniy6iinke Apmenust: JITT-Ne(000175)-(T'TI-AM)

B PecniyOinke Kazaxcran: JITT-NeQ00175-T'TI-KZ

9. JTATA NEPBUYHOM PETUCTPALIMU (IOATBEPKJAEHUS PETUCTPAIIUU,
MNEPEPET'UCTPALIUN)

[aTa nepBoii perucTpanuu:

B Poccuiickoii @enepanun: 25.03.2021

B Keipreizckoit Pecniy6nuke: 22.07.2022

B Pecny6muke benapycs: 12.09.2022

B Pecny6muke Apmenusi: 09.12.2022

B Pecny6nuke Kazaxcran: 03.03.2023

10. JATA NEPECMOTPA TEKCTA
OOmast xapakTepucTHKa JekapcTBeHHoro mnpenapara Homumpen A dopre noctynmHa Ha

I/IH(I)OpMaI_II/IOHHOM nopTajie EBpaSHﬁCKOFO OKOHOMHYCCKOI0 COm3a B I/IH(l)OpMaI_[I/IOHHO'

KOMMYHHUKAIIMOHHOM cetn «uTepHeT» http://eec.eaeunion.org.
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