COOTBETCTBYET ZKCNEPTHOMY OTUETY

o1 24.11.2025 N= 29152

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “0%)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA
ITEPUH/IOITPUJI, 2 Mr, TaGieTKH.
ITEPUH/IOITPUJI, 4 Mr, TabieTKH.
I[MEPUHJIOITPNJI, 8 mr, TabaeTKH.

2. KAUECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB
JlelicTBytoII1€€ BEIIECTBO: MTEPUHIOMPHI.

HNEPUHAOIIPUJI, 2 Mr, TaOJIETKH

Kaxnas Tabnerka cCogep KUt 2 Mr epUHAONpUIa SpOyMUHa.
BcrnomorarenbHble BEleCTBa, HATMYME KOTOPBIX HY)KHO YYHTBIBaTh B COCTABE JIGKAPCTBEHHOTO
npenapara: JakTo3a, MaIbTOACKCTPUH (CM. paszen 4.4).

IHEPUHAOIIPUJI, 4 mr, TaOJIeTKH

Kaxxnas Tabnerka copepkut 4 Mr nepuHonpuia 3poymMuHa.
BcnomoraTenbHble BEelECTBA, HATMUUE KOTOPBIX HYKHO YYHUTBIBATh B COCTABE JICKAPCTBEHHOI'O
npenapara: JJakTo3a, MaJIbTOJEKCTPUH (CM. pa3znen 4.4).

HNEPUHAOIIPUJI, 8 Mr, TaOJIeTKH

Kaxnas Tabnerka cogepkut 8 Mr nepuHAONpuiIa SpOyMuHa.
BcrnomorarenbHble BEleCTBa, HATMYME KOTOPBIX HY)KHO YYHTBIBaTh B COCTABE JIGKAPCTBEHHOTO
npernapara: JakTo3a, MaIbTOACKCTPHH (CM. pasnen 4.4).

[TonHBIN TIEpevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBENICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TaOmeTku.

INEPUHAOIIPMJI, 2 mr, TaOJIETKHA

Kpyrible 1BOSKOBBITYKIIbIE TA0IETKH O€JI0r0 WM MOYTH OEJIoTo IBeTa.

INEPUHAOIIPHUIJI, 4 mr, Ta0JIeTKH

Kpyrible miockonuinHapruueckre TadieTku 0e10ro Ui mouTH 6emoro 1BeTa ¢ hackoil U pUCKOH.
TabneTKy MOKHO pa3euTh Ha paBHBIE JJO3BI.

INEPUHAOIIPMJI, 8 mr, TaOJIETKHA

prTJ'ILIC TIOCKOIUIIMHAPUYICCKHUC TabJIeTKU 0€JI0r0 MIIM IIOYTH OCIIOr0 oBETa C (I)aCKOf/'I n pHCKOﬁ.

Ta6HCTKy MOZKHO Pa3gCJIUTh Ha paBHLIC TO3bI.

4. KIMHUYECKHUE JAHHBIE
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4.1 Ioka3zaHusi K MPUMEHEHHU IO

ITpenapat ITEPMH/IOITPMJI noka3aH K IpUMEHEHUIO y B3pOCIIbIX B Bo3pacTe OT 18 neT.

. AptepuanbHasi TUIIEPTEH3USL.
. XpoHudeckas cepaeuHas HepoctatouHocTh (XCH).
. [IpodunakTrka MOBTOPHOTO MHCYIbTa (KOMOMHHUPOBAHHAS TEepamusl C WHIANAMHIIOM) Y

MAIUEHTOB, MEPEHECIINX UHCYIBT WM TPAH3UTOPHOE HAPYIICHHE MO3TOBOTO KPOBOOOpAIIEHUS
M0 UIIEMHYECKOMY THUITY.

. CrabunpHas wumemuyeckas Oone3nb cepama (MBC): cHuxeHus pucka cepaedHo-
COCYJIMCTBIX OCJIOKHEHUH Y MaIueHToRB co ctabmibHoi MBC.

4.2 PeskuM 103MPOBAHUS H CIIOCO0 NPHUMeEHEHUA

PexxuM J103upoBaHus

[Tpu BbIOOpE /103BI CIIEYET YUYUTHIBATh OCOOCHHOCTH KIMHUYECKON cuTyauuu (cM. paszaen 4.4) u
CTEIeHb CHIKCHHS apTepualibHoro aasieHus (AJ]) Ha GpoHe IpOBOMMON Teparuu.
Apmepuanvras cunepmen3usi

[Tpenapar [NEPUHJIOIIPUJI MOXHO NpHMEHATh Kak B MOHOTEpallMd, Tak U B COCTaBe
KOMOHMHHUPOBAHHOM Tepanuu (cM. pasaeis 4.3 u 4.4).

Pexomenyemas HayanbHast 103a cocTaBisieT 4 Mr 1 pa3 B CyTKHU.

Y DanuMeHTOB ¢ BBIPAKEHHOM AaKTHBHOCTBK) CHUCTEMBl PEHUH-aHTMOTEH3HWH-aJIbJOCTEPOH
(0COOCHHO TIPH PEHOBACKYISPHOW THIEPTEH3MH, TUTIOBOJIEMUH W/WIA CHWKCHHUU COJCPIKaHUS
JJIEKTPOJIUTOB IUIa3Mbl KpoBH, AekoMieHcauuun XCH wmnm Tsbkenol cTeneHu apTepHaabHOU
TUIIEPTEH3HHN) TOCIIE TPUEMa NTEPBOM 03B ITpeTapaTa MOXKET Pa3BUTHCS BBIPAKEHHOE CHIDKEHUE
A/l. B Hauane Tepanuu Takue MalMeHThl JOJKHBI HAXOAUTHCA MO/ TIIATEIbHBIM MEIUIIMHCKUM
HaOmoeHueM. PexomengyeMast HauasibHast 103a JUIsl TAKUX MMallMeHTOB COCTaBisgeT 2 Mr 1 pa3 B
CYTKHU.

B cinyuae HeoOXoauMoOCTH yepe3 Mecsll Mocje Hayajga Teparnud MOXHO YBEIMYUTh 03y
npenapara 710 8 Mr 1 pa3 B CyTKH.

B nauane teparmum mnpenaparom [TEPUHJIOITPMJI MokeT BO3HUKATh CHUMITOMAaTHYECKas
apTepuaibHas TUIOTEH3UA. Y IMAlMEHTOB, OJHOBPEMEHHO IOJIYYarOlUX IUYPETHKH, PHUCK
pa3BUTHUSA apTEPUAIIBHON TMIIOTEH3UH BBILIE B CBA3U C BO3MOKHOU TMIIOBOJIEMUEH U CHUKEHUEM
COJIep’KaHUsl DJIEKTPOJIUTOB Ia3Mbl KpoBU. CrieqyeT coOoaTh  OCTOPOXKHOCTh — MpU
npumenennu npenapara [IEPUHIOITPWNJI y naHHOM rpynmel DanueHToB.

PexoMeHnyercs, 1O BO3MOJHOCTH, IIPEKPaTUTh IpUEM AUYPETUKOB 3a 2-3 1OHA 10
npejanonaraeMoro Havyana tepanuu npernaparom [IEPUH/IOIIPUIT (cMm. paznen 4.4).

[Ipy HEBO3MOKHOCTM OTMEHUTh JUYpPETHKH, HadanpHas no3a npenapara [TEPWUHJIOITPUIJI

JOJKHAa cocTaBisATh 2 Mr. Ilpum 3TOM HEOOXOAMMO KOHTPOJMPOBATH (YHKIHIO IOYEK U
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npenapata MOXeT ObITh yBenuyeHa. Ilpu HEOOXOAWMOCTH TpPUEM JUYPETUKOB MOXKHO
BO300HOBHTH.

VY ManueHToB IMOXXHUJIOTO BO3pacTa JIeUEHUE cleAyeT HayuHaTh € J103bl 2 Mr B cyTtku. [lpu
HEO0OXOIUMOCTH Yepe3 Mecsll Mociie Hauana Tepanuu 103y MOKHO YBEJIMYUTH 10 4 M B CYTKH, a
3aTeM 70 8 MI' B CYTKHM C y4ETOM COCTOSIHHS (DYHKIIMH NOYeK (cM. Tabmuiy 1).

Cepoeunas nedocmamounocmo

Jleuenne mamumentoB ¢ XCH npemaparom I[IEPMHJIOIIPUJI B  koMmOuHamumm ¢
KaJIMHHECOePETraloMMH  TUYPETUKAMH  W/WJIM  JUTOKCHHOM W/WIH  f-aApeHo0I0KaTopaMu
pPEKOMEH/IyeTCsl HAauMHATh MO/ THIATEIbHBIM MEAULIMHCKUM Ha0II0/IeHUEM, Ha3Havas Ipenapar B
HA4aJIbHOM J03€ 2 MI' OJIUH Pa3 B IEHb, YTpOoM. Uepes J1Be HelleM JIeUeHHs 103a [IpernapaTa MOKeT
OBITh MOBBIIIEHA 70 4 MI' O/IMH pa3 B JI€Hb IIPHU YCIOBUH XOPOIIEH MEPEHOCUMOCTH J03bI 2 MT U
YIIOBJIETBOPUTEIHLHOTO OTBETA HAa MPOBOUMYIO TEPAIHIO.

VY nanueHToB ¢ TKENOM CepleyHOW HEIOCTATOYHOCTBIO, a TAKXKE Yy MALMEHTOB U3 TPYIIIIbI
BBICOKOTO pHUCKa (TMAalMEHTHl C HApyHIICHHOW (YHKIMEH NMOYeK M TeHICHIHMEH K HapyIICHUIO
BOJIHO-DJIEKTPOJIUTHOTO OanaHca, MAIlMeHThI, OJHOBPEMEHHO MOJYYarollue AUYPETUKH W/UIU
COCYAOpACIIUPSIONINE JIEKApCTBEHHBbIE TMpemapaThl), JeUeHUEe JIOJDKHO OBITh HAyaTo TOJ
THIATEIHHBIM MEIUIIMHCKUM Ha0MoieHueM (cM. paszaen 4.4).

VY nauueHToB C BBICOKMM PHUCKOM pa3BUTHUS CUMITOMAaTHYECKOW apTepUalbHOM TMIIOTEH3UH,
HaIpUMep, CO CHIXKEHHBIM COACPKAHUEM SJICKTPOIUTOB MIPH HATUYUU UM 0€3 THIIOHATPUEMUU,
C TUITOBOJIEMHUEH WIIN C MHTEHCUBHOM Teparueil inypeTukaMu, nepes HadyajioM npuéma rnpemnapara
[MEPUHJOITPUJI, 10 BO3MOXHOCTH, TI€PEUUCIECHHBIE COCTOSHHS  JIOJDKHBI  OBITH
CKoppekTHupoBaHbl. Takue nmoka3aTenu Kak BenuunHa AJl, GyHKIUS OYEK U collepiKaHue Kaus
B IJIa3Me KPOBU JIOJKHBI KOHTPOJIMPOBATHCS KakK Mepe] HayajloM, TaK U B MPOLECCE TePaItH.
Ipogpunaxmuxa nosmopHo2o uncyibma (KOMOUHUPOBAHHASL MEPAnUsl ¢ UHOANAMUOOM,)

VY nainueHTtoB ¢ 1epeOpoBacKyJIIpHbIMU 3a00JIEBaHUSAMU B aHaAMHE3€, TEPANUIO IpernapaToM
[MEPUHJOITPUJI cnegyer HauMHATH C JI03bI 2 MI' B T€YCHHE TEPBBIX JABYX HENIEIb, 3aTEM,
HOBBIINIAs 103y 710 4 MI' B TeUEHHE MOCIEAYIOIUX JBYX HEJeNb 10 IPUMEHEHHs UHIanaMuaa.
Tepanuio cieqyeT HauMHATh B Jr000€ (OT JBYX HeNelb J0 HECKOJIBKHUX JIET) BpeMs Iocie
IIEPEHECEHHOTO UHCYJIBTA.

UBC: cHudxcenue pucka cep0euHo-cocyOuUCmuvlX OCIO0HCHEHUU Y NaAYyUeHmos, paHee nepeHécuiux
UHGapKm Muokapoa u/unu KOpoHapHy1o pesacKyiapu3ayuio

VY nanuenToB co crabuinbHbM TeueHneM BC tepanuto npenaparom IIEPUHIIOIIPUII cnenyet
HA4YMHATH C 10361 4 Mr 1 pa3 B cyTKu.

UYepes 2 Hedenu, Mpu XOpPOIIEH MEPEHOCMMOCTH Mpernapara U ¢ y4€TOM COCTOSHUS (DyHKUUU
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|
MOYEK, /1032 MOXET OBITh yBenM4eHa 10 8 Mr 1 pa3 B CyT

Oco0BbIe IPVIIILI TAIUEHTOB

Tlayuenmwr noswcunoeo 6ospacma

JlutiaM moXKMIIOro Bo3pacTa ClIelyeT HauWHATh TEepaIuio ¢ 103kl 2 MT' 1 pa3 B CyTKH B TCUCHHE
OIHOI Henenu, 3ateM 1o 4 Mr 1 pa3 B CyTKU B TE€UEHHUE CIEAYIOLIECH HEACNH. 3aTeM, C y4ETOM
COCTOSIHUS (DYHKIIMU TOYEK, J03y MOXKHO YBEIHUYUTH 10 8 Mr 1 pa3 B cyTku (cMm. Tabmuimy 1).
VYBenuuuBarh J03y Mpernapara MOXKHO TOJIBKO MPH €ro XOpolled MEepEeHOCUMOCTH B paHee
PEKOMEHIOBaHHOH J03€.

Tayuenmwi ¢ Hapywenuem ynKyuu novex

VY NanweHToB C MOYEYHOW HEIOCTATOYHOCTHIO 103y Iperapara CleayeT Mmoaduparh ¢ y4eTom

kinupeHca kpeatuHuHa (KK).

Tabmuna 1 — Jlo3upoBka nekapctBenHoro mpemnapara [IEPUHJIOITPUJI npu mnodeuyHoi
HEJOCTATOYHOCTH
KK (Ma/mun) Pexomenayemas 103a

bonee unu pasen 60 4 mr/cyt

bonee 30 u menee 60 2 mr/cyt

bonee 15 u menee 30 2 Mr uepes JeHb

[TarmenTs! HAa reMoauanu3e® menee 15 2 MT B JIeHb AHaln3a

[Tpumeuanue: * — nuanu3Hbeld KIupeHc nepungonpunara — 70 mi/mun. [Ipemapar criemgyer

IPUHUMATH I1OCJIE IPOBEACHUS TPOLIEYPhI JUAIIN3A.
llayuenmul ¢ napywenuem ynkyuu nevenu
[TanmenTam ¢ HapymeHreM GYHKINMU eUYeHH KOPPEKIUH 1036l He TpeOyeTcs (cM. pas3zensl 4.4 u
5.2).

eTH
[Tpenapat IIEPUHIOITPUJI He pekoMenayeTcst AETSIM U MOAPOCTKaM B Bo3pacTe A0 18 yer us3-
3a OTCYTCTBHS JaHHBIX 00 3()()eKTUBHOCTH U O€30MIaCHOCTH MPUMEHEHUS IIperapara y HalleHTOB
JTAaHHOW BO3pPACTHOM I'PYIIIBL.
B HacTos1ee BpeMsi HET JOCTaTOYHBIX JaHHBIX 110 0€30MacHOCTH U 3P PEKTUBHOCTH IPUMEHEHHUS
MePUHONPHUIIA Y ETeH U MOAPOCTKOB B Bo3pacte 110 18 ner. iMeromuecs 1aHHbIe, ONIMCAHHBIC B
pasznene 5.1, He MO3BOJAIOT J€NaTh PEKOMEHAALMHU MO CIoco0y MPUMEHEHHUs U J03MPOBKaM
npenapara y naiieHToB JAaHHOW BO3PACTHOM TPYIIIBI.

Crrocob nmpruMeHeHus

BnyTtpsb.

HpenapaT MNPpUHHUMAIOT OJWH pa3 B CYTKH, YTPOM, IICPCA MNPUCMOM MNHUIIH, 3allMBaAd CTAKaHOM

BOJbI.
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4.3 IlpoTuBONOKA3AHUS

o ['umepyyBCTBUTENBHOCT, K NEPUHIONPWIY WIH K  JPYTUM  HHTHOHTOpaM
aHTHoTeH3MHIpeBpaniaroiero pepmenta (AIID), wim k 1r060My U3 BCIOMOTATEeIbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B paszaene 6.1.

. AHnruoneBporndeckuii oTék (oTék KBHHKE) B aHamMHe3e, CBS3aHHBIH C TPUEMOM
unruourtopa AIl® (cm. paznen 4.4).

) HacneacTBeHHbIN/MauonaTHYeCKUH aHTMOHEBPOTHYSCKUM OTEK.

o CoBMeCTHOE MPUMEHEHME C aJUCKUPEHOM U JIEKapCTBEHHBIMM IIperapaTaMy,
COJepXKALIMMH QJIMCKUPEH, Yy MAIEHTOB C CaXxapHbIM IUa0eTOM W/MIM YMEPEHHBIMU HIIU
TSOKETBIMH  HapyIIeHUSMA (PYHKIIUK TI04eK (CKOpocTh KiyOoukoBoi ¢uibTpanuu (CKO)
<60 mu/mun/1,73 M? mI0ImAaM TOBEPXHOCTH Tena) (cM. pasaensl 4.5 u 5.1).

. CoBMecTHOE NPUMEHEHHE C aHTaroHucramu peuentopoB anruorensuna Il (APA 1I) y
MaIlMeHTOB ¢ AuadbeTnueckoit Hegponatuel (cMm. pazaen 4.4).

o CoBMeCTHOE MPUMEHEHHE C KOMOWMHUPOBAHHBIMHM JICKAPCTBEHHBIMH IIperapaTaMu,
COJIeprKallMMK BaJicapTaH + cakyouTpui (cM. pasnensl 4.4 u 4.5).

o DKcTpakopriopajpHasi Tepamnus, Beaylas K KOHTAaKTy KpPOBH C OTPULIATEIBHO
3apsKEHHBIMU TOBEPXHOCTAMU (CM. paszzen 4.5).

. BelpakeHHBI ~ ABYCTOPOHHMM  CTE€HO3  IIOYEYHBIX  apTepUid  WIM  CTEHO3
apTepuy eIMHCTBEHHOW (QYHKIIMOHHUPYIOIIEH MOYKH (CM. Takxke paszaen 4.4).

. bepemennocts u nakranus (cM. pasaenst 4.4 u 4.6).

4.4 OcoOble ykazaHus U Mepbl NPEI0CTOPOKHOCTH NMPH NMPUMEHEHUHN

C 0CTOPOKHOCTBIO

JIByCTOPOHHUI  CTEHO3 IIOYEYHBIX AapTepUil WIM CTEHO3 apTEepUM  EIUHCTBEHHOMU
(GYHKUMOHMpYIOIIEH  MOYKM, T[IOY€YHas  HeJO0CTaTOYHOCTb, CHCTEMHbIE  3a00JIeBaHUS
COCIMHUTENIbHON TKaHU (CHCTEMHasi KpacHas BOJIYaHKA, CKJIEpOAEpMHUS U [p.), Tepamus
MMMYHOCYTIPECCOPaMH, aJUIONMYyPUHOJIOM, NPOKanHAMUAOM (pUCK pa3BUTHS HEUTPOIIEHUH,
arpaHyJIOIIMTO3a), CHIYKEHHBIN 00beM LUPKYIUPYIOLIEH KpoBH (IpUEM TUYpETUKOB, OeccosieBas
JMeTa, pBOTa, Juapesi), CTEHOKapaus, LepeOpoBacKyssipHble 3a00JI€BaHUs, PEHOBACKYJspHas
TUIEpTEeH3Us,  caxapHbli  auaber, TmepBUYHBIA  rumepanpigocreponusm, XCH IV
¢dbyHKIIMOHaIbHOTO  Kjacca 1o  kinaccupukaumm NYHA, coBMmecTHOe  INpUMEHEHHE
KajuiicOeperalonmx JAUypeTUKOB, IpenapaToB Kalus, KaJIUHCOJAEpKAIMX 3aMEHUTENeH
IUILEBOM COJNM U JIUTHUS, AIMCKUPEHA U MpenapaToB, COJEpKaIIUX AIMCKUPEH Y MalUeHTOB 0e3
caxapHOro auadera Win HapyleHUH (yHKIH IT0YeK, aHTArOHUCTOB PELeNTOPOB aHTMOTEH3UHA

II (APA II) y mauuenToB 6e3 nuabeTrueckoil HepponaTHH, TUIEpKAINEMUs, XUPyPruiecKoe
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JNeCCHCHOMIM3upytommas Tepamnus, adepe3 JIUNOMPOTEHMHOB Hu3KoW tuioTHOcTH (JIITHIT),
COCTOSIHUE nocie TpaHCIUIAHTALUH II0YKH, aopTaJbHBIN CTEHO3/MUTPAIbHBIN
CTeHO3/TurnepTpopuueckas OOCTPYKTHUBHAS KapAHUOMUONATHS, TNPUMEHEHHE Y TMalleHTOB
HErpOUJHOM pachl.
OcoOble yKazaHus

Cmabunvuaa UBC

[Tpu pa3BuTHH 1H0O0T0 SMTKU30/4a HECTAOMIBHON CTEHOKApIUU B TEUEHUE IEPBOIO MECSIIa TEPATuu
npenaparoM [TEPUH/IOIIPUJI ciegyeT OUEHUTh NPEUMMYIIECTBA W PUCK A0 MPOAOJIKECHUS
TEpaIuH.

Apmepuanvrnasn cunomen3us

WNuruburtopsl AII® Moryt BbI3bIBaTh pe3koe cHmxkeHne AJl. CuMmnromaruyeckas aprepuaibHas
TUIIOTEH3UsI PEIKO PA3BUBACTCS Yy MAIlMEHTOB C HEOCIOKHEHHBIM TEYEHHEM apTepHaIbHOU
runepTeH3un. Puck upeamepuoro cumkenus A/l OBBIIIEH y TAIMEHTOB CO CHUYKEHHBIM 00beMOM
mupkynupytomend kpou (OLIK), uro Moxer oTMedarscs Ha (poHE Teparnuu AUypeTHKaMu, Tpu
COOJIOCHUH CTPOTOI OecconeBoi AMEThI, AMANU3e, IUapee U PBOTE, a TaKXKE y MAIUEHTOB C
TSOKENOMN CTENEHBIO PEHUH-3aBUCUMON runiepTeH3uu (cM. pazzaenst 4.5 u 4.8). CuMnromaruyeckas
apTepualibHast THIIOTEH3UsT MOYKET HAOMIOAAThCS y MAIMEHTOB ¢ KIMHUYCCKUMH MPOSBICHUSIMU
CepJICYHON HEIOCTATOYHOCTH, BHE 3aBUCUMOCTH OT HAJIMYUS MOYEHYHON HEJOCTaTOYHOCTHU. DTO
0oJiee BEpOATHO y MAIUEHTOB C CEPACYHON HEIOCTATOYHOCTHIO TSHKEION CTENEHH, KaK peaKius
Ha MPUEM «IIETIIEBBIX» TUYPETUKOB B BHICOKUX J103aX, TMIIOHATPUEMHUIO WIH (QYHKIIMOHATHHYIO
MOYEYHYI0  HEJOCTaTOYHOCTh. Y  TAIMEHTOB C  TOBBIIIEHHBIM  PUCKOM  Pa3BUTHS
CUMITOMATUYECKONW apTepuanbHON TMIIOTEH3UM HEOOXOJUMO TIIATEIbHO KOHTPOIHpoBaTh AJl,
GYHKIMIO TIOYEK U COJACpKAHHE KaIWs B CHIBOPOTKE KPOBHU B Hayalle Tepaluu U MpH MOA00pe
no3sl ipernapata [ITIEPMH/IOITPUII (cMm. paznenst 4.2 u 4.8).

[TonoOubii monaxox mnpumensiercss u y mnanueHtoB ¢ HWMBC u  nepeOpoBacKyIsipHBIMU
3a00JI€BaHUSIMH, Y KOTOPBIX BBIp@KCHHAs apTepUaibHash THUIIOTEH3US MOXKET MPHUBECTH K
nH(papKTy MUOKap/ia WK HApYIIEHHIO MO3TOBOTO KPOBOOOPAIIIEHUSI.

B cnyuae pa3BuTHs apTepuanbHON THIIOTEH3UU MAIIUEHT J0JDKEH OBITh MEepPeBeIEH B MOTOKEHHE
«1&Xa» Ha CIOUHE C MPUIMIOJHATHIMU HOTaMu. [Ipu HEOOXOAUMOCTH cleayeT BOCIOIHUTL 00beM
MUPKYJIHPYIONEH KPOBHM TPH TMOMOIIM BHyTpuBeHHOro BBeaeHus 0,9 % pactBopa HaTpus
xnopuza. [Ipexondias aprepuanbHasi TMHIOTEH3Us HE SBJISETCS MPENSATCTBUEM IS TalIbHEUILIEro
npuéma npemnapata. [locie BoccranoBienust OLIK u A/l neyenre MOXeT OBITh MTPOIOIIKEHO.

VYV nekoropeix manueHToB ¢ XCH ¥ HOpMaldbHBIM WM CHUXEHHBIM AJ[ EpHUHIONPHUIT MOXKET

BBI3BIBATH JOMONMHUTENbHOE CHIDKeHHE AJl. OTOT ekt mpeackazyem u 0OBIYHO HE TpeOyeT
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npekpamieHus tepanuu. Ilpy mosBiaeHMH CUMITOMOB 'Egrrl)aggﬂ%'m%“g%hﬁ' TA:Ifl cedyer

YMEHBIINTH J03Y Ipernapara Uil NpeKpaTUTh €ro MpUEM.

Mumpanvnuwiii cmeno3/aopmanbHuli cmeHo3/2unepmpoghuieckast 0b6cmpyKmueHas
Kapouomuonamus

[Ipenapar ITEPUHOIIPUJI, kak u apyrue wHruoutopel AIID n0mKEeH ¢ OCTOPOKHOCTHIO
HA3HAYaThCsl TMAIMEHTaM C MUTPAIBbHBIM CTEHO30M, a TakKXe IalueHTaM C OOCTpyKIHMen
BBIXOJTHOTO TPAKTa JIEBOTO KeNyJ0UYKa (a0pTaJIbHBINA CTEHO3, THIIEPTPOPHUECKasi 0OCTPYKTUBHAS
KapAHUOMHUOMATHS).

Hapywenue ¢ynkyuu novex

[TaruenTam ¢ moueunoit Hegocrarounocthio (KK meree 60 Mir/MuH) Ha4aabHYIO 103y Mpenapara
[NEPUHIOITPUJI BeiOupator B 3aBucumocTu OT 3HadeHusi KK (cMm. pazpen 4.2) u 3arem B
3aBHCHUMOCTH OT TeparneBTudeckoro 3¢dekra. s Takux NMarueHToB HEOOXOAUM PEryJIspHBII
KOHTPOJIb KOHIIEHTPALUU KPEaTHHUHA U KaJHs B CBIBOPOTKE KPOBH (CM.

pasnen 4.8).

ApTtepuanbHas TUIIOTEH3M, KOTOpask MHOTIa pa3BUBAETCs B Hadaie npuéma nHruoutopoB AllD
y manueHtoB ¢ cumnromarnyeckor XCH, MoxeT mpuBecTH K yXyIIIEHHIO (YHKIUU TOYEK.
Bo3MoXHO pa3BUTHE OCTpPOM MOYEYHOW HEIOCTATOYHOCTH, KakK MpaBWIIO, OOpaTuMoil. VY
MAIMEHTOB C JIBYCTOPOHHUM CT€HO30M IIOYEYHBIX apTEPUNA UITU CTEHO30M apTEPUN €UHCTBEHHON
oYKy (0cOOEHHO MPH HAJMYWU MTOYEYHOW HEOCTATOYHOCTH) Ha (JOHE Teparnuu WHIHOUTOpaMu
AII® BO3MOXHO TOBBIIICHUE KOHIEHTPAIIMU MOYEBHUHBI U KpPEaTHHHHA B CHIBOPOTKE KPOBH,
OOBIYHO TpOXOAdAllee MPHU OTMEHE Tepanuu. JOMONHUTENbHOE HAIMYKME PEHOBACKYISIPHOU
TUIEPTEH3UN 00yCIIaBIMBAET MOBBIIICHHBIN PUCK PAa3BUTHS TSKENON apTepHabHON THIIOTEH3UN
Y TIOYEYHOH HEeJIOCTATOYHOCTH Y TaKHX MAIlEHTOB.

JleyeHne TakMX TNAIlMEHTOB HAYMHAIOT TMOJ TIIATEIbHBIM MEAUIMHCKUM HAOIIOJIEHHEM C
MPUMEHEHHEM HU3KHUX J03 Mpernapara U JajdbHeWIIUM aJeKBaTHBIM ToaoopoM n03. Cremyer
BPEMEHHO MPEKPATUTH JICUEHUE AUYPETUKAMU U MPOBOJUTE PETYISPHBIA KOHTPOJIb COAEPHKAHUS
KaJIsl M KpeaTHHUHA B IJIa3Me KPOBU Ha MPOTSYKEHUH MEPBbIX HECKOJIBKUX HE/EIb Tepanuu.

Y HEKOTOphIX MAIMEHTOB C apTepUaNbHOM TrunepreH3ueil Oe3 yKazaHuUs Ha HaJIW4ue
HPEIIECTBYIONIETO 3a00JI€BaHNs COCY/I0B OYEK MOXKET MOBBIIATHCSI KOHIEHTPAIUs MOUYEBUHBI
Y KpeaTHHUHA B CBIBOPOTKE KPOBH, OCOOEHHO MPHU OAHOBPEMEHHOM MPUMEHEHUH TUYPETHUECKUX
cpencTB. JlaHHble H3MEHEHUS! 0OBIYHO BbIpAKEHbl HE3HAUUTEIBHO U HOCST 00paTUMbIN XapakTep.
BeposiTHOCTE pa3BUTHA 3TUX HapyLICHUN BBILIE y NAIIUEHTOB C OYEYHON HEAOCTATOYHOCTBIO B
aHamHe3e. B Takux ciydasx MOKeT MoTpeOOBaThCsS OTMEHA WM YMEHBIIIEHUE JI03bI Mpernapara
[MEPUHIOITPWII w/unm nuypeTuka.

T'emoouanus
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OBUIM OTMEUYEHBI CITy4au pa3BUTHs aHA(DUIAKTUYECKUX peakiuii Ha (poHe Tepanuu HHrHOUTOpaMu
ATI®. B mogo6HbBIX CUTYaIUSIX CIETYeT PACCMOTPETh BO3MOXKHOCTh Ha3HAUEHHSI THIIOTEH3UBHOTO
npenapara JIpyroro Kjacca Wil UCIOJIb30BAHUS AUAIU3HON MeMOpaHbl IPYroro THIA.
Tpancnaanmayus noyku

JlanHble O IPUMEHEHUH IIperapaTa NEepUHIONpUa y NAUEHTOB NIOCIE TPaHCILUIAHTAIlMM TOYKH
OTCYTCTBYIOT.

Penosackynapnas cunepmenzus

VY nanueHToB C JBYCTOPOHHUM CTEHO30M IIOYEUHBIX apTepUil MM CTEHO30M apTepuu
€IMHCTBEHHOH (pyHKIMOHUpYIOEel mouku Ha ¢one Tepanuu uHruouropamu AIID BoszpacraeT
PUCK pa3BUTHUsI apTEPUAIBHON TMIOTEH3MHM U IOYEYHOW HENOCTAaTOYHOCTH (CcM. pazuen 4.3).
[IpumMeHeHHe NAUYPETHKOB MOXET ObITh [JOINOJHHUTENbHBIM (AKTOPOM pHCKa. YXyIIIeHUe
(GYHKLIMU [OYEK MOXKET HaOJII0AAThCs YK€ NPU HE3HAYMTEIbHOM H3MEHEHHWH KOHIIEHTpaluu
KpeaTUHHHA B ChIBOPOTKE KPOBH, AK€ y NAIMEHTOB C OJIHOCTOPOHHUM CTEHO30M IOYEHHOM
apTepuH.

Tlosviuennas uyscmeumenbHOCmMb/AH2UOHeBPOMUYECKUNE OMEK

[Tpu npuéme nnruéuropos AIID, B TOM ynciae U NEPUHAONPUIA, B PEAKUX CIydasiX U B JIHOOOM
Nepuojie Tepanuu MOXET HaOII0AaThCsl pa3BUTHE aHTMOHEBPOTUYECKOTO OTEKA JIUIA, BEPXHUX U
HIDKHUX KOHEYHOCTEH, TyO, CIIM3HCTHIX 00OJIOYEK, S3bIKa, TOJOCOBBIX CKIIAQJOK W/WIM TOPTaHU
(cMm. pazgen 4.8). Ilpu nosBiaeHUM CUMITOMOB IpPUEM IpenapaTta JOJKEH ObITh HEMEAJICHHO
IpeKpaléH, a NalUeHT JA0JDKeH HaOlloaaThes 10 TeX MOop, MOKa MPU3HAKK OTEKA HE MCUYE3HYT
noJIHOCTHIO. Ecin 0TEK 3aTparuBaeT TOJIBKO JIUIIO U T'YObI, TO €T0 MPOSBIEHUS OOBIYHO MTPOXOJIAT
CaMOCTOSITENIbHO, XOTS JUISL JICYEHHS CHMITOMOB MOTYT MPHMEHSTHCS aHTUTHCTAMHHHBIC
CpEICTBa.

AHTMOHEBPOTUYECKUH OTEK, COMPOBOXKIAIOMIMUACA OTEKOM TOPTaHH, MOXET NPUBECTH K
aetanbHOMY Hcxony. OTEK s3bIKa, TOJIOCOBBIX CKJIAJOK WM TOPTaHH MOXKET NPUBECTH K
00CTpYKIIMU JbIXaTeNbHbIX MyTel. [Ipyu mosBIE€HUU TaKWX CUMOTOMOB TpeOyeTcs HEOTIOXHas
Tepamnus, B TOM 4HCJe, TOJKOKHOE BBeIeHUE 3MHUHe(ppHUHA (aApeHaTnHa) U/Uiau o0ecrieyeHne
IPOXOAUMOCTH JIbIXaTeNbHbIX MyTed. IlanMeHT 1OoKeH HaXOAWUThCS IMOJ TIHIATEIbHBIM
MEAMIMHCKUM HAOII0ACHUEM J0 MOJHOTO U CTOMKOTO NCYE3HOBEHHS] CUMIITOMOB.

VY nanueHToB € AHTMOHEBPOTHYECKMM OTEKOM B aHaMHe3€, HE CBSI3aHHBIM C MPHUEMOM
uHruouTopoB AII®, MoxkeT ObITH MOBBIIMIEH PUCK €r0 pa3BUTHS MPH MpHEME MpenapaToB TOH
rpynsl (cM. pazzaen 4.3).

B penxux cnydasx Ha ¢one Tepanuu mHruOutopamu AlID pazBuBaics aHTMOHEBPOTHYECKUI

OTEK KHIIICYHHUKA. HpH 9TOM Yy MNalMCHTOB OTMCYAJIACh 0oJIb B JKMBOTE Kak I/I3OJ'II/IpOBaHHBII\/'I
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CHMIITOM HJIM B COYETAHUH C TOIIHOTOM U pBOTOI/I B HGKOq]O'_D];TQ %QV:IEHXT&H Il:[l[-)le';[I;IECT BVR)HIIGFO

AQHT'MOHEBPOTUYECKOr0 OTEKAa JuUa M Ipu HopManbHOM YypoBHe Cl-screpasbl. [luarnos
YCTaHABJIMBAJICA C IOMOIIBI0 KOMIBIOTEPHON TOMOTpaduu OPIOIIHOM ITOJIOCTH, YIBTPA3BYKOBOTO
UCCIICIOBAaHMST WJINM TP  XUPYPru4eckoM BMemiaresnbcTBe. CHMOTOMBI HMcYe3aId  I1OCIIEe
npekpaitenus npuéma nHruouropos Alld. [TosroMmy y manueHToB ¢ 00JbI0 B 00JIACTH JKUBOTA,
nonyvaomux wuHruOutopsl AIlD, npu npoeneHun auddepeHIUaNIbHON IUArHOCTUKU
HEO0OXOUMO YUUTHIBATH BO3MOKHOCTb Pa3BUTHUSl AaHTMOHEBPOTUUYECKOTO OTEKA KUIIEYHUKA (CM.
paznen 4.8).

Cosmecmnoe  npumenenue ¢  KOMOUHUPOBAHHLIMU  JIEKAPCMBEHHLIMU — NPEnapamami,
codeporcawyumu eancapman + caxyoumpun

CoBMecTHOE  TPUMEHEHHE MEPUHAONPWIA C KOMOMHUPOBAHHBIMHU  JIEKapPCTBEHHBIMHU
npenapaTamu, CoJepKallliMU BajcapTaH + cakyOUTpUIi, MPOTUBOIOKA3aHO, TaK KaK IOBBIILIEH
PHCK pa3BUTHsI aHTMOHEBPOTUYECKOT0 OTEKA (CM. pa3zen 4.3).

[IpumeHeHre KOMOMHUPOBAHHOIO JIEKAPCTBEHHOIO IIperapara, COAEpialllero BajicapTaH +
CaKyOUTpPHJI, BO3SMOKHO HE paHee, ueM uepe3 36 4acoB MOCIIe MOCIEAHET0 MpruéMa MepruHI0IpHIIa.
[TpuMeHeHMe nepuHI0NpHIIa BOBMOXKHO HE paHee, yeM 4yepe3 36 4acoB rociie npuéMa nocieaHen
710361 KOMOMHHUPOBAHHOI'O JIEKAPCTBEHHOI'O Mpenapara, CoAeprKallero BajicapTal + cakyOuTpui
(cm. paznenst 4.3 u 4.5).

[Ipu coBmectHOM mnpuéme uHTHONTOpoB AIID C apyruMu HMHrHOMTOpaMHM HETNPHIM3HHA
(HampuMep, paneKkaJoTPUIIOM) MOKET ObITh IOBBIIIEH PUCK PAa3BUTUS AHTMOHEBPOTUYECKOIO
oréka (cM. pazzen 4.5). YV manueHToB, MOJIYYAIOUUX MEPUHIONPHI, MEpe]] HayajaoM JIeUeHUs
MHIHOUTOpaMu  SHKeQalMHa3bl (HApUMep, paleKaJoTPUIOM) HEOOXOAUMO IPOBECTH
THIATEIBHYIO OLEHKY COOTHOIIEHHUS MOJIb3a/pUCK.

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

CoBmectHoe mpumeHeHue uHrubutopa AII® u wmarudburopa mTOR (Hampumep, cuporumyc,
IBEPOIMMYC, TEMCHUPOJIMMYC) MOXKET CONpPOBOXKAATHCA TOBBIIIEHHBIM PHCKOM pPa3BUTHUS
AQHTMOHEBPOTUYECKOTO OTeKa (HampuMmep, OTEeK JAbIXaTeNbHBIX MNyTed WM  s3bIKa,
COITPOBOKIAIOIIMICS MM HE COMPOBOXAAIOUINICA HapyIIEHUEM JIbIXaTeIbHON (yHKIMHK) (CM.
paznen 4.5).

Anaghunaxmouonvle peakyuu npu npoeedenuu agepesa IUNONPOMEUHO8 HU3KOU NIOMHOCMU
(JIITHII)

B penxux ciydasx y nanMeHToB, HOTy4aonmx HHruoutopsl AII®, mpu npoBeieHUH MPOLETyphI
agepesa JIITHII ¢ ucnonpzoBanuem aeKkcTpaH cyiab(hara MOTYT pa3BUBAThCS yTPOKAIOIINE KUZHU

aHadunakTounHble peaknuu. Jus mpenoTBpamieHus aHA(UIAKTOMIHOM pEaKIUH CIeayeT
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BPEMEHHO IPEeKpaIiaTh Tepanuto nHruouropom AIID ne"gg;;f :1;'231%1% %‘p&%ﬂ%nlag)emég: .

Anagunakmoudnvie peakyuu npu npogedenuu 0eceHcUubUIU3ayul

HmeroTcs OTHeNnbHbIE COOOIIEHUS O pPa3BUTHHM aHA(QWIAKTOMIHBIX PEaKIUil y NalHueHTOB,
noayvaromux MHruoutopsl AII® Bo Bpems JeceHCHOUIM3UPYIOLIEH Tepanuy, HapuMep, SA0M
IEPENOHYATOKPBUIBIX HACEKOMBIX. Y ATHUX MalUEHTOB IOJOOHBIE peakUuH YAaBaJoCh
OpeJOTBPATUTh IYTEM BPEMEHHOW OTMEHBl WMHTuOMTOpoB AIID, HO Tpu CciydailHOM WU
HEaKKypaTHOM BO30OHOBIJICHUH JICUEHUS PEAKIIH MOTJIA PA3BUTHCS BHOBbD.

Hapywenue ¢ynkyuu neuenu

B penkux cinyuasx Ha ¢one npuéma muHruburopoB AIID Habmrogancs CHHAPOM pPa3BUTHSA
XOJIECTATHUECKOW JKEIATYXH C TEepexoiAoM B (yIbMUHAHTHBIA HEKPO3 IE€YEHH, HHOTJA C
JETAJIbHBIM UCXOJ0M. MeXaHn3M pa3BUTHUS 3TOrO CHHJApOMa HesiceH. [Ipu nosBiaeHuu xenryxu
WIA 3HAYUTEIbHOM IOBBIIIEHUH AKTUBHOCTH «IEUYEHOYHBIX» (epMEHTOB Ha (oHe npuéma
uHruouropo AII® cienyer npekpatuTh nNpuéM npenapata (cM. paszzuen 4.8), mauueHT JOHKEH
HAXOJUTHCS MOJT COOTBETCTBYIOIINM MEAUIIMHCKAM HAOIIOICHHEM.
Hevimponenus/azpanynoyumo3s/mpomooyumonenus/anemus

Ha ¢one mnpuéma wunruburopoB AII® mMoryr BO3HUKaThb HEUTPONEHMS/arpaHyIOLUTO3,
TPOMOOLIMTONEHUS U aHEeMUsl. Y MaLUMEHTOB ¢ HOPMAJIbHOW (YHKIMEH MOYeK U IpU OTCYTCTBUU
JPYTUX OTATOMIAIONINX (PaKTOPOB HEUTpOIEeHHs pa3BuBaeTcs peako. C 0co00i 0CTOPOKHOCTHIO
CIIEAYIOT TPUMEHATh TEPUHAONPWII y TAIMEHTOB C CHCTEMHBIMH  3a00JIeBaHUSIMU
COCJMHUTENBHOM TKaHU, Ha ¢oHe npuémMa MMMYHOJEIPECCAHTOB, AJUIOMYPHUHOJIA WU
pOoKauHaMKJa, UM IPU COYETAHUU ITHX (PAaKTOPOB pHUCKA, OCOOEHHO MPU HAIWYMU UCXOJHOTO
HapyleHus QyHKINUN TOYEK.

VY HEKOTOpBIX MAllMEHTOB BO3HUKAIM TKENbIE MHPEKUUH, B psJie CIIydyaeB, YCTOHYMBBIE K
UHTEHCUBHOU aHTHOMOTHMKOTepanuu. [Ipu Hasnauenun mnpenapara I[TEPUHJIOIIPUJI Takum
NalUEeHTaM PEKOMEHYETCs IEPUOINYECKH KOHTPOIMPOBATh COAEPKAHNE JIEHKOLIUTOB B KPOBH.
[TarueHTsl JOMKHBI COOOIIATH Bpady O JHOOBIX MpH3HAKaX HH(GEKIMOHHBIX 3a00JieBaHUMN
(Harmpumep, 60116 B ropJe, IMX0pPaaKa).

Omuuueckue paziudus

CrnenyeT y4uThIBaTh, UTO Y MALIMEHTOB HETPOUIHOM pachl PUCK Pa3BUTHs aHTMOHEBPOTUYECKOTO
oréka Oonee BbicOK. Kak u apyrue muruduropsl AllD, nepungonpun menee 3¢deKkTHBeH B
OTHONIEHUU CHIKeHUS AJl y manMeHToB HerpouaHo# pachl. JlaHHbIN 3G (deKT BO3MOXKHO CBSI3aH
C BBIP@XKEHHBIM MpeobialaHieM HU3KOPEHHHOBOIO CTaTyca y MalMeHTOB HETPOMIHOM pachl ¢
apTepUaJIbHOM TUIIEPTEH3UEM.

Kawenv

Ha ¢oune Tepanuu unruo6uropom AII® MoxeT BO3HHMKATH YINOPHBIA CyXOW Kallelb, KOTOPbIH
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Qg epeHIaIbHON TMarHOCTUKY KIS,

Xupypeuueckoe emewamenscmeo/odowas anecmesus

VY nmauueHToB, KOTOPHIM IUIAHUPYETCS IPOBEAECHUE OOIIMPHBIX ONEpalui WIM MpPUMEHEHUE
CPEICTB JUIsl aHECTE3UH, BBI3BIBAIOIUX apTEPUANIbHYIO TUIIOTEH3HIO, IPUMEHEHUE IEPUHIO0IPHIIA
MOXeT OJIOKUpOBaTh 0Opa3oBaHue aHrnoTeH3nHa Il Ha (hoHEe KOMIIEHCATOPHOTO BHICBOOOKICHUS
peHuHa. JleueHue cienyeTr MpeKpaTuTh 3a CyTKHM A0 omnepauuu. IIpu pasButum aprepuanbHON
TUIIOTEH3UH 110 YKa3aHHOMY MEXaHU3MYy ciienyet nojaaepxubarh A/l nyrém Bocnonnenus: OLIK.
T'unepranuemus

['unepkanuemMusi MOXET pa3BUBATbCsl BO BpeMs JieueHUs: uHruoutopamu AIID, B Tom uucie, u
nepusjgonpuioM. dakropaMu pucKa TMIIEPKAIUEMHM SIBISIOTCA IOYEYHAs HEIOCTaTOYHOCTD,
CHIDKeHHe (YHKLUMU Io4yeK, Bo3pacT crapme 70 ner, caxapHblii [gua0eT, HEKOTOphIe
COILYTCTBYIOIIME COCTOSIHUSA, B YaCTHOCTU JETHApATalusl, OCTpasl CepAeUHas HEAOCTaTOYHOCTD,
METa0OJMUECKUI aln03 U COBMECTHBIM MPHEM KalMicOEpEeralnmx INYPETUKOB (TaKUX Kak
CIUPOHOJIAKTOH U €ro MpPOM3BOJAHOE DJIUIEPEHOH, TPUAMTEPEH, aMWIOPHI), MHUIIEBBIX
N00aBOK/IpenapaToB Kalus WIM KaJUicoAep)KalluX 3aMEHUTENIeH MMINEBOM COJNM, a TaKKe
IpUMEHEHHE APYruX IpenapaToB, CIOCOOCTBYIOUIMX MOBBIIICHUIO COEPKAaHMs Kallusl B KPOBU
(HampuMep, TenmapuH, KO-TPUMOKcazon ((UKCHpOBaHHAs KOMOHMHAUUs cylb(aMmeTokcasona u
TPUMETOIIPUMA).

[IpumeHeHne muIIEBBIX [100aBOK/IpenapaToB Kajus, KaJudcOeperaromux JAUYypeTHKOB,
KAJIMICOJEp/KAIMX 3aMEHMUTENEH MUIIEBOM CONMM  MOXET IPUBECTH K 3HAUYUTEIBHOMY
MOBBILICHUIO COJEpPX aHUsS Kalusg B KPOBH, OCOOCHHO y MAIMEHTOB CO CHMXEHHOW (yHKIIMEH
nouek. l'mmepkanueMus MOXET TNPUBECTH K CEpPbE3HBIM, MHOTAA (haTaJIbHBIM HapyLICHUSIM
cepaeuHoro putma. Eciu HeoOxomaum coBMecTHbIM mpuém npenapata [TEPWUHJIOITPUII u
yKa3aHHBIX BBIIIE MpPENapaToB, JIEYEHUE JOJDKHO HPOBOJUTHCA C OCTOPOXKHOCTHIO Ha (hoHe
PETYISIPHOTO KOHTPOJIS COJIEpKaHUs Kallusl B CBIBOPOTKE KPOBH (CM. pazzen 4.5).

Iayuenmul ¢ caxapnvim ouabemom

[lpy Ha3zHaueHWUM TMpemapara MalMEHTaM C  CaXapHbIM  JAMabeToM, MOJy4aroIlluM
TUIIOTJIMKEMUYECKHUE CPEICTBa Ui MpUéMa BHYTPb WIM MHCYJIHMH, B TEYEHHE IEPBOTO Mecsla
tepanuu HHruouTopoM AIID He0OX0AUMO PETyNIIPHO KOHTPOJIUPOBATH KOHIIEHTPALIUIO TTTFOKO3bI
B KpOBH (CM. pazjnen 4.5).

Ilpenapamul rumus

CoBMecTHOE IPUMEHEHNE NTEPUHIONPUIIA U NIPENAPATOB JINTUS HE PEKOMEHAYETCs (CM. pasaen
4.5).

Kanuiicbepecarowue ouypemuxu, npenapamuol Kanius, Kaiuicooepacawue 3amMeHumentt NUesou
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conu u nuuesvie 000a6KuU

He pexomMenayercst COBMECTHOE PUMEHEHHUE EPUHAONPUIIA U KAINHCOEpEraroIuX JUyPETHKOB,
a TaK)Ke IMpPErnaparoB Kalus, KaJUKUCOICpkKALIMX 3aMEHUTEIEH NUIIEBOW COJIM M IHILEBBIX
n106aBoK (cM. paznen 4.5).
Heotinas 6noxkaoa penun-aneuomensun-aivoocmeponosou cucmemol (PAAC)
EcTh maHHBIE, CBUIETENHCTBYIONIUE O TOM, YTO COBMECTHOE MPUMEHEHHE UHTHOUTOpOoB AIlD,
AHTArOHHUCTOB PELENTOPOB aHrMOTEH3MHA Il MM anmuMckupeHa IMOBBIMIAET PUCK APTEPUATIBHOU
TUIOTEH3UU, THUIEPKATUEMHH M CHIDKEHUS (YHKIUU TOYeK (BKIIIOYash OCTPYIO MOUYEUYHYIO
HEJ0CTAaTOYHOCTH ).
Taxum o0pa3om, nBoiinas 6okana PAAC myTéM coBMECTHOTO MpUMeHEHHs UHTuOuTOpoB AIID,
AQHTaroHUCTOB PELIENTOPOB aHrnoTeH3uHa Il unm anuckupeHa He peKOMEHI0BaHa (CM. pa3ieibl
4.5u 5.1). Ecniu Tepanus ¢ MOMOIIBIO JBOMHOM O10Ka bl IPU3HAHA A0COIIOTHO HEOOXOIUMOH, €&
cienyeT MPOBOAUTH TOJIBKO MOJI CTPOIMM MEIUIIMHCKUM KOHTPOJIEM U IPU PETYIIPHOM KOHTPOJIE
(GYHKIMY 110YEK, COACPKAHUS dJIEKTPOIUTOB B KpoBU U A/l
[TpoTuBonOKa3zaHO pUMEHEHHE UHTUOUTOPOB AII® B coueTaHNM C aHTarOHUCTAaMH PELETITOPOB
anrnoteHsuHa Il y manuentoB ¢ quaberndeckoil HeppomaTueld U He PEKOMEHIYeTCS Y APYTUX
NanyueHToB (cM. pazaen 4.3).
Tlepsuunwiii cunepanboocmeponusm
[TaniueHTHl € TMEPBUYHBIM THIEPATBIOCTEPOHU3MOM, KaK MPaBUIO, HE BOCIPUUMYHUBBI K
AHTUTUIIEPTEH3UBHBIM MperapaTramM, JAeHCcTBHE KOTOPHIX OCHOBaHO Ha MHrubmpoBanuu PAAC.
TakuM oOpa3om, MPUMEHEHHE AAHHOTO JIEKApPCTBEHHOTO Mpernapara y TaKuX MalleHTOB He
peKoMeHayeTCsl.

eTH
O} dexTuBHOCTH U OE30MaCHOCTh MEPUHAONPUIIA Y AeTel 10 18 JeT He YyCTaHOBIICHBI.

BcnoMorarenbHEIE BEIIECTBA

Jlakmosza

Jlexapcteennsiii npenapat [IEPUHJIOITPUJI conepxut B cBoeM coctase jJakTo3y. [lanuentam ¢
pElKO BCTpeYarolleiics HACIEICTBEHHON HENepeHOCUMOCThIO TallakTO3bl, JePUIIUTOM JIAaKTa3bl
Jonapei Wi III0K030-TalaKTO3HOW ManbabcopOIel He cieyeT MPUHUMATh 3TOT Ipernapar.
Manvmooexcmpun

JlekapctBennsiii npenapat [IEPUHJIOIIPUII comepXUT B CBOEM COCTaBe€ MajbTOAEKCTPHH.
[TanimenTaM ¢ peIko BeTpeyaromeiicst HacleCTBEHHON HeMePEHOCUMOCTBIO (PPYKTO3bI, TIFOK030-
rajJlakTo3HOM MasibabcopOIuen nin 1eUIUTOM caxapas3bl-U30MalIbTa3bl HE CIeyeT MPUHUMATh
3TOT Ipenapar

4.5 B3aumoneiicTBHe ¢ [APYIMMHM JeKAPCTBEHHbIMHM MNpenaparamMM U Jpyrue BH/bI
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 24.11.2025 N= 29132
(NOCNEQCBATENEHOCTE 0005)

B3aNMOJAEHCTBUSA

JlaHHbBIC KIMHWYECKUX HCCIICIOBAHUN MMOKA3bIBAIOT, 4TO MBOMHAs Onokana PAAC B pesynbrare
OJIHOBPEMEHHOTO MprémMa HHruOnTOpoB AII®, anTaronncToB pernentopos anrnoreHsuna I (APA
I1) nnu anuckupeHa MPUBOIUT K YBEJIMYECHHIO YaCTOTHl BOBHUKHOBCHHUS TAaKUX HEXeIaTeIbHBIX
ABJICHUHM, KaK apTepuaibHas THUIOTEH3Us, TUMEPKATUEMHUS U HapyLICHUS (QYHKIUH TMOYEK
(BKJIIOYAsi OCTPYIO TOYEYHYIO HEJOCTaTOYHOCTH), MO CPAaBHEHHMIO C CHUTYallMsMH, KOrna
IIPUMEHSIETCS TOJBKO OJIUH Tpenapar, Bo3aeiicrByromuii Ha PAAC (cMm. pa3nenst 4.3, 4.4 u 5.1).

JlekapCTBEHHBIE CPEJICTBA, BHI3HIBAIOIINE THIICPKAITMEMUIO

Hekoropsle nekapcTBEeHHbIE MpenapaThl WK IpenapaTsl APYyrux (papMakoIoruyeckux KIaccoB
MOTYT IOBBIIIATH PHUCK Pa3BUTHS TUIEPKAIMEMUHU: AIMCKUPEH U aAIMCKUPEHCOAepkKallue
npenapaTthl, CONM Kajius, KanuiicOeperaroommue AuypeTuku, uHruoutopsr AIlD, APA I,
HecTepouAHbIe MpoTHBOBOCHauTeNbHbIE ITpenapatsl (HIIBII), renapunbl, UMMYyHOI€IPECCAHTHI,
TaKMe Kak LUKIOCHOPHUH WM TaKpOJIUMYC, JICKapCTBEHHbIC Ipemnaparbl, COJAeprKallne
TPUMETOIIPHM, B TOM 4YHcle (PUKCHPOBaHHYIO KOMOWHAIMIO Cyidb(paMeToKca3ojla H
tpumeronpuma (Ko-tpumoxcazoin). CouetaHue 3TUX JIEKapCTBEHHBIX IPENApaTOB IOBBIIIAET
PHCK TUIEepKaTUEMUH.

CoBMeCTHOE IIPUMEHECHNE TPOTHBONOKA3aHO (CM. pa3acii 43)

Anuckupen u 1ekapcmeeHnHvle npenapamsi, cooepicaujue arucKupeH

[IpoTHBOMOKA3aHO y TAIMEHTOB C CaXapHbIM JWA0ETOM H/WIM YMEPEHHBIM WU TSKEITBIM
HapymeHneM (DYHKIUM TOYEK W HE PEKOMEHAYETCS Yy OPYTHMX MHAllMeHTOB: BO3PACcTaeT PHCK
pasBUTHs TUINEPKATUEMHUH, YXYAIIEHUS (YHKIHMU TOYEK M TOBBILICHUS YaCTOThl CepIAedHO-
COCYIIMCTOM 3a00JIEBAEMOCTH U CMEPTHOCTH.

Cosmecmuasn mepanusi uneuoumopamu AII® u anmazonucmamu peyenmopos aHeUOMeH3UHa
[TpoTuBONOKa3aHO NpuMeHeHne HHruouTopoB AIIdD B coueTaHUM ¢ aHTarOHUCTaMH PELENTOPOB
anrnotensuHa Il (APA II) y manuenTtoB ¢ nuabetuueckoit Heppomarueii (cm. pazaen 4.3).
DKempakopnopanvhvie Memoovl 1edeHus

DKCTpaKOpIOpaIbHbIE METOABI JICUCHHS, NMPUBOIANINE K KOHTAaKTy KPOBU C OTPULATEIHHO
3apsHDKEHHBIMU [TOBEPXHOCTSIMH, TaKM€ KaK AMAIM3 WIM TeMOQHIBTPAIlUs C HCIOJIb30BaHHEM
HEKOTOPBIX BBICOKONPOTOYHBIX MeMOpaH (Hampumep, MOJIMAKpUIOHUTPUIIOBBIE MEMOpPaHbl) U
adepe3 JHUIONPOTEWHOB HHU3KOW TUIOTHOCTH C WCIOJB30BAaHMEM JIEKCTpaHa Cyibdara,
POTHBOIIOKA3aHbI N3-3a YBEIIMYCHUS PHCKA PA3BUTHUS TSHKEIBIX aHAPUIAKTOUTHBIX PEaKITUi (CM.
paznen 4.3). Eciau Takoe JeyeHHME HEOOXOIUMO, CJEIyeT pPacCMOTPETh BO3MOXKHOCTb
UCTOJIb30BAaHUSl JIPYTOr0 THUIA JUWAIM3HONM MeMOpaHbl WM TPUMEHEHHUs JApPYroro Kiacca
AQHTHTUIIEPTEH3UBHBIX TPENapaToB.

Cosemecmuoe npumererue C KOM6uHup06aHHbZMM JlekapcmeeHHbIMU npenapamami,
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 24.11.2025 N= 29132
(NOCNEQCBATENEHOCTE 0005)

Cooeporcawyumu cakyoumpun + eaicapman

CoBMecTHOE TPHMEHCHHE TIEPUHIONPWIA C KOMOWHUPOBAHHBIMH  JICKAPCTBEHHBIMU
npenaparamu, COJAEPKaIMMU CaKyOUTpuUII + BajicapTaH, MPOTUBOIMIOKA3aHO, TaK KaK IMOJJaBJICHUE
HENPUJIU3MHA OJHOBPEMEHHO C MpuUMeHeHueM HHruoutopa AIID MOXKeT yBeIMYUTh PHUCK
pa3BUTHS aHTUOHEBPOTHYECKOro otréka. IlpuMeHeHne KOMOWHHUPOBAHHOTO JIEKAPCTBEHHOIO
npernapara, CoJIepKallero CakyOuTpuil + BajicapTaH, BO3MOXKHO HE paHee, 4eM uepe3 36 yacoB
nocyie npuéma mocieaHer a03bl nepuHaonpuia. [IpuMeHnenue nepuHAONpPUIA BO3MOXKHO HE
panee, ueM uepe3 36 yacoB nocie npuéma nociaeaHen 1036l KOMOMHUPOBAHHOTO JIEKAPCTBEHHOTO
npenapara, CojJep KaIiero CakyouTpui + Basicaptas (cM. pasnenst 4.3 u 4.4).

CoBMecTHOE IIPHUMEHEHNE HE pekoMenavercs (cm. pasnaen 4.4)

Anuckupen u 1ekapcmeenHvle npenapamasl, cooepicaujue arucKupeH

VY nanueHToB, He UMEIOIIUX CaxapHOoro [uadera Win HapyleH!s PyHKLIUU OYEK, TOBBIILEH PUCK
pa3sBUTHsI TUIEPKATUEMHUH, YXYIIIEHUS (YHKIMM HOYEK M IOBBILICHUS YaCTOThl CEpAeHHO-
COCYAMCTOH 3a00J1€Ba€MOCTH U CMEPTHOCTH.

Cosmecmuasn mepanus uneubumopamu AIID u anmazonucmamu peyenmopos aHeUomeH3uHa

B nurepatype cooOuianoch, 4TO y HAalMEHTOB C YCTAHOBJIEHHBIM aTEPOCKJIEPOTHYECKUM
3a00JIeBaHUEM, CEpJIEeYHON HEJOCTATOYHOCTBIO MJIM CaxapHbIM JMA0ETOM C IOpaXXKeHHEM
OpraHoB-MuIIeHeH, onHOBpeMeHHas: Tepanusi uHruoutopom AIID u APA II csizana ¢ Gonee
BBICOKOM YaCTOTOM pa3BUTHUSl apTepUATbHOM TUIIOTEH3UMH, OOMOpPOKA, TUIEPKAIMEMHUU U
yXyIIIeHUs: GYHKLIUHU MOoYeK (BKJIIOYask OCTPYIO MOYEYHYK HEJOCTATOYHOCTb) 110 CPAaBHEHMIO C
IpUMEHEHHEM TOJIBKO OJTHOTO Mpemnapara, nustomiero Ha PAAC. JIBoiinas 010kaja (Hanpumep,
npu coyetanuu uaruouropa AII® ¢ APA II) nomxkHa ObITh OrpaHUYEHA OTAEIBHBIMU CIy4YasiMU
C TIIATEJIbHBIM MOHUTOPUHIOM (DYHKIIUH MOYEK, coaepxanus kanus u AJl.

dempamycmun

CoBMecTHOE TPUMEHEHHE MOXET IMPUBECTH K MOBBIIMICHUIO PUCKAa TOOOYHBIX APPEKTOB, TAKUX
KaK aHTMOHEBPOTHUYECKUI OTEK.

Ko-mpumoxcaszon (cynogpamemoxcazon + mpumemonpum)

[Tpu 0HOBpEMEHHOM NMPUMEHEHUHU C KO-TPUMOKCa30JI0M (Cylb(haMeTOKCa30s + TPUMETONPUM)
MOYKET MOBBIIIATHCS PUCK PA3BUTHUS THIIEPKATMEMUH (CM. pa3zaen 4.4).

Kanuiicbepecarowue ouypemuxu (maxue kax mpuammepeH, amuiopuo), Coau Kaausl
['unepkanuemusi (¢ BO3MOXHBIM JIETAJIBHBIM HMCXOJIOM), OCOOCHHO IMpH HapylleHUU (YHKIUU
noyek (aaauTHUBHBIE () (HEKThI, CBA3aHHBIE C THIIEPKATUEMHEH).

CoderaHne mEepUHAONPUIA C BBILIEYIIOMSHYTHIMM JIEKAPCTBEHHBIMHM IIpelapaTamMu He
pexomennyercs (cMm. paszen 4.4). Eciu coBMmecTHOe NpHMEHEHHE I0Ka3aHO, UX CIEOyeT

MPUMEHSATD, COOJIFO/1ast MEPHI IPEIOCTOPOKHOCTU U PETYIISIPHO KOHTPOJIUPYSI COJIEPIKAHUE KaTus
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 24.11.2025 N= 29132
(NOCNEQCBATENEHOCTE 0005)

B CBIBOPOTKE KPOBHU.

Oco0eHHOCTH NPUMEHEHUS CIIMPOHOJIAKTOHA IIPU CEPJEYHOM HEJOCTaTOUHOCTH OIHMCAHBI Aajiee
10 TEKCTY.

Ilpenapamuol rumus

[Ipu coBMecTHOM MPUMEHEHHH MpenaparoB JUTUS U UHTUOUTOpoB AIID MoxeT oTMeuaThCs
o0paTUMOE YBEIMYEHHE KOHIEHTpAIMU JHUTHS B CHIBOPOTKE KPOBU U CBSI3aHHBIE C ATUM
Tokcnueckue 3PdexTsl. CoBMECTHOE NPUMEHEHUE NEPUHAONPHIA W TPENapaToB JHUTHUS HE
pexomennayercs. [lpu HeoOXO0aUMOCTH NpPUMEHEHHs TaKOoW KOMOHMHAIMM ClIeTyeT MPOBOAUTH
PEryJspHbIA KOHTPOJIb KOHLIEHTPALIUY JIUTUA B I1a3Me KpoBHU (cM. pazzen 4.4).

CoBMECTHOE IPUMCHECHHUE, KOTOPOE TDG6V€T 0c000i OCTOPOXKHOCTH

l'unoanuxemuueckue cpedcmea (UHCYIUH, 2UNO2TUKEMUYECKUe cpe0CcmEa OJisl NPUEMA 6HYMPb)
[To pe3ynpTaTam 3MUAEMUOJIOTMUECKUX HUCCIETOBAaHUIN MpuUMeHeHne HHruouTopoB AIID mosxer
YCUJIMBATh TUMOTIMKEMUYECKU 2P PEKT MHCYTUHA U TUIOTVIMKEMHUYECKUX CPEICTB Il MpuéMa
BHYTPb BIUIOTH 10 Pa3BUTHUS runorinukemuu. Kak mpasuiio, 3To HaOdI0gaeTcs B IEPBbIE HEAETU
NPOBEICHUS OJHOBPEMEHHOW TEpaIyy U Y MAIlMEeHTOB C HapyIIeHHEeM () YHKIH MTOYEK.
baknoghen

YcunuBaer aHTUTHNEpTeH3UBHBIN dpdext wunrubutopo AllD. Crnegyer TIIAaTEIBHO
KOHTpoIMpoBaTh ypoBeHb AJl u, B ciayyae HEOOXOAMMOCTH, JO3UPOBKY THIIOTEH3UBHBIX
[IpenapaToB.

Kanuiinecboepezarowue ouypemuxu

VY nanueHToB, MONyYaroUMX ANYPETUKH, 0COOEHHO BBIBOASIINE KUAKOCTh U/WIM COJIM, B HaYase
tepanuu nHruOutopom AII® moxker HaOMOAaTHCS Upe3MepHoe cHUkeHue AJl, puck pa3BuTus
KOTOPOT0 MOXHO YMEHBIIUTh IyTEM OTMEHBI TUYPETHUYECKOTO CPE/ICTBA, BOCIIOJIHEHUEM ITOTEPU
KUAKOCTH WM COJEW Iepe] HadalloM TEpaluHd NEPUHIONPHIOM, a TaKKe Ha3HAYeHHUEM
NIEPUHJIONPUIIA B HU3KOM J]03€ C JAJIbHEHIINM ITOCTETICHHBIM €€ YBEIUUEHUEM.

IIpu apmepuanvnoii cunepmen3uy y NallM€HTOB, MOJIYYaIOIUX JUYPETUKH, OCOOEHHO BBIBOJSIINE
KUAKOCTh W/WIM COJIM, TUYPETHUKU JOJDKHBI OBITh JMOO OTMEHEHbI /10 Hayalla IMpUMEHEHUs
unruouropa AIlD (nmpu sToM KanuitHecOeperamomuil TMypeTuk MOXKeT ObITh M03HEe BHOBb
Ha3HaueH), Jubo uHruOutop AIID nomkeH ObITH Ha3HaYeH B HMU3KOW J103€ € JalbHEUIINM
MOCTETIEHHBIM €€ YBETMUCHHUEM.

Ilpu npumenenuu ouypemukos 6 ciyuae XCH narnoutop AIID nomkeH ObITh Ha3HAYCH B OYCHB
HU3KOW [J103€, BO3MOYKHO TIOCJI€ YMEHBUIEHMS J03bl IPHUMEHSEMOIO OJHOBPEMEHHO
KaJMiiHecOeperaroIero AnypeTka.

Bo Bcex cnywasx (yHKIUS MoYeK (KOHUEHTpalus KpeaTWHWHA) AOJHKHA KOHTPOJIMPOBATHCA B

nepBble HeleIN MpUMeHeHUs] HHTuOuTopoB AI1D.
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o |
Kanuiicbepecarowue ouypemuxu (3n1epeHon, cCnupoHod

[TpyuMeHeHue 3IIepEeHOHA WK CIIMPOHOJIAKTOHA B 103aX OT 12,5 mMr 10 50 Mr B CyTKH M HU3KHX
no3 uaruouropo AIID: npu Tepanuu cepaeuynoil HenocratoyHocT -1V QyHKIIMOHATBHOTO
kiacca no kinaccudukauuu NYHA ¢ ¢pakiueit Beiopoca neoro sxenynouka <40 % u panee
npuMeHsBiiuMuca uHruoutopamu AllD u «ierneBbIMU» UYpETUKAMH, CYLIECTBYET DPHCK
THIEPKAIMEMUH (C BO3MOXHBIM JIETAIHBIM HCXOJ0M), OCOOEHHO B CiIydae HECOOIIOICHUS
PEKOMEHIAIMii OTHOCUTEIHLHO dTOW KOMOMHAIIMY TTPETIapaToB.

[lepen mpruMeHeHHEM TaHHOM KOMOWHAIIMY JIEKapCTBEHHBIX MPENapaToB, HEOOXOAUMO YOS TUTHCS
B OTCYTCTBHUH TMIIEPKAIIMEMUU U HAPYIIEHUIN (PYHKIIMH [TOYECK.

Pexomenayercsa peryiasipHO KOHTPOJIMPOBATH KOHLIEHTPALMIO KpPeaTMHUHA U KalKus B KPOBHU:
€KEHECIIBHO B IIEPBBIN MECHL] JICUCHHS U €KEMECSIYHO B ITOCIIETYIOLIEM.

HIIBII, sxntouas evlcokue 003bl ayemuncaiuyunosoll kuciomol (=3 2/cym)

CoBmecTtHOe npumeHeHne HHruouTopoB AII® ¢ HIIBII (anerwicamuiuioBas KUCIOTa B J103€,
OKa3bIBAIOIIEH MPOTUBOBOCTIAIIMTENILHOE IEUCTBUE, MHTHOUTOPHI ITUKII0OKcUTreHasbl-2 (L{OI-2) u
HecenektuBHble HIIBII), MoxeT npuBecTH K CHUKEHHIO AHTUTHIIEPTEH3UBHOIO JEHCTBUS
unruoutopoB AII®. CoBmectHoe nmpumenenne nuuruoutopos AII® u HIIBII moxer npuBoauTh
K yXyALIEHUIO (YHKIMHM TOYEK, BKIIIOYAs PAa3BUTUE OCTPOH MOYEUHOM HEJOCTATOYHOCTH, U
YBEIMYCHUIO COJICPKAHUS KaJIHs B CBIBOPOTKE KPOBH, OCOOCHHO Y IMALIMEHTOB CO CHIYKEHHOMU J10
Hauaa jiedeHns QyHkuuen movek. Cienyer coOoaaTh OCTOPOKHOCTD TIPU HA3HAYCHUN JAHHOM
KOMOHMHAIMKU, OCOOCHHO Yy MAI[MEHTOB MOXKUIOro Bo3pacTa. [lanueHThl AOMKHBI MOIYyYaTh
aJIeKBaTHOE KOJIMYECTBO KHUAKOCTH, U PEKOMEHIYeTCSl TIIATEIbHO KOHTPOIUPOBATH (DYHKITHIO
IIOYEK, KaK B Ha4aJIe, TaK U B MIPOLIECCE JICUEHUSI.

Payexaoompun

W3BectHO, uro HHrMOHTOpHl AII® (Hampumep, MEPUHIONPHI) MOTYT BBI3BIBATH Pa3BUTHE
AQHTMOHEBPOTUYECKOT0 OTeKa. PUCK ero pa3BUTHS MOXKET OBbITh MOBBIIIEH HPU COBMECTHOM
IPUMEHEHUU C paleKajoTpuiaoM (MHIHMOUTOp SHKe(anMHa3bl, NPUMEHSEMBIH IS JIEYEHUS
OCTpO¥ Auapen).

Hueubumopor mTOR  (muwienu panamuyuna MieKonumarwux) (Hanpumep, CUpoIumyc,
96€PONUMYC, MEMCUPOTUMYC)

[Ipu coBmectHoM mpuMmeHeHnn ¢ MTOR wuHrHOMTOpamMH NOBBIIIAETCS PUCK PA3ZBUTHS
AHTHOHEBPOTUUYECKOTO OTEKA (CM. pazzen 4.4).

Pexombunanmusie mxanegvle akmusamopbul niasmunozena (rtPA, armennasa)

[TaruenTsl, nonyyasire HHTHOUTOPH AIID u monyvaromue anTemiasy aias TPOMOOTUTHIECKON
Tepanuy TPH OCTPOM HIIEMHUYECKOM HHCYJIbTE, MOTYT MMETh IMOBBIMIEHHBI PUCK Pa3BUTHUS

AHT'MOHCBPOTHUYECKOT'O OTCKA.
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CoBMECTHOE MPUMEHEHHE, KOTOPOE TPEOYET oI eneném'lgljfrlbcjllgb%ﬁé’é 'llf_?rr”:'H"-' CTh 0003)

T'unomen3usnvie npenapamvl u 8a300UNAMAMOPb

AHTUTHIIEPTEH3UBHBIN 3(PQEKT NEePUHIOMPUIA MOXKET YCHIMBATHCS TPU OJHOBPEMEHHOM
NPUMEHEHUU C JPYTMMU TUIOTEH3UBHBIMH, COCYIOPACHIMPSIONIMMU CPEICTBAMU, BKIIOYAs
HUTPATHI KOPOTKOTO U TIPOJIOHTMPOBAHHOTO JCHCTBHUSL.

I nunmunel (runazaunmun, caKca2nunmut, CUMAaiunmut, 6UI0A2IUNMUH)

CoBMecTHOe mnpuMeHeHHe ¢ wuHruouropamu AIID MOXKET TMOBBINIATE PHCK PA3BUTHS
AQHTMOHEBPOTUYECKOTO0 OTEKA BCIEICTBUE CHIDKEHUS AKTUBHOCTH JUMENTHAWI-TIENTHIA3bI-4
(DPP-1V) nox ne#icTBHEM IIIMIITHHA.

Tpuyuxnuueckue aummuoenpeccanmol, aHMUNCUXOMUYECKUE Ccpeocmea (HeupoienmuKu) u
cpedcmaa 07151 00well anecmesuu

CoBMecTtHOe mnpuMeHeHHe ¢ uHruOutopamu AllD® MoxkeT NPUBOIUTH K  YCHUIICHHIO
AHTUTUIIEPTEH3UBHOTO JIeHcTBUS (CM. pasaen 4.4).

Cumnamomumemuxu

MoryT 0c1abyATh aHTUTHIIEPTEH3UBHBIN 3P G eKT HHrnouTOopoB AIID.

IIpenapamul 3010ma

[Tpu npumenenun uarnOuTOpOoB AIlD, B TOM UNCIe NEpUHAONPUIIA, TAIIHEHTAMU, TOJIYYaIOIUMU
BHYTPUBEHHO IIpernapar 30j0Ta (HaTpusi aypoTHOMasar), B PEIKHUX Cllydasx co00ILaioch O
Pa3BUTUHU HUTPUTOUTHBIX PEAKLUN — CHUMITOMOKOMIUIEKCE, BKIIOYAIOIIEM B c€0sl TUIIEPEMUIO
KOXH JIUI[a, TOIIHOTY, PBOTY, apTePHAIIbHYIO TUIIOTEH3HUIO.

4.6 ®epTHIBLHOCTb, 0ePeMEHHOCTDb M JIAKTALMA

bepeMeHHOCTB

[Tepungonpun mpoTUBOIIOKa3aH BO BpeMsi OepeMeHHOCTH (cM. pazjaen 4.3).

B HacTosmMii MOMEHT HET HEONPOBEPKUMBIX 3MHUAEMHOJOTHYECKUX JAHHBIX O T€PATOT€HHOM
pucke npu npuéme uHruOutopo AIldD B mepBom Tpumectpe GepeMeHHOCTH. OJTHAKO HENb3s
UCKJIIOYUTHh HEOOJIBIIIOE YBEJIMYEHNE PUCKA BOSHUKHOBEHMsI HapylIeHUH pa3BuTHs mioaa. [Ipu
IUTAHUPOBaHUM OepeMEeHHOCTH, eciau Tepanus UHruoutopoMm AIID cuuraercs HEOOXOAMMOM,
clenyeT MepeiTy Ha MPUMEHEHUE IPYTUX aHTUTUIIEPTEH3UBHBIX MPENAPATOB C YCTAHOBIEHHBIM
npoduiieM 6e30MacHOCTH AJIs IPUMEHEHHs B eproja 6epemeHHocTH. [lpu tuarHoctupoBaHHOM
OepeMeHHOCTH, CIIeyeT HEMEJIEHHO MpEeKpaTUTh NMpUEM Mpenapara u, Ipu HEOOXOIUMOCTH,
HA3HAYUTh aJIbTEPHATUBHYIO TEPAIUIO.

U3BecTHO, uTO Bo3aeiicTBre MHTHOUTOpOB AIID Ha miox Bo I u III TpumecTpax 6epeMeHHOCTH
MO>KET IPUBOJUTH K HAPYIICHUIO €r0 Pa3BUTHUs (CHIKEHUE (DYHKITUU MOYEK, OJTUTOTHIPAMHHOH,
3aMeJUIeHne OccU(HKAIMU KOCTeW dYepera) M Pa3BUTHUIO OCJIOXHEHUH y HOBOPOXKIEHHOTO

(HO'—IG'-IHaSI HEAOCTAaTOYHOCTD, apTCpHaIbHAasA TMIIOTCH3M, FI/IHepKaJ'IHeMI/IH).
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PEKOMEH/IyeTCsl IPOBECTH YIIbTPAa3BYKOBOE 0OCIICOBAaHHE ISl OLICHKH COCTOSIHUS KOCTEH yeperna
U QYHKIIUH TTOYEK.

HoBopoxa€HHble, MaTepu KOTOPBIX moixydanu WHruoutopsl AIID Bo Bpemsi OepeMEHHOCTH,
JIOJDKHBI HAXOJUTHCS 1O/ HAOIIOICHUEM H3-3a PUCKA PAa3BUTHUS apTEPHATbHON TMIIOTCH3UU (CM.
paznenst 4.3 u 4.4).

JlakTanus

BenencrBue oTcyTcTBHsI MHGOPMALMKA OTHOCHTEIBHO NMPUMEHEHHs NMEPUHIONPUIA B TEPUOIT
IPYIHOTO BCKapMJIMBAHHUS, €T0 IPUEM HE peKOMEHIyeTcs. [IpearnodTuTensHO IPUMEHSITD IPYTHe
npenapatsl ¢ 6oiee U3ydeHHBIM NpoduieM 6e30MacHOCTH B MEPUOJT TPYIHOTO BCKAPMIIMBAHMUS,
0CO0EHHO NPY BCKaPMJIMBAHUN HOBOPOKIEHHBIX HIIM HEJOHOIICHHBIX JETEH.

DepTUabHOCTD

He ycraHOBIICHO BIHMSIHUS Ha PENPOJYKTUBHYIO (DYHKIHIO MU PEePTHIBLHOCTD.

4.7 BinsiHMe HA CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPeICTBAMHM W PadoTaTh ¢
MeXaHHU3MaMH

[lepunponpun  cileayeT C  OCTOPOXKHOCTHIO IMPHMEHSATh MAIlMEHTaM,  YIPAaBISIOIIAM
TPAHCHOPTHBIMH ~CPEJICTBAMH ¥ 3aHUMAIOIIUMCS BHJIAMHU JCATEIBHOCTH, TPEOYIOIIMMU
HOBI)IIIIGHHOﬁ KOHIICHTpaIII/II/I BHUMAHUA U 6I)ICTPOI71 peaKHI/II/I, B CBs3U C OIIACHOCTBHIO paBBI/ITI/Iﬂ
apTepI/IaJIBHOfI TUIIOTCH3UU 1 FOJIOBOKPY)I(GHI/IFI.

4.8 HexeiaTeIbHbIE peaKINU

Pesrome mpoduis 6e3onacHOCTH

[Tpoduns 6Ge30macHOCTH MEPUHAOIIPUIA COOTBETCTBYET MPOGUII0 0€30MaCHOCTH UHTHOUTOPOB
AllD.

HaubGonee uactble HexenaTelbHbIE peaklUUW TpU TMpHEME MEePUHAONpPUIA, OTMEYEHHBIE MPHU
MPOBEJCHUHN KIMHUYECKUX HCCIIEOBAHMI: TOJOBOKpPY)KEHHE, TOJIOBHAas OO0Jib, MapecTe3us,
BEPTUTr0, HAPYIICHUS 3pE€HUS, 3BOH B yIlIaX, apTepHalibHas TUIIOTEH3Us, Kalllelb, O/bIIIKa, 00Jb B
YKUBOTE, 3aI10p, JUApesi, TUCTEB3Us (PaCCTPOMCTBO BKYyCa), AUCIICTICHS, TOITHOTA, PBOTA, KOXKHBIN
3y, KOXKHAs ChITb, CIIa3Mbl MBIIIII, aCTCHHUS.

Tabauunoe DPE3IOME HEXKENATEIbHBIX PEAKIINI

Hexenatennuoie p€akiuru MpEACTABICHBI B COOTBECTCTBHU C IMOPAXKCHHUEM OPraHOB U CHUCTEM
OpraHoOB B TIOCJIEJOBATCIILHOCTH MEAMIIMHCKOTO CIIOBaps Ul HOPMAaTHBHO-TIPABOBOM
nesrenbHocT (MedDRA). UYacrora BO3HUKHOBEHHS OINpEACIsUIaCh B COOTBETCTBHU CO
CIEYIOIIUMHU KaTeropusiMu: o4eHpb vacto (>1/10), vacto (>1/100, no <1/10), mHeuacto (>1/1000,
Ho <1/100), peaxo (>1/10000, Ho <1/1000), ouenp peako (<1/10000), gvacrora Hen3BecTHa (Ha

OCHOBAaHHHM UMCIOIIUXCA NJAaHHBIX OLICHUTH HeBOSMO)KHO).
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Fa ot

COOTBETCTBYET ZKCNEPTHOMY OTUETY

o1 24.11.2025 N= 29152

Knaccel u cucteMbl opranoB

(MOCHAER0BATENBROC T 000D

HexenarenbHble peaknuu

Hacrorta

HapyumeHnusi co CTOPOHbI
KPOBH U JIUM(paTHYECKOH
CHCTEeMBbI

Do3uHOpIIIHS

Heuacto*

ATpaHyJIOIUTO3 UITN
MAHIIUTOIICHUS

OueHb pesKko

CHIDKEHHE reMOIIoONHA U
réMaTOKpHUTa

OueHp penko

JlelikonieHus/HEUTpOTIeHU S

OueHb pesiko

["emMouTHYECKAsI aHEMUS Y
MAICHTOB C BPOXKIEHHOH
HEI0CTATOYHOCTHIO TITFOK030-6-
(dbocharaeruaporeHassl

OueHb pesiKo

TpoMOoruTOnICHUS

OueHb pesiKo

Hapymenuns Mera6osm3ma u

['unornukemust (CM. pa3aebl

MUTAHMS 4.4 1 4.5) HedgacTo*
['unepkanuemusi, oopaTumas
[ocje OTMEHBI ITpernapara (CM.
Heuwacto*
paznen 4.4)
['unonatpuemust Heuacto*
IIcuxuyeckue HapyLeHH s JIaOMIIBHOCTD HACTPOCHHMS Heuacto
Hapyienne cua Heuacto
Hapyuenus co cTopoHbl ['0n10BOKpYKEHHE Yacto
HEPBHOM CHCTEMbI
P ["onoBHast 601b Yacto
[TapecTesus Yacto
Bepruro Yacto
CoHIUBOCTH Heuwacto*
O6MOpoK Heuacto*
CryTaHHOCTb CO3HAHUS OueHb penKo
Hapyuenus co cTopoHbl Hapyenne 3penus Yacto
opraHa 3peHust
Hapyuenus co cTopoHbl 3BOH B ylIax Hacto
OpraHa cjyxa v JaOupUHTA
Hapyumenusi co cTopoHbl Omrymienue cepauedreHus Heuacto*
cepaua
P Taxukapaus Heuacto*

Crenokapaus (cM. pazzaen 4.4)

OueHb penko
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

o1 24.11.2025 N= 29152

ApuT™MHus (FOCH E&%ﬁg ggjﬂcif)“ OCTE 00057

WHudapkT MHOKapaa, BO3MOXXHO,(OYEeHb PEIKO
BCJIEICTBHE N30BITOYHOTO
cHIDKeHHs A/l y aIeHToB U3
TPYIIIBI BEICOKOTO PUCKaA (CM.

paznen 4.4)
Hapyumenusi co CTOPOHbI ApTepualibHasi TUTIOTEH3US Yacto
COCy10B (n30bITOUHOE CHIDKEHHE AJl) 1
CBSI3aHHBIE C 3TUM CHUMIITOMBI
Backynut Heuacto*
NHCYbT, BO3SMOXHO, OuyeHs penko

BCJIE/ICTBHE YPE3MEPHOTO
cHIbKeHUs A/l y manueHToB u3
IPYIIBI BEICOKOTO PHCKa (CM.

paznen 4.4).
Cungpom Peiino HacToTa Hen3BecTHa
Hapyuienus co CTOpoHbI Kamens Yacto
BIXaTEJbHOH CHCTEMBbI
o N i OpImka Yacto
OPraHoB rPyJHOH KJIEeTKHU H
CpeoCTeHus! bponxocmnazm Hewacto

Jo3uHO(UIbHAS THEBMOHUS  |OYeHb pelKo

Punut OueHsb penko
Key104HO-KUIIeYHbIE boJb B J)KUBOTE Hacto
HAPYLIEHUSA
3amnop Uacto
[{napes Yacto
Jlucre3us (paccTpoicTBO Yacto
BKyca)
J{ucnienicus Yacto
TomHoTa Yacto
PBoTa Hacro
CyXxocTb BO pPTY Heuacto
[Tankpeatur OuyeHs penko
Hapyuenust co CTOpOHBI ['ematut (xonectaTudeckuii Ui (O4eHb PEAKO
MEYCHU U KETIEBBIBOISIMX [[TUTOTUTHYECKUN) (CM. pa3ien
nyTei A4 4)
Hapyuenus co cTopoHbl KoxHbll 3yA Hacto
KOKHM U MOAKOKHBIX TKaHel
Ko>xHas ceinb Yacto

Kpanusuuna (cM. pasnen 4.4) [Hewacro
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 24.11.2025 N= 25

VR LN |08 L =T A ] = L = A )
Anruonespotutieckuii oter — HHedacto— B - = T2 YUY
nuIa, KOHEYHOCTEH, T'y0,
CIIM3UCTBIX 000JI0YCK, S3bIKA,
TOJIOCOBBIX CKJIQJIOK W/WIIH
ropranu (cM. pazzaen 4.4)
Peakimn Hewacto*
(hOTOUYBCTBUTEIILHOCTH
[Temduroun Heuacto*

IloBeimienHoe norootaenaeHue |[Heuacto

O6ocTpenue ncopuasa Penxo*
MHuorogopMHas 3puTemMa OueHp penko
HapyumeHnusi co CTOPOHbI MbIIIEYHBIE CITa3Mbl Yacto
MbIIIIEYHOM, CKEJTeTHOH U ”
N ApTpayrus Heuacto
COeUHUTETbHON TKAHU
Muanrus Heuacrto*
Hapyuienusi co CTOpOHBbI [loyeunas Henoctatounocts  |Hewacto
MoYeK U MOYeBbIBOASAIIIHX
N Octpas noueyHas OueHb pesiKo
nyrei
HEJ0CTaTOYHOCTh
Hapyuienusi co CTOpOHBI DpeKTUIIbHAS TUCHYHKITUS Heuacto

PenpoayKTHUBHON cUCTEMbI
MOJIOYHBIX jKeJie3

OO0umue HapyieHUs U AcTeHUs Yacto
peakuuu B MecTe BBeIeHUs

bonb B rpyaHOi KieTKe Heuacto*
Henomoranue Heuacrto*
[lepudepuueckue oreku HeuacTo*
Jlnxopaaka Heuwacto*
JlaGopaTopHble 1 [ToBbIlIEHNE KOHLICHTPAIUX Heuacto*

NHCTPYMECHTAJIbHBIC TAHHBIC |\OoYyecBUHEBI B KpOBH

[loBbIIIEHNE KOHIIEHTPALIUU HeuacTo*
KpEeaTHHHHA B KPOBU

[ToBbIlIEHNE KOHLICHTPAIUX Penko
OmpyOrHa B KPOBU

[loBEINIEHNIE AKTUBHOCTH Penko
«IIEYEHOUHBIX» (DEPMEHTOB

TpaBmbl, uHTOKCHKauuu 1 [laneHue Heuwacto*
0CJI02KHEHUS TPOLEeAYP
[Tpumeuanue: * — OneHKa 4acTOThl HEXEJIATEIbHBIX PEAKIMH, BBIIBICHHBIX IO CIIOHTAaHHBIM

COO6H_ICHI/ISIM, MMpOBCACHA HAa OCHOBAHUU JAaHHBIX PE3YJIbTATOB KIIMHUYCCKUX HCCIIEIOBaHUIA.

HexxenaTenpHBIC PCaAKIIMM, OTMCUYCHHBIC B KIIMHUYCCKUX MCCIICAOBAHUAX
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
o1 24.11.2025 N= 29152

. nac B HOC TR 0005
Coo0manocs 0 pa3BUTHH CHHIpPOMAa HEaJCKBATHOU ce&em%%rﬁhn%%emgm “TOpMoHa

(CHCAI) npu coBmecTHOM mpuMmeHeHHH ¢ JIpyrumu uHruoutopamu All®. CHCAAI mo
4acTOT€ BO3HUKHOBEHHUSI OTHOCUTCA K OYEHb PEJIKHUM, HO BO3MOXXHBIM OCJIOKHEHUSIM,
00ycioBIICHHBIM Tepanuei naruountopamu AIID, BKIItOYas mepruHIOTPHIL.

B wuccnenoanun EUROPA mnpoBoaunack peructpainus TOJBKO CEPbE3HBIX HEXKENIaTeIbHbIX
sneHnid. CepbE3HbIe HeXelaTeNbHble peakiuu ObTi oTMeudeHbsl y 16 (0,3 %) mamueHToB B
rpymnre nepungonpuia n'y 12 (0,2 %) nanuenTtoB B rpyie miane6o. B rpynne nepungonpuna y
6 MalKeHToB ObLIO OTMEUEHO BhIpaXKEHHOE CHIDKEeHHE Al, y 3 maliueHToB — aHTMOHEBPOTUYECKUI
oT€K, y | manueHTa — BHe3alHas OCTaHOBKa cep/ia. Yactora OTMEHBI MpernapaTta u3-3a Kamuis,
BBIPQXXEHHOTO CHIKEHHUS AJl Wimu Apyrux ciiydaeB HEMEPEHOCHMOCTH ObLIa BBHINIC B TPYIIIE
NEpUHAONPUIIA IO CPABHEHHIO C TPYIIION Tu1ane6o.

COO6H.I€HI/IC 0 IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIHUAX

Baxxno coo0mare 0 TMOA03peBaeMBbIX HEXKENATEIbHBIX PEaKIUsAX TOCIE PEeTrUCTpaluu
JICKapCTBEHHOTO TIperapara ¢ meibio 00eCreYeHNs HeMPEPhIBHOIO MOHUTOPHHTA COOTHOIIICHHUS
«I10JTh3a — PUCK» JICKAPCTBEHHOTO Mpenapara. MeauIMHCKIM 1 (papMareBTHIeCKIM PaboTHHKAM
PEKOMEHIyeTCs COOOIIATh O JTFOOBIX MOI03PEBAEMBIX HEXKENATEIbHBIX PEAKIHSIX JIEKAPCTBEHHOTO
mpernapara yepe3 HallMOHAJbHbIE CHCTEMbI COOOIIEHHUSI O HEXKENaTENbHBIX PEaKIHsIX roCyAapCcTB
— wIeHOB EBpa3uiicCKOro 5KOHOMHUYECKOIO COH03a.

Poccuiickas ®@eoepayus

109012, MockBa, CnaBsHCKas IUI01ab, 1. 4, cTp. 1
®denepanbHas ciryx0a 1Mo Haa30py B cdepe 3npaBooxpanenus (Pocsnpasuaazop)

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

E-mail: pharm@roszdravnadzor.qov.ru

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

4.9. Ilepeno3npoBka

JlanHbIe 0 TIepeT03UPOBKE MperapaTa OrpaHuYCHBI.

CHMITOMBI

CuUMIITOMBI, CBSI3aHHBIE C MTepe103upoBKoi HHTHONTOpamMu AIID, MOTYT BKIIIOUATh: BRIPAXKEHHOE
cHmkeHne AJl, UPKyISTOPHBIN IIOK, HAPYIICHUS] BOAHO-IJIEKTPOJIUTHOTO OanaHca, MOYEUHYIO
HEJI0OCTaTOYHOCTh, TUTIEPBEHTUIISAINIO, TAXUKAPIMIO, ONTYIIEHNE CepArleOneHus, OpaauKkapaIuio,
TOJIOBOKPYKEHHE, O€CITOKOWCTBO U KaIlIeh.

JleueHue

PexomenayeMbIM METOAOM JI€UEHHUSI MPH TEPEIO3UPOBKE SIBISETCS BHYTPUBEHHOE BBEJICHUE
0,9 % pactBopa Hatpus xopuaa. [Ipu BepakeHHOM CHUXeHHH AJ] clieIyeT mepeBecTy manueHTa

B MOJIOKEHUE «JIEKa» Ha CIOUHE C OpUIIOJHATEIMU HOT'aMMU. HpI/I HCO6XO)II/IMOCTI/I MOKHO BBECTU
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COOTBETCTEYET 3KCNEPTHOMY OTUETY
ot 24 11:'-._7"'_I'.._-:5 Mz 291492 N
BHYTPMBEHHO aHTHOTeH3MH I M/uiu pacTBop KaTeXONAMAROB- CTOMOTILR) | A A4 MOkkEO

YAAJIUTh EPUHIOIPUI U3 CUCTEMHOTO KPOBOTOKA (M. pasnein 4.4). Ilpu pa3BuTun ycTon4uBON K
Tepanuu OpaaukapIul MOXET MOTpPeOOBAThCS YCTAHOBKA 3JIEKTPOKAPAHOCTUMYISATOPA.
Heo6xoniuMo MOCTOSIHHO KOHTPOJIMPOBaTh I10KA3aTEJId OCHOBHBIX JKM3HEHHBIX (YHKLUUH

opraHu3Ma, KOHOCHTPAUIO KPpEaTUHHWHA H 3JICKTPOJIUTOB B ChIBOPOTKE KPOBH.

5. DPAPMAKOJIOTMYECKHUE CBOHCTBA

5.1 dapmakoguHAMHYECKHE CBOMCTBA

dapmakoTepaneBTUYECKasi TpyINNa: CPEACTBA, ACHCTBYIOIIME HAa PEHUH-aHTHOTCH3HHOBYIO
CHCTEMY; HHTHOUTOPBI aHTHOTEH3UHITpeBpatatomiero pepmenta (AIID).

Kon ATX: CO9AA04.

MexaHu3M ASHCTBUS

[Tepunponpun — uHrUOUTOP (hepMeHTa, IPEBpALAIOIIEro aHTHoTeH3uH | B anrnorensus 1.
AII®D, unu kunuHaza Il, sBIgeTCs 3K30MENTHIAa30M, KOTOpask OCYIIECTBIIAECT KaK MpPEeBpalleHue
aHrMoTeH3snHa | B cocynocykuBaromiee BeEIecTBO aHruoreHsuH II, Tak u paspymieHue
OpaAvKUHNHA, 00JIaAAI0IETr0 COCYJOPACIIUPSIOUINM AEHCTBHEM, 10 HEAKTUBHOIO reNTanenTua.
Nuru6uposanue AII® npuBoIUT K CHUXKEHUIO KOHLEHTpalK aHrnoten3uHa Il B mina3me kposu,
YTO BbI3bIBAET YBEJIMYEHUE AKTUBHOCTU PEHMHA IUIa3Mbl KPOBH (110 MEXAHU3MY «OTPHULATEIbHOM
00paTHOH CBS3M») U YMEHBIIICHUE CEKPEIIUHU aJIbIOCTEPOHA.

[Tockonbky AII® nnakTuBHpyeT OpaaukuHuH, noaasieHue AIID conpoBokaaeTcs HOBbILIECHHEM
AKTUBHOCTH KaK HUPKYJIUPYIOLIEH, TaK U TKAHEBON KaJUIMKPENH-KHHUHOBOW CUCTEMBI, IPU 3TOM
TaK)Ke aKTUBUPYETCS CUCTEMa MPOCTarIaHAuHOB. BO3MOXKHO, 4TO 3TOT 3()(EKT ABIAETCS YACTHIO
MeXaHM3Ma aHTUTUIEPTEH3UBHOTO JeHCTBUS HHIHOUTOpoB AIID, a Takke MexaHU3Ma pa3BUTHUS
HEKOTOPBIX MOOOYHBIX 3P PEKTOB MpenapaToB

JTAHHOTO KJ1acca (Hampumep, Kaluis).

[lepunmonpun oxa3plBaeT TepaneBTUUECKOe JeiicTBue Orjarojgaps akTUBHOMY MeETaOOJIUTY
nepusjonpuiary. Ipyrue MetabonuThl He OKa3bIBalOT HMHIMOMPYIOLIETO IEHCTBUS B OTHOIIEHUN
ATI® in vitro.

dapmakogngamuyeckue 3P PeKTol

Ha ¢one mnpumeHeHus mnpenapata OTMEYAeTCS CHUKEHHE KaK CHCTOJIMYECKOTO, TaK U
nuactoinnueckoro AJl B MONOXKEHUHM ««Iexa» U «cTos». llepuHmonpuin ymeHblaeT obiee
nepudepudeckoe cocynucroe conporusieHue (OIICC), uto mpuBoauT K cHwkeHuo AJl, nmpu
3TOM niepudeprudecKuii KpOBOTOK YCKOPSETCs: O€3 M3MEHEHUS YaCTOThI CEPJICUHBIX COKpAIEHU
(HCO).

Kak npaBuio, nepuHAONIPUI IPUBOAUT K YBEIMUEHHUIO TOYeuHOTo KpoBoToka, CK® npu sTom He
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 24.11.2025 N= 29132
(NOCNEQCBATENEHOCTE 0005)

U3MECHSACTCA.

AHTUTUIIEPTEH3UBHOE JACWCTBUE Ipenapara JOCTUraeT MakCcuMyMa uepe3 4—6 yacoB mocie
OJIHOKPaTHOI'O IIpUe€Ma BHYTPh U cOXpaHseTcs B TeueHue 24 yacos. Yepes 24 yaca nocie npuema
BHYTph HabmrogaeTcs BeipaxkenHoe (mopsaaka 87—100 %) ocrarounoe unrudupoBanue AIID.
CHumxenue AJl nocturaercst AOCTaTOYHO OBICTPO. Y NALMEHTOB C MO3UTHBHBIM OTBETOM Ha
ngeyeHne HopMmanuzanus AJ] HacTymaeT B TeUeHHME Mecsla W COXpaHsieTcs 0e3 pa3BUTHS
TaxXu()UITAKCHH.

[TpekpaieHue geueHust He COPOBOXKAAETCS pa3BUTHEM YD (PEKTa «PUKOILIETa.

[lepunponpun oka3pIBaeT coOCyIOpaclIupsoLiee JeHCTBHE, CIOCOOCTBYET BOCCTAHOBIJIEHUIO
AIIACTUYHOCTU KPYIHBIX apTEPUN U CTPYKTYPBI COCYIHUCTOM CTEHKH MEJIKHUX apTepHii, a TakkKe
YMEHBIIAET TUIIEPTPOPUIO JIEBOTO KETyT0UKA.

CoBMecTHOE Ha3HAa4YCHUE THA3UIHBIX JUYPETUKOB YCHUIIUBAET BBIPAKECHHOCTh
aHTUrunepreH3uBHoro sddexra. Kpome »sToro, komOunHupoBanue wunrubutopa AllD u
THA3UAHOTO JUYPETHKA TAK)KE MPUBOAMT K CHIDKCHHIO PUCKA Pa3BUTHA THIIOKAJIHMEMUU Ha (OHE
pueMa JUYpPETUKOB.

[Tepunponpun HopManu3yeT paboTy cep/la, CHUXKas IPeAHArpy3Ky U MOCTHArPY3KY.

Kinnanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

VY manuentoB ¢ XCH, mony4aBmuX NEpUHAONPWI, OBUIO BBISBICHO CHIKCHHE JaBICHHS
HAIIOJIHEHUS B JIEBOM U IIPaBOM Kellyioukax cepua, cHmkenne OIICC, nosblieHne cepeuHoro
BbIOpOCA U yBEIMUEHHE CEPJICUHOrO HHAEKCA.

HccnenoBanue nepuHAONpUIa MO CPABHEHUIO C I1anedo mokaszano, 4to u3MeHeHus AJl mocne
nepsoro npuema nepunaonpuia 2 mr y nanueHToB ¢ XCH (II-II1 ¢pyHKmoHanpHeIi Kiacc Mo
kinaccuukanmu NYHA), cTaTHCTHYECKH JOCTOBEPHO HE OTIWYAINCh OT u3MeHeHuil AJl,
HaOJII01aBIIMXCS TTOCIIE TpueMa mianeoo.

Pe3ynbratel MccnenoBaHus, IZle OLICHMBAJIOCHh BIIMSHHUE AKTUBHOM TEpanuu MEPUHIONPHIOM
(MOHOTepanus WM B KOMOMHAIMM C WHJANaMHIOM) B TedeHHE 4 JIeT Ha PUCK Pa3BUTHUS
MOBTOPHOT'O MHCYJIbTA Y NAI[UEHTOB, UMEIOIINX LIepeOpoBacKyIsipHbIe 3a00I€BaHNsI B aHAMHE3E.
[Tocne 3,9 net tepanuu BenuunHa A/l (cucronuyeckoe / TMacTOINYECKOE) CHU3UIIACH B CPEIHEM
Ha 9,0/4,0 MM pT. cT. Taxxe OBLJIO MOKA3aHO 3HAYUTEIHHOE CHIDKEHHE PUCKA BO3HUKHOBEHUS
MOBTOPHOTO WHCYJbTa (KaK HIIEMHYECKOT0, TaK W TeMopparudeckoro) mopsiaka 28 % mo
cpaBuenuto ¢ twrarne6o (10,1 % u 13,8 %). JomomHuTenpbHO OBUIO MOKAa3aHO 3HAYHTEIIBHOE
CHIDKEHHE pHCKa (aTalbHbIX WIM MPHUBOMAIIMX K WHBAIMIU3AIMM HHCYIHTOB, OCHOBHBIX
CepACYHO-COCYTUCTBIX OCIOKHEHUH, BKIIIOYas MH(PAPKT MUOKap/a, B TOM YHUCIE C JIETATbHBIM
HCXOJIOM, IEMEHIINH, CBSI3aHHOW C MHCYJIBTOM, CEPbE3HBIX YXYIIIEHUH KOTHUTUBHBIX (DYHKIIMHA.

OT0 OBUIO OTMEUYEHO KaK Y MAallMeHTOB C apTepUalbHON TMIEPTEeH3HEH, TaK U IPU HOPMaTbHOM
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COOTBETCTBYET 3KCINEPTHOMY OTYETY
ot 24 '|1:ECIE:5 M2 _ 192
AJl, He3aBHCUMO OT BO3pacTa, IoJjia, HAUTMYHUHE WU OQ%CMI'CE%&EE&%HM

L 005
000,

UHCYJIbTA.

O¢ddexkTuBHOCT, NPUMEHEHUS TMEpUHAONpUIa Yy MauueHToB co crabunpHoii WMBC 6e3
kinHu4Yeckux cumntoMoB XCH um3yuanack B xoze 4-netHero ucciegoBanus. 90 % yd4acTHUKOB
UCCIICIOBAaHMSI ~ paHee TMepeHEec]d OCTphli  HMH(ApKT MHUOKapAa W/WIM  MPOLenypy
peBacKyJispu3alui. BOJBIIMHCTBO MAalMEHTOB MOJIYYWJIM I[IOMHMO HCCIIEIYyEMOIo Ipernapara
CTaHJAPTHYIO TEPaIuio, BKIOYAas aHTUATPETaHThI, TUIOJHUIUIECMHYECKHE CpelcTBAa U OeTa-
anapeHoOnokaTopel. B kadecTBe ocCHOBHOTO KpuTepus 3(G(EKTUBHOCTH Obula BbhIOpaHa
KOMOMHHMpOBaHHas KOHEYHAas TOYKa, BKIIOYAIOUIas CEpPACUHO-COCYIUCTYI0 CMEpPTHOCTb,
HedaTaabHBIN HH(APKT MHOKAp/Aa U/WINM OCTAHOBKY CEpJIlia C YCIICIIHON peaHnMaIlien.
Tepanust nepuHAOIPUIIOM 5pOYMUHOM B J103€ 8 MI/CYT MPUBOJIMIIA K CYIIECTBEHHOMY CHUKECHHUIO
a0COIOTHOTO PUCKA HACTYIUICHHUS KOMOMHHPOBAHHOW KOHE4HOH Touku Ha 1,9 % (cHmkeHue
oTHOCUTENbHOTO pucka — 20 %). Y mamueHToB, paHee NepeHecmnx HHGapKT MUOKapja HId
POLEAYPY PEBACKYJSPU3AIUU, CHIDKEHUE aOCONFOTHOTO pHCKa cocTaBwio 2,2 % (CHKeHue
OTHOCHUTEIILHOTO pUcKa — 22,4 %) 10 CpaBHEHUIO ¢ TPYNIION miianedo.

HmeroTcss naHHbIe KIMHUYECKUX HCCIENOBAaHUM KOMOWHHUPOBAHHON Tepamuu C MpPUMEHEHUEM
unruoutopa AIID u APA II. [IpoBoauinock KITMHUYECKOE HCCIEA0BaHNE C YyYaCTHEM IAllUEHTOB,
UMEIOIIMX B aHaAMHE3€e KapAMOBACKYJSIPHOE WIHM LEepeOpoBacKyiIsipHOE 3abojeBaHue, JHOO
caxapHblii auaber 2 Tuna, CONPOBOXKIAIOLIUICS TMOATBEPKACHHBIM MOpPa)KEHWEM OpraHa-
MUIICHHU, a TaK)Ke HCCIEJOBAaHUSA C Y4YacTHEM MAIleHTOB C CaxapHbIM auabeToM 2 THUma u
nuabernyeckoit HedponaTueil. JlaHHbIe HCCIeIOBaHH HE BBISIBUIIM 3HAYUMOTO MOJIOKUTEITLHOTO
BIIMSIHUSI KOMOMHUPOBAHHOM T€panvy Ha BOSHUKHOBEHHE TIOUEYHBIX /MU KapAHMOBACKYIISIPHBIX
cOOBITHI U Ha TOKAa3aTeIN CMEPTHOCTH, B TO BPEMsI KaK PUCK Pa3BUTHUS TUIIEPKAIIMEMUH, OCTPOI
MOYEYHON HEJTOCTATOYHOCTH W/WIIK apTepHabHON TMIOTEH3UH YBEIMUYUBAJCS MO CPABHEHUIO C
MoHoTepanued. [[puHUMas BO BHHMaHUE CXOXKHE BHYTPUTPYIIOBBIE (papMakoIMHAMHUYECKHE
cBoiictBa uHrubutopo AIl® u APA I, naHHble pe3ynbTaThl MOMKHO OXUAATh JJIs
B3aUMOJICUCTBUS JIIOOBIX JAPYTUX MpENapaToB, MPEeACTaBUTENCH KilaccoB MHTUOUTOpoB AlID u
APA 1II. IToatomy coBmecTtHOe nipuMeHeHne MHruouTopos AII® u APA II nportuBomnokaszaHo y
NalMEeHTOoB ¢ AnabeTndeckoil HedponaTuei.

HmeroTcss gaHHbIE KIMHUYECKOTO HCCIEIOBAHUS MO M3YYEHHIO MOJOXKUTENBHOTO BIMSHHS OT
no0aBJIeHHs alluCKUpeHa K ctanaapTHoi Tepanuu nHruoutopom AIlD unu APA 1 y manuentos
C caxapHbBIM MA0EeTOM 2 THIA U XPOHUYECKUM 3a00JIeBaHHEM TOYEK WM KapAHOBACKYISIPHBIM
3a0oJeBaHNEeM, JTMOO0 UMEIOIIMX COYeTaHue ITUX 3aboneBanuil. McciaenoBanue ObUI0 MPEKpaIieHo
JIOCPOYHO B CBSI3U C BO3POCIIMM PHUCKOM BO3HHUKHOBEHHS HEOJArompHsITHBIX MCXOJIOB.

Kap)]I/IOBaCKy.]'ISIpHaSI CMCPTH U MHCYJIBT OTMEYAIUCh YallC B I'PYIIIIC MAallMCHTOB, MOJYYarolInX
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AIMCKUPEH, TI0 CPAaBHEHUIO C TPYMION mianedo; TakoKe' Q&éﬂ%ﬁn@%@mﬁn -ll:l celgb:gs;Hble

HEeXeNaTeNIbHbIE pPeakIMd 0co00ro WHTepeca (THIepKATMeMus, apTephaibHas THIIOTEH3US W
HapylieHuss (PYHKIHUU TMOYEK) PETUCTPUPOBAIUCH Yallle B TPYIIE ATHCKUPEHA, YeM B TPYIIIE
iane0o.

JleTH ¥ OAPOCTKHU

O dexkTnBHOCTH M 6€30MACHOCTH MPUMEHEHUS MIEPUHIOIIPHUIIA Y IETEH U MOJAPOCTKOB B BO3pacTe
1o 18 5iet He ycTaHOBIIEHA.

NmeroTcst naHHble KIMHUYECKUX HMCCIEAOBAHUM € ydyacTueM 62 MalMEeHTOB C apTepUalIbHOM
rurnepTeH3uei B Bo3pacte ot 2 a0 15 mer co CK® >30 mn/mun/1,73 M? IIIOIIAIH MOBEPXHOCTHU
Tena, KOTophle monydanu nepungonpuwin B no3e 0,07 mr/kr B cpeanem. [loza moabupanack
WHWBUIYAILHO, B 3aBHCHMOCTH OT OOIIIEro COCTOSIHUS MallMeHTa U Toka3ateineii ero AJl B oTBeT
Ha Tepamnuio, Ipu TOM MaKcUMaibHas 103a coctaisuia 0,135 mr/kr/cyT.

59 manueHTOB y4acTBOBAJIM B HCCIIENOBAaHHHM Ha MPOTSHKEHHUU 3-X MecsAlleB U 36 MalMeHTOB
3aBEPIIWIIA TIPOJUICHHBIA TIEPHUOJ] UCCIEAOBAHUS, KOTOPBIM COCTABIISI HE MeHee 24 MecsIeB
(cpenusis MPOAOHKUTEIIBHOCTh Y4acTHsl B UCCieoBaHUM cocTaBwia 44 mecsia). [lokazarenn
CHUCTOJIMYECKOTO M auacToiimdeckoro AJl ocraBaiMch CTAOWJIBHBIMH Ha TPOTSHKCHHH BCETO
Mepuoia UccleoBaHus (OT MOMEHTA BKIIFOUCHHS B MCCIICAOBAHMS JI0 3aKJIIOUYUTEIILHON OIICHKH)
y TAIMEHTOB, paHee MOTyYaBIIUX APYTUe TUIIOTEH3UBHBIE CPEJICTBA, M CHUZWINCH Y MallMEHTOB,
paHee He MOJIYyYaBIINX TUIIOTEH3UBHYIO TEPAIHIO.

bonee 75 % nereli nmpu mociaeaHEM ONPEACICHUNA UMEIH CUCTOJIMYECKOe B AracToiandeckoe A/l
MEHBIIIEe 95-TO MePLEHTUIIS.

JlanHbIe 0 6€30MacCHOCTH, MOJTYyYE€HHBIE B 9TOM HUCCIIE0OBAHUH, COTJIACYIOTCS C YKE HMEIOIIEHCs
uH(popmalue OTHOCUTENFHO 0€30MacHOCTH MPUMEHEHHUSI TIEPUHIOTIPHIIA.

5.2. ®apmakoKMHeTHYECKHE CBOIiCTBA

AOGcopbuus

[Tpy mpueMe BHYTPh MEPUHAONPHII OBICTPO BCACHIBACTCS B JKEIYJOYHO-KUIIIEYHOM TPAKTE.
MaxkcumanbHas koHUeHTpaus (Cmax) B IJIa3Me KpOBU tocTUraeTcs uepes 1 yac. buonocrynHoctsb
cocraBisgeT 6570 %.

[TpubnuzutensHo 20 % obiiero konuvyecTsa abcopOMPOBAHHOTO MEPUHAOIPHIIA TPEBPAILAETCS B
NEepUHIONPUIAT — AaKTUBHBIM MeTabommt. Kpome mnepunmonpmiara, oOpasyrorcs eme 5
MeTabO0JIMTOB, KOTOPHIE HE MPOSBIAIOT (hapMaKOIOTHIECKON aKTUBHOCTH.

[Tepuon monyBwiBenenus: (T12) mepuHgompmiIa W3 TUa3Mbl KpoBU cocTaBisieT | dac. Cmax
MIEPUHJIONIPUIIATA B TIa3Me KPOBHU JOCTUTAETCs yepe3 3—4 Jaca mocie npuemMa BHyTPb.

[Tpuem numm 3aMeIseT NpeBpaIieHue MepUHI0TPUIIa B IEPUHIONPUIIAT, TAKUM 00pa3oM, BITHSS

Ha OMoA0CTYynHOCTh. [ToaTOMY IIpenapar ciieyeT mpuHUMaTh BHYTPh 1 pas B CyTKH, YTPOM, TIEpeT
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(NOCNEQCBATENEHOCTE 0005)

IMPUEMOM IIHIIH.

Pacnopenenenne

O0beM pacmpeneneHusi CBOOOAHOTO MEPUHAONPHUIATA COCTaBsieT NMpuobmuzutenpHo 0,2 JI/KT.
Cesi3p nepuHAONpUiIaTa ¢ OelNKaMH TUIa3Mbl KPOBU HE3HAYMTEIbHAS M HOCUT JI0303aBUCUMBIN
XapakTep.

Buorpancdopmarus

[Tocre BcachbiBaHUS TEPHHIONPHUI TOJIBEPraeTcss MeTaboNIM3My TEepBOTO MPOXOXKICHUS C
o0pa3oBaHMEM IJIIOKYPOHHUJA TEPHHJIONPUIA, KOTOPBIM IOABEPracTcs IMOCICAYIOIEMY
THAPONIM3Y JO TIIIOKYpOHMJA MepuHaonpuiaara. OCHOBHBIM MECTOM THIPOJIHM3a, BEPOSTHO,
SIBIISIETCS IEYCHB, XOTSI HEKOTOPBIH THIPOIIN3 MOXKET IPOUCXOIUTH BO BPeMsI TPOXOKICHHSI Yepe3
CTCHKY KHIIIEYHHKA U B KPOBH, KaK M B ciiydae ¢ apyrumu uHruoutopamu AlID, tpedyrommmu
TUAPOJIN3A JUIS aKTUBAMKU. [IepuHI0ONPIIT U IEPUHIONPHIIAT TAKXKE MOBEPrarOTCs UKIN3auN
¢ oOpa3oBaHHEM psa HEAKTHBHBIX METAOOIMTOB, JlaKTaMa IEePUHAONPHIA M JIAKTAMOB
MIEPHUHIOTIPUIIATA.

DIMMUHALIUA

[lepungonpuiaaT BBIBOAUTCA IOYKaMH, 112 CBOOOJHON (pakIHMH COCTaBIsAET 3—5 4YacoB.
«IddextuBHbIit» T1/2 cocTaBisgeT 25 YacoB, pABHOBECHOE COCTOSHUE JOCTUTAeTCs B TEUCHHUE 4
CYTOK.

[Tpu mUTeTEHOM MTPUEME TIEPUHIOTIPUI HE KYMYIIUPYET.

Oco0bIe I'pYIIIBI NAIIMCHTOB

Tayuenmoi nodcunozo eospacma
BriBenenue nepunaonpuiaTa 3aMeIJIeHO B MTOKUIIOM BO3pacTe.
llayuenmul ¢ napywenuem ynkyuu novex
Juanu3Helil KIIMpeHe nepuHaonpuiara cocrasiser 70 MiI/MuH.
BriBenieHne nepuHAonpUiIaTa 3aMENJIEHO Yy NAIMEHTOB C MOYEYHOW HEAOCTaTOYHOCThIO. [Ipm
MOYEYHON HEJOCTaTOYHOCTH KOPPEKIHIO J103bl Mpernapara >KelaTeabHO MPOBOJIUTH C YYETOM
cTerneHH HapyueHus: QyHkiuu nouek, KK.
Tlayuenmoi ¢ HapyweHue QynKyuu neveHu
VY nanueHToB ¢ HUPPO30M NIEYEHN NIEYEHOYHBIN KIMPEHC NEPUHIONPUIIA YMEHBIIAETCS B 2 pasa.
Tem He MeHee, KOTMYECTBO 00pa3yrollerocs MepuHAONpPHIIaTa HE YMEHbBIIACTCS, U KOPPEKIIUU
JI03bI TIperapara He TpedyeTcs (cM. pazaensl 4.2. u 4.4.).

eTH

PapMaKOKMHETHKA IEPUHIONPUTIA Y AeTel 10 18 jeT He u3yueHa.

6. PAPMAIIEBTUYECKHE CBOMCTBA
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6.1 IlepeyeHb BCIIOMOraTeJibHbBIX BelIECTB

JlakTO3BI MOHOTHIpAT

ManbsroaekcTpus

KapOoxcumerunnkpaxmai HaTpus

Maruus creapat

KpemHuus 1MoKCuI KOJIIOUAHBIN

6.2 HecoBmecTMOCTH

He npumenumo.

6.3 Cpok rogHocTH (CPOK XpaHeHus)

18 mecsnes.

6.4 Oco0ble MepbI NPEAOCTOPOKHOCTH NMPH XPAHEHUH

XpaHuTtb npu Temneparype Huxe 25 °C.

6.5. XapakTep u coep:kaHie NEPBUYHON YIAKOBKHU

[To 7, 10, 14 unm 15 TabneTok B KOHTYPHYIO TYeKOBYIO ynakoBky u3 mieHku [IBX/TIB/IX/TIBX
wid (HOIBIY ATFOMUHUEBON MHOTOCIIOWHOM U (DOJIBTU aTIOMUHHUEBOH 1€YaTHOW JTAKUPOBAHHOM.
[To 10, 14, 20, 21, 28, 29, 30, 40, 50, 60, 90, 100 Tabierox B OaHKYy MOJIMMEPHYIO H3
HOJUIPONMWICHA WIM TIOJUATUICHA BBICOKOM IUIOTHOCTM C OCYyLIUTENeM WIu 0e3 Hero,
YKYIOPEHHYIO HaTATMBAEMON WJIM HaBUHYMBACMOW KPBIIIKOM MOJIMMEPHOMN IS JIEKAPCTBEHHBIX
CPEICTB W3 NOJUIPONWICHA WM MOJUATUIIEHA BBICOKOM IJIOTHOCTH WJIM HU3KOW IJIOTHOCTH C
KOHTPOJIEM IE€PBOIO BCKPHITHS MM O€3 HEero, ¢ yIUIOTHSIOIIMM 3JIEMEHTOM MM 0e3 Hero, ¢
OCYyILIUTENEM UIIH O€3 HEero.

[Tpu OTCYTCTBUUM YNJIOTHUTENS KPBIIIKKM CBOOOJHOE MPOCTPAHCTBO B OAHKE 3alOIHSIOT WA HE
3aIOJIHAOT BATOM MEIUIIMHCKON THTPOCKOITMYECKON WIIM aMOPTH3aTOPOM.

Ha GaHKy HakJIeHMBalOT 3TUKETKY CAMOKJIESIIYIOCS.

Kaxnayto Ganky i 1o 1, 2, 3,4, 5,6, 7, 8,9, 10 KOHTYpHBIX SYEHKOBBIX YIMAKOBOK 1o 7 miu 10
TabJIeTOK, WM 1Mo | KOHTYpHOM s4eilkoBoil ymakoBke mo 14 tabnerok uaum 1 KOHTYpHOM
STYEHKOBOM yIakoBKe MO 15 TabJIeTOK ¢ JIMCTKOM-BKJIAJIBIIIEM ITOMEIIAIOT B MMAYKy U3 KapTOHA.
6.6 OcoOble Mepbl THPEAOCTOPOKHOCTH NPH  YHMYTOKEHHMH  MCHOJIB30BAHHOIO
JICKApCTBEHHOI0 Npenapara WJIM  OTX0A0B, TMOJYYEHHBIX IOCJI¢ NPHMEHEHHUs
JIEKapPCTBEHHOI'0 Mpenapara, ¥ Apyrue MaHuIMyJIsiiMU ¢ NpenapaTomM

OcoOble TpeOoBaHUsI OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA
Poccuiickas ®@enepanns

OO011ecTBO ¢ OrpaHMUYEHHON OTBETCTBEHHOCTHIO «Bendapm-M» (OO0 «Bendapm-My»)
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124460, ropox MockBa, BH.T€p.I. MyHULIMTIATbHBII oxp&ﬂéﬁﬁﬁ@?%ﬁ%ﬁa;'gﬁi 0003)

KT ['enepana Anekceesa, 1. 50
7.1. llpeacraBuTe/Ib JepAKaATENs1 PErHCTPALMOHHOIO YI0CTOBEPEHHUS

[Iperen3zun HOTDC6HTCHCﬁ HaIIpaBJIATH I10 aAPECY.

Poccuiickas @enepanus

OO011ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO «Bendapm-M» (OO0 «Bendapm-M»)
124460, r. MockBa, BH.TE€p.T. MyHUIIUMTIATbHBIN OKpyr CUIMHO, T. 3eJIeHOTpa, MPOCIEKT
I'enepana Anekceena, 1. 50

Ten.: +7 (495) 780-00-70

e-mail: safety@velpharm-m.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

9. JATA NEPBUYHOM PEIMCTPAIIMM (IIOATBEPXJIEHUSI PETHCTPALIUMH,
HEPEPEIT'UCTPALIUN)

JaTa nepBoii perucTpanmu:

10. JATA HEPECMOTPA TEKCTA

OO6mass xapakrtepuctuka JsekapctBeHHoro mpemapata [IEPMHJIOIIPUJI  ngoctynmHa Ha

I/IH(l)OpMaI_II/IOHHOM nopraje EBpa3HﬁCKOFO OKOHOMHYCCKOI0O COr3a B I/IH(l)OpMaI_II/IOHHO'

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