COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 14.05.2026 N= 5605

(NOCNEOQCBATENEHOCTE 0007)

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA

[Tepungonpun, 4 Mr, TabaeTKH

[epungonpun, 8 Mr, TabaeTKu

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JelicTByrolee BEMIECTBO: MEPUHAOIPHIL.

Ilepungonpui, 4 mr, Ta0JIETKU

Kaxxnas Tabnerka conepKuT 4 Mr IEpHHIONPUIIA TPET-Oy THIIaMIHA.

Ilepungonpui, 8 mr, Ta0JIETKU

Kaxnas Tabnerka comep Ut 8§ Mr EpHHIONPUIIA TPET-Oy THIIaMHIHA.

BemiectBa, HamMunMe KOTOPBIX HAJ0 YYUTHIBATh B COCTAaBE JICKAPCTBEHHOIO Mperapara: JIaKTo3a
(cm. paznen 4.4).

ITonubrit IEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCHICCTB ITPHUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabOxeTku

Ilepuanonpun, 4 Mr, TaOJIETKH

KancynoBuansie Tabnerku, 6€10ro Wiy NOYTH OEJI0ro 1[BETa, Ha OIHON CTOPOHE C IPaBUPOBKOM «D»
U Ha JIPyroi CTOPOHE C TPAaBUPOBKAMH «5» U «8», pa3/ieIeHHbIMU PUCKOA.

TabneTky MOXKHO pa3/ieTuTh Ha PaBHBIC JTO3bI.

Ilepunmonpui, 8 mr, Ta0JIeTKU

Kpyriable nBOSKOBBINYKIIbIE TaOJE€TKH, OEIOro WM MOYTH OENoro I1BeTa, Ha OJHOH CTOPOHE C
IpaBUpPOBKOM «D» M Ha APYroi CTOpOHE € IPaBUPOBKAMU «5» U «9», pa3fieIEeHHBIMH PUCKOM.

TabneTky MOXKHO pa3/ieTuTh Ha PaBHBIC TO3bI.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusl K NPUMEHEHHI0

IIpenapar Ilepunaonpui okasaH K IPUMEHEHHUIO Y B3POCIIBIX.
e AprepuanbpHas TUIEPTEH3HUS.
e XpoHHueckas cepleuHas HenpoctaTouyHocTh (XCH).

e [IpodunakTuka MOBTOPHOTO HMHCYJbTa (KOMOMHUpPOBAaHHAs Tepanus C WHAANAMHIIOM) Y
MAIMEHTOB, MEPEHECIINX HHCYJbT WIM TPAaH3UTOPHOE HApPYIIEHHWE  MO3TOBOIO
KpPOBOOOPALIEHUS 110 UIIEMHUYECKOMY THUITY.
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e CrabunpHas umemudeckas 6onesns cepana (U
OCITIO)KHEHUH y manueHToB co ctabmisHoi MBC.

4.2. PexxuM 103UPOBAHUS M CIIOCO0 NMPUMEHEHUs

PexxuM no3upoBaHus

[Ipu BBIOOpE 03BI CIEAyeT YYUTHIBaTh OCOOEHHOCTH KIMHUYECKOM cutyaruu (cMm. pasaen 4.4) u
CTETIeHb CHKEHHS apTepuaibHoro nasienus (AJl) Ha poHe mpoBOAMMON Tepanuu.

Apmepuanvras cunepmen3us

[Ipenapar Ilepunponpun MOXHO NpPUHMMATh Kak B MOHOTEpaluH, TaKk U B COCTaBe
KOMOHMHUPOBaHHOH Teparuu.

PexoMenyemasi HauanbpHas 103a COCTABISAET 4 MI' OJJUH pa3 B CyTKH.

V nayuenmos c 6vipasicenHoll aKmMuHOCMbIO PEeHUH-AHSUOMEH3UH-AIbOOCMEPOHOBOU CUCTIEMbL
(PAAC) (ocoOeHHO IpH pEHOBACKYJSPHOW TUIEPTEH3UH, TUIOBOJIEMMM U (WJIM) CHUYKEHUU
COJZIep’KaHUsL 3JEKTPOJIUTOB B IUIa3Me KpoBH, AekomreHcauun XCH wunm Tspkenoil creneHu
apTepUaNbHON THIIEPTEH3HMH ) [TOCTIEe TIPUEMa ITEPBOM 1036 IpenapaTa MOXKET Pa3BUTHCS BBIPAKEHHOE
camkenue AJl. B Hawanme Tepamuu Takue MAalMEHTHI JOJDKHBI HAXOMUTHCS MOJ TINATEIbHBIM
MEIUIMHCKUM HabOmoeHneM. Pekomenryemast HayainbHast 1032 JJIsl TAKUX MAIMEeHTOB COCTABIISET
2 MT OfIMH pa3 B CyTKH.

B ciydae HeoOxouMOCTH uepe3 Mecsl] Iociie Hayajla TEPAuyi MOXKHO YBEJIMYUTD J103y Iperapara
710 8 MI' OJIUH pa3 B CYTKHU.

B nauane Tepanuu npenaparom [lepuHIONIPUIT MOKET Pa3BUTHCS CUMIITOMATHYECKAs apTepUabHas
TUIOTEH3US. Y ManueHTOB, OAHOBPCMCHHO ITOJYHarOMUX JUYPECTUKH, PUCK PA3BUTUA apTepHaJIBHOfI
TUTMOTEH3UH BBIIIE B CBSA3H C BO3MOXKHOM TMIIOBOJIEMHEH M CHIKEHUEM COJIePKaHUs SJIEKTPOIUTOB
B m1a3Me kposu. Ciieyer coOIroaaTh OCTOPOKHOCTD MPU IMPUMEHEHUH Tipenapara [lepurmonpun y
JAHHOW TPYMIIBI MAlIMeHTOB. PeKOMEHIyeTCs 0 BO3MOKHOCTH MPEKPATUTh MPUEM TUYPETUKOB 32
2-3 mHS 10 TpenoiaraeMoro Hadasia tepamnuu npenaparom [lepunmgonpm (cM. pazaen 4.4).

IIpn HEBO3MOXKHOCTH OTMEHHUTb IWYPETHKM HaudajlbHasg A03a Ipenapara [lepuHpomnpui nosmkHa
COCTaBJIATh 2 MI' B CyTKH. [Ipy 3TOM HEOOXOAMMO KOHTPOIUPOBATh (PYHKIIMIO MIOYEK U COJAEpKaHUE
KaJIMsl B CBIBOPOTKE KpOBU. B nanbHelimem, B ciryuyae He0OXOAMMOCTH, J103a MIperapara MOXKeT ObITh
yBenuueHa. [Ipu Heo6X0AMMOCTH MpUEM AUYPETUKOB MOKHO BO30OHOBUTb.

Y nuy nootcunozo éo3pacma nedenue ciaeyeT HaUuHaTh ¢ 0361 2 M B CyTKH. [Ipu HeoOxonumocTu
yepe3 Mecdll IMOcjie Hayaja Tepamuu J03Yy MOXKHO YBEIMYUTh 1O 4 MI' B CyTKH, a 3aTeM [0
MaKCHUMaJIbHOM J03bI — 8 MI' B CYTKH C yYETOM COCTOSTHHS (pyHKIUH mouek (cM. Tabmuiy 1).

Xpouuuecmﬂ cep()elmaﬂ Heo0oCmamo4HoCmb

Jleuenne mnamuentoB ¢ XCH nepungonmpuioM B KOMOMHALMU C KaJHiHecOeperaromuMu
IUypeTUKaMU U (WJIK) IUTOKCUHOM, U (Win) O6eTa-aapeHo0JoKaTopaMu peKOMEHAYeTCs HauMHATh
MOJT TIIATEIbHBIM METUIIMHCKUM HaOJII0/IeHHEM, Ha3Hayas Mpenapar B HayajdbHOM J103€ 2 MI' OIUH
pa3 B cyTku yTpoM. Uepes 2 Heenu JedeHus 103a Ipenapara MOKeT ObITh TTOBBIIICHA 10 4 MT' OJTUH
pa3 B CyTKH IIpH YCIOBUH XOPOLIEH MEPEHOCUMOCTH J103bI 2 MT' U YAOBJIETBOPUTEIBHOTO OTBETA HA
MIPOBOAMMYIO TEPAIHIO.

V nayuenmos ¢ msidcenoii cepOeunol HedoCmamoyHOCmyvio, a TAKXKe y MAIMEHTOB U3 TPYIIIbI PUCKA
(marueHThl ¢ HapylmieHueM (yHKIMH MMOYEK W TeHJEHIIMeH K HapYIICHUIO BOTHO-3JIEKTPOIUTHOTO
OanaHca, MAIMEHTHI, OJHOBPEMECHHO IMOJIyYaIOIIUe JUYPETHUKH W (WIH) COCYIOPACIIUPSIONINEC
JICKApCTBCHHBIC npenapaTLI) JICYCHUEC IOJI’KHO 6BITI) HA4YaTO IIOA TIIATCJIBHBIM MCIAUIINHCKHUM
HaOmoeHueM (cM. pazaen 4.4.).
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COJZIep)KaHUEM 3JIEKTPOJIUTOB NpPU HAIWYMK WIM O€3 THIIOHATPHEMHUHU, C THIIOBOJEMHEH WU C
MHTEHCUBHOW Tepamueil IuypeTHKaMu, Iepej HadajaoM IpueMma IpernapaTa, [0 BO3MOXKHOCTH,
MIEPEYHCIICHHBIE COCTOSHUS JIOJDKHBI OBITh CKOPPEKTUPOBaHBL. Takue Mmoka3aTenu, Kak BeTHMYuHa
AJl, yHKIMS OYEK U COAep KaHUe Kalus B IIa3Me KPOBU JTOJDKHBI KOHTPOJIMPOBATHCS KAk Mepe]
Ha4aJioM, TaK U B IPOLIECCE TEPAIHH.

Ipoghunaxmuxa nosmoproco uncyioma (KOMOUHUPOBAHHASL MePANUsL C UHOANAMUOOM,)

VY manueHToB ¢ 1epeOpOBaCKYIISPHBIMU 3a00JIEBaHUSIMU B aHAMHE3€ TEPAIHI0 TEPHHIOMPUIOM
clielyeT HAaUMHATh C CYTOYHOM /103bI 2 MTI' B T€YEHHE MEPBBIX JABYX HEJENb, 3aT€M MOBBIIIAS 103y 10
4 Mr B TeyeHUE MOCICAYIOIIMX JABYX HEAENb J0 MPUMEHEHHUS HMHJAanaMuaa. Tepanuio cieayer
HAYMHATH B JT1000€ BpeMs (OT IBYX HEZElb 0 HECKOJIBKUX JIET) IOCIIE MEPEHECEHHOI0 HHCYJIIbTA.

Cmabunvnas UBC: chudicenue pucka cepoeuHo-coCyOUCmbIX OCIONCHEHULl y NAYueHmos, pauee
nepexecuux UHGaApKm Muoxkapoa u (Uiu) KOpOHaApHyo pesacKyIApU3AYUI0

VY nanueHToB co crabmibHbIM TeueHueM MbC tepanuio nepuHIONPUIIOM ClIEAYeT HAaUUHATh C 103bl
4 Mr ouH pa3 B CyTKHU.

UYepes 2 Heenu JeUeHus IpU XOpOoIIed NEPEHOCUMOCTH IIpenapaTa U C yueTOM COCTOSIHUS (PYHKIUH
MIOYEK /1032 MOXKET OBbITh YBEJIMYEHA 10 8§ MI' OZIMH Pa3 B CyTKH.

Jluyam nodxcunozo eospacma cienyeT HadMHaTh TEPAUNIO IEPUHIONPUIIOM C JI03bl 2 MI' OJIMH pa3 B
CYTKHU B T€UEHHUE NEPBOM HEJENH, 3aTeM MO 4 MI' OJUH pa3 B CYTKU B TEUEHUE CIEAYIOIIECH HEJENH.
3arem, C y4eTOM COCTOSTHUS (DYHKIMH TIOYEK, 103y MOXKHO YBEJIUYHTD JI0 8 MT' OZIMH pa3 B CyTKH (CM.
Tabnuiy 1). YBenuuuBath A03y Npenapara MOXKHO TOJBKO IMPU €ro XOpoIIeil MepeHOCUMOCTH B
paHee peKOMEH1I0BaHHOM J103€.

Oco0Oble I'PYIIIBI MIAalIMCHTOB

Hauueﬁmbz C NOYEYHOU HeOOCMAamo4HOCHbIO

VY manueHToB C IMOYEYHOH HEJOCTaTOYHOCTBIO 03y Mpemnapara cieayeT MOoAOUpaTh C y4eToM
kinupenca kpeatuHuHa (KK).

Ta6muua 1. JIo3a npenapara Ilepunionpuit npu NO4eYHON HEJOCTATOYHOCTH

KK (Ma/mun)

Pexomenayemas 103a

0oee niau paseH 60

4 Mr B CyTKH

6oree unu paseH 30, Ho meHee 60

2 MI' B CYyTKH

Oonee win paBeH 15, Ho menee 30

2 MT uepe3 JIeHb

MCHECC 15, IalMCHTBI Ha TCMOI[I/IaJII/ISC* 2 MrB JCHb JHUain3a

* [luanusHblii KTMpeHc nepuHaonpunata — 70 mu/mun. Ipenapar [lepunionpu ciieayeT IPUHUMATE TI0CE TPOBEIEHHS
IIPOLE Ty Bl AUATIH3A.

Iayuenmoi ¢ neuenouHOU HEOOCMAMOYHOCMbIO
[TarmenTam ¢ HapyeHHeM (QYHKIIUY TIEY€HU KOPPEKINH 036l He TpebyeTcs (cM. paznensl 4.4, 5.2).
eTH

besonacnocts u a3 dexTrBHOCTD TIpenapara [lepungonpun y aeteit B Bo3pacte ot 0 g0 18 et He
yCTaHOBJICHBI. J[aHHBIE OTCYTCTBYIOT.

Croco0 nmpuMeHeHs

BHyTpb, 0AMH pa3 B CYyTKH, IPEANOYTUTEILHO YTPOM, IEpE] IPUEMOM IHUIIY, 3alIMBasi CTAKaHOM
BOJBL.
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['mnep4yBCTBUTEIBHOCTH K HEePUH/IONIPUITY, JIPYTHUM MHTUOUTOpaM
aHrmoTeH3uHNpeBpamaromero ¢epmenta (AIID) wimm k m0O00My M3 BCHOMOTATEIBHBIX
BELIECTB, [IEPEUNCIIEHHBIX B pa3zeie 6.1.

HacnencTBeHHBIH/MaOMaTHUECKII aHTHOHEBPOTHYECKUI OTEK.

AHruoneBpotuueckuii orek (orek KBuHke) B anHaMHe3e, CBA3aHHBIN ¢ IPUEMOM UHTHOUTOpA

AllD.

BripaskeHHBIN 1BYCTOPOHHUIA CTEHO3 TOYEYHOM apTEPUU WIIM CTEHO3 apTEPUU €IMHCTBEHHOM
(YHKIMOHUPYIOLIEH MOYKH.

OpnHOBpEeMEHHOE IPUMEHEHHE C ATMCKUPEHOM HITH TIpenapaTaMu, COAePKAIUMK aTUCKUPEH,
y TIAIIMEHTOB C CaXapHBIM JUA0CTOM U (W) C YMEPSHHBIMH HJIH TSDKEJIBIMH HapYIICHUSIMU
GyEkmuu modek (ckopocTh Kiyboukopoit dumbTpamun  (CK®) < 60 mn/mun/1,73 M
TIJIOIIAU TTIOBEPXHOCTH Tena) (cM. pasnuenst 4.5, 5.1).

OnHoBpeMeHHOE MPUMEHEHHE C aHTaroHucTamu perentopoB anruorensuna 11 (APA II) y
NAUEHTOB ¢ AMa0eTHUecKoi HedponaTHE.

OIIHOBpCMeHHOG MNPUMCHCHUC C KOM6I/IHI/IpOBaHHI)IMI/I JICKAPpCTBCHHLIMU IIpCIIapaTaMu,
COJIepXKaIIMMU BajicapTaH + cakyoutpui (cm. pazuensi 4.4, 4.5).

3KCTpaKOpH0paJII>HI>I€ MCTO/JbI JICUHCHUA, ITPHUBOAAIINEC K KOHTAKTY KPOBU C OTPULATCIILHO
3apAKCHHBIMU ITOBCPXHOCTAMMU.

bepemenHoCTh 1 JTakTanus (CM. paszen 4.6).

Penxo BcTpeuaromasicsi HacleACTBEHHass HEEPEHOCUMOCTb TaJIakTO3bl, AS(PUIIUT JTaKTa3bl,
[JII0K030-TaJIaKTO3HAsl MajbabcopOLus.

4.4. Ocobble yka3aHus U Mepbl MPeJ0CTOPOKHOCTH NPH NPUMEHEeHUH

[Ipenapar Ilepungonpui ciieyeT NPUMEHSITh C OCTOPOKHOCTBIO MPH CIICIYIOIIMX COCTOSHUSAX:

JIBYCTOPOHHUHN CTEHO3 MTOYEUYHBIX apTepUil WIN HAIMYUE TOJIbKO OJHON (YHKIMOHUPYIOIIEH
MIOYKHU;

[Mo4Ye4dHasA HEJOCTATOUYHOCTD,

CUCTeMHbIE 3a00JIeBaHUS COCTUHUTENHbHOM TKaHW (CHUCTEMHas KpacHas BOJIYaHKa,
CKIIEpOAECPMHUS U JIp.);

Tepanuss HMMYHOCYIIPECCOpaMH, aJUIOMYPUHOJIOM, MPOKAMHAMUIOM (PUCK pa3BUTHUS
HEUTPOTICHHUH, arpaHyJIOIUTO3a);

CHIKEHHBIN 00beM 1upkyaupytomieit kposu (OLIK) (mpuem nuypetukos, OeccosneBas 1uera,
pBOTa, AUapes);

CTEHOKapIHS,

1epedpoBacKyIsipHBIC 3a00JIEBaHMS;

PEHOBACKYJISIpHAS THTIEPTCH3USA;

caxapHbIi nuaber;

XCH 1V ¢yskiumonansHOro Kiacca no kinaccudukanuu NYHA;

OJTHOBPEMEHHOE MTPUMEHEHHE KaTUiCcOeperaonmx TMypeTUKOB;
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® TIpenapaToB Kajus;

® KAIMICOAEPKAINUX 3aMEHHUTENIEH MUIEBOU COJIH;
® [penapaToB JUTHS,

e ajucKupeHa (IpernapaToB, COAEpKAIIUX AMCKUPEH) Y MalueHTOB 0e3 caxapHoro nuabera
WM HapyIIeHUH (YHKIIMH TTOYEK;

e APA Il y naruenToB 6e3 quabeTH4ecKoi HedporaTuu;

® TUIEPKATUEMHS, XUPYPTUIECKOEe BMEIIATEIbCTBO/00IAs aHECTE3US;
® TEeMOJMAIIN3 C IPUMEHEHHUEM BBICOKOTIOTOUYHBIX MEMOpaH;

® JIeCeHCHOMIM3HPYIOLIAs Teparus,

e adepe3 munonpoTenHoB HU3KOM oTHocTH (JITTHIT);

® COCTOSIHHE ITOCJIE TPAHCIIAHTAI[H [TOYKH,

®  AOpTaJbHBII CTE€HO3/MHUTpaJIbHBIN CTeHO3/Tuneprpopuyeckas 0OCTpYKTHUBHAs
kapauomuonarus ('OKMII);

¢ [IPUMCHCHHUC Yy ITAIUCHTOB HerOHHHOﬁ pachbl.

Crabunpaas UBC

[Tpu pazBuThm TH0060TO SMU30/1a HECTAOMIBHOW CTEHOKApIMH B TEYCHUE MEPBOTO MECALA TEPATUU
npemnaparoM [lepuHonpui cienyer OLEeHUTh COOTHOLICHHUE «II0JIb3a — PUCK» JUISl PELIeHHUs BOIIpoca
0 MIPOJOJIKEHUH TEPAIHH.

AprepuanbHas TUIIOTSH3HS

WNuruduropsr AII® moryTt BbI3bIBaTH pe3koe cHikeHue AJl. CummrToMarudeckas apTepHalibHas
TUIIOTEH3Us PENKO pPa3BUBAETCA y IALMEHTOB C HEOCIOKHEHHBIM TEUEHUEM apTepUaIbHOU
runepreH3uu. Puck BeipaxkeHHOTO cHIKeHUs: A/l moBbIIeH y manueHToB co cHkeHHbIM OLK, uto
MOJKET OTMeUaTbcsl Ha (pOHE Tepanuu ANypeTUKaMHu, IpU COOJI0OJIEHUN CTPOroi 6eccoIeBOi AUETHI,
IUanu3e, JAapee W pPBOTE, a TAaKKE y IIAMEHTOB C TSDKEJIOW CTENEHBIO PEHUH-3aBUCUMOMN
runepreH3un (cM. pasnensl 4.5, 4.8). Cumnromarndeckas apTepHaibHas THUIOTEH3US MOXET
Ha0JII01aThCSl Y MALMEHTOB C KIMHUYECKUMU MPOSBICHUSIMH CEpJICYHON HEIOCTATOYHOCTH BHE
3aBUCUMOCTH OT HAJIWYMs MOYEYHOH HEIOCTATOYHOCTH. DTO Oosiee BEPOSTHO y MALUEHTOB C
CEPJIEYHON HEOCTATOYHOCTBIO TSKEJION CTENEHU KaK PEAKLUs Ha IIPUEM «IIETIIEBBIX» JUYPETUKOB
B BBICOKHMX J03aX, THIOHAaTPUEMHUIO WIM (PYHKIHMOHAIBHYIO MOYEYHYI0O HEJOCTAaTOYHOCTh. Y
ITALIUEHTOB C IOBBIIMICHHBIM PHUCKOM DPAa3BUTHsS CUMIITOMAaTHYECKOM apTEPUAIBHOW THUIIOTEH3UH
HE00XO0/IMMO TIIATENBbHO KOHTpoMpoBaTh A/l, pyHKIMIO OYEK U coliepKaHUe KaIusl B CBIBOPOTKE
KpOBH B Hauaje Tepaluy U Mpu 1oa0ope 10361 nmpemnapata [lepungonpun (cM. pasaenst 4.2, 4.8).

ITonoGHBIN oaxon npumensercs u 'y nanueHToB ¢ UbC u niepedpoBackyisspHbIMU 3a00J1€BaHUSIMH,
y KOTOPBIX BbIpaXKEHHAsl apTepuaabHasi TUIIOTEH3USI MOKET MPHUBECTH K MHPAPKTY MUOKapJa WU
HapyIIEHUIO MO3OBOTO KPOBOOOPAIICHHUS.

B cnydae pa3BuTHs apTepuanbHON TMIOTEH3UM MAllMEHT JOJDKEH OBbITh MepeBe]eH B IOJOKEHUE
«JIeKay Ha CIIMHE ¢ MPUMOTHATHIMU Horamu. [Ipu HeobxoaumocTu cineayer BocnoaHuTs OLIK npu
nomMoui BHyTpuBeHHOro (B/B) BBeaeHus 0,9 % pactBopa Hatpus xuopuna. Ilpexonsimas
apTepHalibHas TUIIOTEH3US HE SIBIISIETCA MPETSITCTBUEM JUIs JAIBHENUIIETO IprUeMa Ipernapara.

[Tocne BoccranoBnenus OLIK u Al neuenne MOKeT ObITh TIPOIOJKEHO.

V¥ Hekoropbix nmauueHToB ¢ XCH u HopManeHeIM WK cHWKeHHbIM A/l mpenapar Ilepunaonpun
MOET BBI3BIBATH JIOMOTHUTEIbHOE CHIDKeHHE Al. DTOT 3 PekT nmpeackazyem u 00bIYHO HE TpeOyeT
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YMEHBIIUTH O3y IIperapaTa WIKA IPEKPATUTh €ro PUEM.

MuTpaJbHBIA CTEHO3/a0pTAJILHBIN CTEHO3/TUnEepTpOodUYecKas OOCTPYKTUBHASL KAPAUOMHUOIIATHUS

(FTOKMI)

[Ipenapat [lepunnonpun, kak u apyrue uHruOuTOpsl AIID, 10TKEH C OCTOPOKHOCTHIO HA3HAYATHCS
MarUeHTaM ¢ OOCTPYKIIMEH BEIHOCHOTO TPaKTa JIEBOTO ey 10uka (aopTaibHblid creHo3, ' OKMII),
a TaKKe MalueHTaM co CTEHO30M MHUTPAIbHOIO KJlarnaHa.

Hapyiienue gyHKIMY DOYEK

[Tanmentam ¢ modeuHoit HemoctarodHocThio (KK < 60 mir/mMuH) HavalnbHYH 03y Ipenapara
[lepunnonpun BeIOUparoT B 3aBucuMocTty ot 3HaueHust KK (cm. pasnen 4.2) u 3aTeM B 3aBUCUMOCTH
oT TepaneBTHueckoro sddekra. g TakuxX MNAUEHTOB HEOOXOJUM pEryJSpHBIH KOHTPOJIb
KOHIICHTpALlUU KPEaTUHUHA U COJCPKAHUS KaJIMsl B CBIBOPOTKE KPOBH (cM. pazzen 4.8).

ApTepuanbHasi TUIIOTEH3Us, KOTOpasi MHOTJ]a pa3BUBaeTCs B Hayane npuema uHruoutopos AlID y
MaIMeHToB ¢ cuMnrTomMatndeckoir XCH, MOKeT MpUBECTH K yXyAIICHUIO (YHKIUU TTOYEK.

Bo3moxxHO paszBuTHe ocTpoil moueuHoi Hepocrarounoctu (OITH), kak mpaBuiio, oOpatumoit. Y
MALMEHTOB C ABYCTOPOHHUM CTE€HO30M MOYEUHBIX apTEPHUl I CTEHO30M apTEPUM €AUHCTBEHHON
MOYKH (OCOOCHHO MPH HAJTWYMHU TOYCYHOW HEIOCTATOYHOCTH) Ha (OHE TEepalluh MHTHOUTOPAMH
ATI®D BO3MOXKHO MOBHIIIICHUE KOHIIEHTPALIUA MOUYEBUHBI U KPEATHHUHA B CHIBOPOTKE KPOBHU, OOBIYHO
MpOXOAsIIee MPU OTMEHE Tepanuu. J(ONMOJHUTENbHOE HAJIWYME PEHOBACKYJIAPHON THUIIEPTEH3HU
00yCIaBIMBAET MOBBIIICHHBIM PUCK Pa3BUTHUS TSDKEIOH apTEpUANbHON THUIOTEH3UMH M IOYCYHOM
HEJOCTATOYHOCTH Y TAaKUX MAlUEHTOB.

JleueHue TaKMX NAIMEHTOB HAYMHAIOT IIOJ TIIATEIbHBIM MEIUIMHCKUM HAOJIOJIEHUEM C
IPUMEHEHHEM HM3KUX J103 Mpernapara M JajJbHEHIIUM afeKkBaTHbIM mHoadopom no3. Crienyer
BPEMEHHO NPEKPATUTh JICYEHUE JTUYPETUKAMHM M MPOBOJUTH PETYISAPHBIA KOHTPOJIb COACPKAHUSA
KaJIisl U KOHILICHTPALlUM KPEaTUHUHA B CHIBOPOTKE KPOBU HA IPOTSHKEHUH IEPBBIX HECKOJBKHUX
HEZEIIb TEPAInN.

Y HEKOTOpBIX NAalMEeHTOB C apTepUalbHOW TUINEpTeH3Wel O0e3 yKa3aHus Ha Hajludue
MIPE/IIECTBYIONIETO 3a00JIeBaHUS COCYIOB MTOYEK MOTYT MOBBIIIATHCS KOHIEHTPAIIMH MOYEBHHBI U
KpeaTHHUHA B CHIBOPOTKE KPOBH, OCOOCHHO NPU OJHOBPEMEHHOM INPHUMEHEHHH JIUYpPETHUYECKHX
cpeacts. JlaHHbIe U3MEHEHHS OOBIYHO BBIPAKEHBI HE3HAYUTEIHHO M HOCST OOpPATUMBIA XapakTep.
BeposiTHOCTh pa3BUTHs ATHX HapyIIEHUI BbIIIE Yy MAlUEHTOB C MOYEYHON HEJOCTATOYHOCTHIO B
aHaMHe3e. B Takux ciaydasx MOXeT MoTpeOoBaThCs OTMEHA WIIM YMEHBIIICHHE JI036I TIEPHUHIOTIPHIIA
U (MIK) ANypeTHKa.

I'emoamanus

VY manueHToB, HaXOAIIUXCS Ha TEMOIMANIN3E C UCTIOIb30BAHUEM BBICOKOTIOTOYHBIX MEMOpaH, ObUTH
OTMEYEHBI CITyyau pa3BUTHs aHAPWIAKTHUUECKUX peakiuil Ha GoHe Tepanuu uHruOuTopamu AllD.
B 1omoOHBIX cUTyalusx cleayeT pacCMOTPeTh BO3MOXKHOCTh Ha3HAYEHHs] THUIOTEH3UBHOIO
mpernapara JIpyroro Kjiacca Win UCIOIb30BaHUs AUATN3HON MeMOpaHbI IpYroro TUIIA.

TpaHCILUIaHTAUS TOYKHU

HaHHI)Ie O IPUMCHCHHHU IIEPUHAOINPUIIA Y ITAHUCHTOB MMOCJIC TPAaHCIIAHTAIIUH ITOYKHW OTCYTCTBYIOT.

PeHoBackynspHas TUIIEPTEH3US

VY nanueHToB ¢ ABYCTOPOHHUM CTEHO30M ITOYEUYHBIX apTepU WIM CTEHO30M aApTEPUU €IMHCTBEHHOU
byHKIIMOHUpYIOIIEeH Mouku Ha ¢oHe Tepanuu wHruOuTopamu AlID Bo3pacTaeT puck pa3BUTHS
apTepuaIbHON TUIIOTEH3UH U IIOYEYHOU HEIOCTATOYHOCTH (CM. pazaen 4.3).

[Tpuem nuypeTHKOB MOKET OBITH JIOTIOJIHUTEIBHBIM (PAaKTOPOM PUCKA.
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KOHIIGHTpAllUd KPEaTUHHHA B CHIBOPOTKE KPOBH, JIa)K€ y MAIMEHTOB C OJHOCTOPOHHUM CTEHO30M
MOYEYHON apTepHH.

I 'unepuyyBCTBUTENBHOCTL, aHTHOHEBPOTHYECKHUI OTEK

[Tpu npueme narudutopoB AIl®D, B TOM yKcie W MEPUHAONPHIA, B PEIKUX CIydasx U B JIOOOM
NepUoJIe TEPalTuU MOXKET HaOIIOAaThCs Pa3BUTHE aHTMOHEBPOTUYECKOTO OTEKa JIMILA, BEPXHHUX U
HIDKHUX KOHEYHOCTEH, Ty0, CIIM3UCTBIX 000JI0YEK, SI3bIKA, TOJIOCOBBIX CKJI/IOK U (MJIN) TOPTaHU (CM.
paznen 4.8). Ilpm mOsBICHMHM CHUMITOMOB IpueM npenapata llepuHaonpun AOKEH OBITH
HEMEJICHHO IPEKpalleH, a NalueHT JO0JDKeH HAaOMI0AaThCs 70 TeX IMOp, MOKa IMPU3HAKH OTEKa He
MCYE3HYT IMOJIHOCTHIO. EcM oTek 3aTparuBaeT TOJIBKO JIMIO U T'YOBI, TO €ro MPOSBICHUS OOBIYHO
MPOXOJAT CAMOCTOSITEIBHO, XOTS JUISl JICYCHUSI CHMITOMOB MOTYT IIPUMEHSTHCS aHTUTCTAMUHHBIC
CpenCTBa.

AHTMOHEBPOTUYECKUHN OTEK, COIIPOBOKAAIONIUIICS OTEKOM IF'OPTaHHU, MOXKET PUBECTHU K JIETATbHOMY
ucxony. OTeK s3bIKa, TOJOCOBBIX CKIQJOK WJIA TOPTaHH MOXKET MPUBECTH K OOCTPYKIMU
IbIXaTeNbHbIX ImyTeil. [Ipyu mosiBIeHNMH TakKuX CUMOTOMOB TpeOyeTcsi HEOTJIOKHAs Tepanusi, B TOM
qrcie MOJKOXHOE BBeleHHe snuHedpuHa (ampeHannHa) u (Wiu) obecreueHHe MPOXOAMMOCTH
JbIXaTeNbHbIX MyTel. [lanuenT nqomkeH HaxXoUThes M0l MEAULMHCKUM Ha0JII0JIEHUEM 10 TOJTHOTO
U CTOMKOT0 MCYE3HOBEHUSI CUMIITOMOB. Y MAalMEHTOB C aHTMOHEBPOTUYECKUM OTEKOM B aHaMHE3E,
HE CBA3aHHBIM C NpHEMOM HUHIHUOMTOpOB AIID, MokeT OBbITh MOBBILIEH PUCK €r0 Pa3BUTHs IpU
MIPUMEHEHUH TIPenapaToB 3TOM Ipynisl (cM. pazzaen 4.3).

B penxux cnyuasx Ha ¢one tepanuu uaruouropamu AIID pa3BuBaeTcs aHTHOHEBPOTUUECKHI OTEK
KuieyHuka. [Tpy 3ToM y nanpeHToB oTMeuaeTcst 00J1b B dKUBOTE, KaK M30JIMPOBAHHBIN CUMIITOM WIN
B COYETAaHHHM C TOUIHOTOM U PBOTOH, B HEKOTOPBIX clydyasx ©0€3 MpealiecTBYIOIIEro
AHTMOHEBPOTUYECKOr0 OTEeKa JiMla M npu HopMmaibHOM axkTuBHOcTH Cl-acrepasbl. Jluarnos
yCTaHaBJIMBAJICSA C MOMOIIbIO KOMITBIOTEPHOM ToMOrpaduu OpIOIIHOM MOJIOCTH, YIBTPa3ByKOBOIO
WCCIIEIOBaHMS WU TIPU XUPYPrUUE€CKOM BMEIIATEIbCTBE.

CuMmnTOoMBI HcYe3anu rociae oTMeHbl Tepanu nHruouropamu AII®. [TosToMy y manueHToB ¢ 601610
B 00JaCTH JKMBOTa, mnosydaromux uHruouropsl AlID, mpu nposenenun auddepeHunaibHon
JMAarHOCTUKM HEOOXOJMMO YYHMTHIBaTh BO3MOJKHOCTh PAa3BUTHUS AHTMOHEBPOTHYECKOTO OTEKa
KHUIIeYHUKa (cM. pazaen 4.8).

CoBMecTHOE OpUMEHEHHE ¢ KOMOMHHUPOBAHHBIMY JEKAPCTBEHHBIMU IIpEapaTaMi, COJIEPKaIUMU
BaJICAPTAH U CAKYOUTPUI

CoBMecTHOE IPUMEHEHHE TIEpUHIONPUIIa ¢ KOMOMHUPOBAHHBIMU JIEKAPCTBEHHBIMU NpernapaTamu,
CoJiepKalllMMM BajicapTaH U CaKyOWTpHJI, IPOTUBONOKA3aHO, TaK KaK BO3PACTAET PUCK Pa3BUTH
aHTMOHEBPOTHYECKOro oTeka (cM. paszaen 4.3). [IpuMmeHeHre KOMOMHUPOBAHHOTO JIEKAPCTBEHHOTO
Ipernapara, CoJep Kallero BajacapTaH U CakyOUTPHII, BO3MOXKHO HE paHee, ueM uepe3 36 uacoB rociie
MIOCJIEAHETO MpUeMa nepuHaonpuia. IlpuMenenne nepuHaonpuiaa BO3MOXKHO HE PaHee, UEM Uepe3
36 yacoB 1mocie mpueMa MocienHed 103bI KOMOMHHPOBAHHOTO JIEKapCTBEHHOIO Ipemnapara,
coJiep Kallero BajcapTaH + cakyOuTpui (cM. pasensl 4.3, 4.5).

[Ipu onnHoBpemeHHOM mpueme HHruoutopoB AIID ¢ npyrumMu HMHrHOMTOpaMU HENMPHIM3HUHA
(HampuMep, pareKkaJoTPUIIOM) MOXKET OBbITh MOBBIIIEH PUCK PAa3BUTHSI AaHTHOHEBPOTHYECKOTO OTEKa
(cm. pasmen 4.5). Y mamuMeHTOB, TMOJMYYAIOMUAX TMEPUHIONPWI, TEpel HavYaloM JICUYCHUS
MHTUOMTOpaMU >HKe(alHa3bl (HapuMep, paeKkaJoTpHiIoM) HE00X0IMMO MTPOBECTH THIATEIbHYIO
OLICHKY COOTHOIIIEHHS «I10JIb3a — PUCK».

CoBMmecTtHOe mpuMeHeHue ¢ marudouropamu mTOR (HampuMmep, CHPOIMMYCOM, D3BEPOJIUMYCOM,
TEMCHUPOINMYCOM)

CoBmectHoe npumeHenne uaruoutopa AII® u uarudburopa mTOR (Hanmpumep, TeMcupoiumyca,
CHpPOJIUMYCa, JBEPOJUMYCa) MOXKET CONPOBOXKIAThCA  IOBBIIIEHHBIM PHCKOM  pPa3BUTHUS
7
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

COITPOBOKAAIOMIETOCS HIIM HE COMPOBOKAAIONIETOCS HapYLIeHHEM (QYHKIMU JbIXaHus) (CM. pas3zen
4.5).

AHnaduiakTouHele peakiuuu npy nposeneauu adepesa JITHIT

B penkux ciayyasx y HnanueHTOB, Mojydaromiux UHruoutops! AII®, npu nposeneHun npouesypsl
adepesa JIITHII ¢ nmpumeHeHuem aekcTpaH cylibdaTa MOTYT Pa3BUBAThCA YIPOXKAIOIINE KH3HH
aHaduakTouaHbIe peakuuu. /s npepoTBpalieHus aHadpIaKTOMIHON peaKUK CIeIyeT BpEMEHHO
MPEeKpaTUuTh Tepamnuto naruouropom AIID nepen kax ol mporeaypoi apepesa.

AHa(bI/IJ'IaKTOI/IHHI)IC PCAKIIMHU ITPHU ITPOBCACHNUHN I[CCCHCI/I6I/IJ'II/ISaHI/II/I

HwmeroTcss oTaenbHble COOOIIEHWST O pa3BUTUM aHA(QWIAKTOMIHBIX pPEAKUMH Yy TalueHTOB,
nosiydaromux Ttepanuto uHruOutopamu AllD Bo Bpems jJeceHCHOWIM3HPYIOUIEH Tepamnuu,
HanpuMep, AJ0M IEPElOHYATOKPBLIBIX HACEKOMBIX. Y JTHUX MalMEHTOB IOAO00HBIE peaKLuu
y1aBaJoCh MPEAOTBPATUTD ITyTEM BPEMEHHOM oTMeHbI MHTHOUTOPOB AlID, HO npu ciy4aiiHOM WK
HEaKKypaTHOM BO300HOBJIEHUHM JICUEHUS PEAKI[MN MOTIJIU Pa3BUTHCS BHOBD.

Hapynienue d)VHKHI/II/I INICYCHHU

B penkux ciydasx Ha (oHe mpumenenuss uHruoutopoB AIID HabmOmancs CHHAPOM pPa3BHTHUS
XOJIECTaTHYECKOH JKENTYXH C Mepexo1oM B (pyJIbMUHAHTHBIA HEKPO3 IEYEHU, NHOT/IA C JICTATbHBIM
UCXOMOM. MexaHW3M pa3BUTHS 3TOrO CHHApOMa HesiceH. [lpW TOABNEHMM KENTYXH WIN
3HAYUTEILHOTO TIOBBIIICHUS aKTUBHOCTH «IIEYCHOUYHBIX» (PEPMEHTOB B IUIa3Me KpoBH Ha (oHe
npuMeHeHust uHruouropos AllD cnenyer npekpaTuTh npueM npenapara (cM. pasjen 4.8), nauueHT
JOJDKEH HaXOAMUTHCS 0] COOTBETCTBYIOIIUM MEIUIIMHCKUM HAOTIOICHHEM.

HeiltporieHus/arpanyaouuTo3/TpoOMOOUTOIIEHUS/aHEMUS

Ha ¢one npumenenuss unruobutopoB AIID Moryr BO3HUKAaTh HEWTPONEHHS/arpaHyJIOLHUTO3,
TPOMOOLIMTONIECHUSI U aHEMHUsl. Y MalUMEHTOB ¢ HOPMaJbHOM (DyHKIMEH MOYeK U IpU OTCYTCTBUU
APYTUX OTSAromarImux (GpakropoB HeWTponeHus pa3BuBaercsa peako. C 0co0oi 0CTOPOKHOCTHIO
CIIEAYIOT NPUMEHSTHh mpenapar llepuHAONpWI y MalMEHTOB C CHUCTEMHBIMU 3a00J€BaHUSIMHU
COCMHUTEIIPHOW TKaHW, Ha (oHEe mpueMa MMMYHOJAEIPECCAHTOB, AJUIOMYPHUHONIA WU
MIPOKaMHAMMU/IA, UM MPH COYETAHUHU ATUX (PAKTOPOB PUCKA, OCOOEHHO MpPH HAJIMYUU HCXOJHOTO
HapyIleHus: pyHKIUH ITOYeK.

VY HEKOTOpHIX MAIMEHTOB BO3HUKAIHM TSDKENble WH()EKIWH, B AN CIydyaeB — YCTOWYHMBBIE K
MHTEHCUBHOW aHTHOMOTHKOTepanuu. [Ipu HazHaueHun npenapata [lepuHaonpui TakuM MaueHTaM
PEKOMEHAYETCS TMEPUOANYECKH KOHTPOJIUPOBATh KOJIMYECTBO JICHKONMTOB B KpoBH. IlarmeHTsI
JIOJDKHBI COOOLIaTh Bpady O JIFOOBIX MpU3HAKaX WH(EKIMOHHBIX 3a00yieBaHUM (Hampumep, 00ib B
ropJje, TNXOpaaKa).

OTHHYECKUE PA3IUUHUS

Crnenyer y4uThIBaTh, YTO Y NAMEHTOB HETPOMAHOW PACHI PUCK Pa3BUTHUS aHTMOHEBPOTHYECKOTO
oreka Oonee BbIcokuil. Kak u npyrue wunruOutopsl AII®D, npemapar Ilepunnmonpun menee
3¢ (eKTHBEH B OTHOLIEHUH CHUXEeHUS A/l y ManueHToB HErpoOUIHOM pachl.

Jlannslii 3¢ (exT, BO3MOXKHO, CBSI3aH C BhIpaKEHHBIM MpeolajaHieM HU3KOPEHHHOBOIO cTaTryca y
MMallMeHTOB HETPOUIHOM pachl C apTEPUATbHON THITEPTEH3UEN.

Kamens

Ha ¢one tepanuu muruOutopamu AIID MoxeT BO3HHMKATh YNOPHBIA CyXO#l Kalleib, KOTOPBIN
IIPEKpALaeTCsl MOciAe OTMEHBl Ipenapara. OJTO CJlEIyeT YUYUTBIBaTh IpU IPOBEACHUU
g depeHInaTbHON JUAarHOCTUKY KalllIs.

XHUPYPruuecKoe BMEIIaTeIbCTBO, 06]]_[8.51 AHCCTC3 U
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MIPUMEHEHUE CPEACTB JI aHECTE3UH, BBI3BIBAIOIIUX aPTEPUATbHYIO THIOTEH3UIO, NMPUMEHEHHE
MEPUHJIONPUIIAa MOXKET OJIOKHpoBaTh oOpa3oBaHue aHruoTeHsuHa Il Ha ¢oHe KOMIEHCATOPHOrO
BBICBOOOXK/IEHUS peHUHA. JIeueHne nepuHI0NpUIoM CIIEyeT MPEKPATUTh 3a CYTKH /10 OTIEPALIUH.

[Tpu pa3BuTHH apTepUaTbLHOIN TUIIOTEH3UH 110 YKa3aHHOMY MEXaHU3MY CIEAyeT MmoaepKuBath A/l
nyteMm BocniosHeHus OLIK.

I'unepkanuemus

'unepkanuemMuss MOXKET pa3BUBaThbCsl BO Bpems jeueHuss uHruouropamu AlID, B Tom uucie u
nepuHponpuiaoM. @DakropaMM  pUCKAa  pa3BUTHUS — TMIIEPKAIUMEMHM  SBIAIOTCA  [OYEYHas
HE/I0CTaTOYHOCTh, CHIDKCHME (YHKUMH MOYeK, Bo3pacT crapme 70 Jer, caxapHblii nuaber,
HEKOTOpbIE COMYTCTBYIOIIME COCTOSHUS (JerujpaTanus, ocTpas cepeuHas HEeJOCTaTOYHOCTb,
MeTabOIMUECKUN anua03), OJHOBPEMEHHBIH IIPUEM KaiuiicOeperaromux IUYPETUKOB (TaKUX Kak
CIIMPOHOJIAKTOH M €ro INPOM3BOJHOE JIUIEPEHOH, TPHAMTEPEH, aMMWJIOpUA), MHUILEBbIX
100aBOK/IpenapaToB Kajiusl WIM KaIMHCOAEP)KAIIMX 3aMEHHUTENeH IHUIIEBOM COJM, a TakKxke
IIPUMEHEHHE APYTUX NPenapaToB, CIOCOOCTBYIOUIMX MOBBIILICHUIO COIEPKaHMsI KAl B CBIBOPOTKE
KpPOBH (HampuMep, TelapuH, KO-TPUMOKCa3011 (CyIb(haMeToKCa3ol + TPUMETOIIPUM)).

[IpumeHeHne MNHUIIEBBIX J00aBOK/IpENapaToB  Kallus, KaluHCOEperammux JIUypPEeTUKOB,
KaJIMMCOEPIKAIINX 3aMEHUTEJICH MUIIEBON COJIM MOKET MPUBECTH K 3HAYUTEIILHOMY MOBBIIIEHUIO
COJIEp>KaHUsl KaJIUs B CHIBOPOTKE KPOBH, OCOOCHHO y MAIMEHTOB CO CHIDKEHHOHN (pyHKIIMEH MoYek.
'umepkanuemMuss MOKET MPUBECTH K CEPbE3HBIM, WHOTAA (haTaIBHBIM HAPYIICHHSIM CEPJCYHOTO
putMma. Ecnu HeoOXxoauM OJHOBpEMEHHBIN mpueM mpernapara [lepunmonpun U yka3aHHBIX BBIIIE
[IpenapaToB, JIEYEHUE JOJKHO MPOBOAUTHCA C OCTOPOXKHOCTHIO Ha (POHE PEryJISIPHOrO KOHTPOJIS
COJIep>KaHus KaJusl B CBIBOPOTKE KPOBH (CM. pazjen 4.5).

CaxapHblli quader

Ilpy mnpUMEHEHHHM TEPUHIONPHIA Yy TAIHWCHTOB C CaxapHbIM JUabeToM, TOJyYaroIIux
THITOTJIMKEMHYECKHAE CPEACTBA Ui MPHEMa BHYTPh WJIM HHCYJIHWH, B T€YEHHE IEPBOIO MeCsIa
Tepanuu UHrHOuTOopoM ATID HEOOXOAUMO PEryJIAPHO KOHTPOJIUPOBATH KOHIIEHTPAIIUIO TITFOKO3bI B
KkpoBH (cMm. pazzen 4.5).

IIpenapatsl TUTUS

OpHoBpeMeHHOE NpUMeHeHHe npenapara [lepuHaonpun u npenapaToB JIMTUS HE PEKOMEHAYETCS
(cMm. pazzmen 4.5).

Kanuiicbeperarolye TnypeTuKky, Ipernaparsl KT, KATHICOIeKaIIie 3aMEHUTEIH MTUIIEBOU COJIN
U [IULIEBLIE 100ABKHA

He pexomentyeTcss cOBMeCTHOE MPUMEHEHNE EPUHAOIPIIIA U KaluiicOeperamux JMypeTUKoB, a
TaK)Ke MPErapaToB Kaus, KAIUKWCOAEPKAIIUX 3aMEHUTENEH MUIIEBON COJIM U MHUIIEBBIX J00ABOK
(cm. paznen 4.5).

JIBoiinas 6iaokaga PAAC

Ecth naHHBIE, CBHIETENBCTBYIOIIME O TOM, YTO COBMECTHOE NpUMeHeHHe HHrHOuTopoB AIID,
APA I nnu anuckupeHa MOBBILAET PUCK PAa3BUTHS apTEPUAIbHON IMIIOTEH3UH, TUIIEPKATMEMUN U
cHbkeHns QyHkuuu nodek (Bxirouas OIIH). Takum obpazom, nBoiiHas Onokaga PAAC nmytem
COBMEeCTHOro mnpuMmeHeHuss MHruoutopos AIID, APA II wnm anMckupeHa He pPEKOMEHOBaHA
(cm. paznensr 4.5, 5.1).

Ecnu tepanus ¢ momomipio JBOWHOW OJ0KaJbl MpU3HAaHA a0CONIOTHO HEOOXOAMMOM, ee cieayer
MIPOBOAUTH TOJIBKO IO CTPOTUM MEAUIIMHCKUM KOHTPOJIEM U MPH PETYIISIPHOM KOHTpOJIe (PyHKINUN
MOYEK, COACPIKaHUS AIIEKTPOIUTOB B KpoBH M AJl. OqHOBpeMEeHHOE NMPHUMEHEHHE WHTHOHUTOPOB
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y JpYyrux nauueHToB (cm. paszaen 4.3).

IlepBUYHLIN THIIEPATILA0CTEPOHNU3M

[TarueHTH ¢ TEPBUYHBIM THIIEPATBIOCTEPOHU3MOM OOBIYHO HE BOCIIPUUMYHBEI K TUIIOTCH3UBHBIM
npemnaparam, JEUCTBHE KOTOPBIX OCHOBaHO Ha uHruOupoBanuu PAAC. IlosTomy mnpuMeHeHHe
npenapara [lepunonpuii y 3Toi IrpyImiibl NalMEHTOB HE PEKOMEH 1y EeTCSI.

BcnomorarenpHBIe BElISCTBA

Jlakmosa

JlaHHBIN JICKAPCTBEHHBIN IpernapaT He CeayeT MPUHUMATh MAllMEHTaM C PEJIKO BCTPeUaromeics
HACJICJICTBEHHOW HEMEPEHOCUMOCTHIO TaIAKTO3bI, JIAKTa3HOW HEIOCTATOYHOCTHIO WM TIIFOKO30-
raJIaKTO3HON MabaObCopOIei.

4.5. B3aumojaeiictBe ¢ JPyrUMH JIeKAPDCTBEHHBIMH TMpenapaTaMu ¥ Jpyrue BHJbI
B3alMMOJAEHCTBUSA

JlaHHBIE KJIMHUYECKUX HCCIICOBAHHMIA IMMOKA3bIBAIOT, YTO NBOWHAs Onokama PAAC B pesynbrate
OJTHOBpEeMEHHOTO npuema uHruouTopoB AII®, APA Il wiu anuckupeHa NpuBOAUT K yBEIUYCHHUIO
YaCTOThl BO3HMKHOBEHHUS TaKUX HexenarenbHbIX peakuuii (HP), kak aprepuasibHas TMIOTEH3HS,
runepkanueMusi U HapyuieHue ¢yHkiuu noudek (Bkiaroyas OITH), mo cpaBHEHUIO C CUTyalUsIMH,
KOTJ[a TPUMEHSETCS TOJIBKO OJIMH TMpernapat, BozneictBytomuii Ha PAAC (cMm. paznensi 4.3, 4.4, 5.1).

IIpenapaThl, BRI3LIBAIOIINE THIECPKATUEMHUIO

HekoTopeie JiekapcTBEHHBIE Mpenaparbl MOTYT IMOBBILIATH PHUCK Pa3BUTHUS TUIEPKATHEMUU:
QJIMCKUPEH Ipenaparbl, COAEp)Kalllie aJUCKUPEH, COJIM Kaius, KanuiicOeperaroume AUYpPETHKH,
uHruouTopsl AIl®, anrtaronuctsl penentopoB anruorensmna Il (APA Il), HectepoumHbie
npoTuBoBocnanuTenbHbie npenaparsl (HIIBII), remapunbl, MMMyHOJENpeccaHThl, TaKHe Kak
LUKJIOCTIOPUH WJIM TAaKPOJIUMYC, IPEnapathl, coAepKaliue TPUMETOIIPUM, B TOM YHCJIE, COAepKaILNe
(UKCUPOBaHHYI0 KOMOHMHALMIO TpUMeTonpuMa (KO-TpUMOKCa3ojl) U  Cyib(aMmeTokcasona.
CoueraHue 3THUX JIEKAPCTBEHHBIX MPENapaToB MOBIIIAET PUCK THIIEPKATUEMUN.

CoBMeCTHOE IpUMEHEHHE IIPOTUBONOKAa3aHo (cM. pazaen 4.3)

Anuckupen u 1exapcmeennvle npenapamsl, coOO0epiHcauue arucKupet

[IpoTHBOMOKa3aHO y MAIMEHTOB C CaXapHbIM IUA0ETOM W/MIM YMEPEHHBIMH MU TSKEIbIMU
HapyUeHUsIMH (QYHKIMM TOYEK W HE PEKOMEHIYETCs Yy JpYrHMX IalHdeHTOB: BO3pacTaeT PHUCK
TUIEPKAIIMEMHUH, YXYJIIEHUS (QYHKLUUM TOYEK M MOBBIIMIEHUS YacCTOThl CEpPAEUYHO-COCYAUCTON
3a00J1eBa€MOCTH U CMEPTHOCTH.

Cosmecmuas mepanusi ¢ uneubumopamu AIN® u APA 11

[IpotuBonoka3zano mnpumenenue HHruoutopoB AIID B coueranuu ¢ APA Il y manueHToB C
nuabetnyeckoit Hepomatueit (cm. pasnen 4.3).

Oxcmpaxopnopanvhvie Memoobl 1evenus

OKCTpakoprnopajgbHble METOJAbl JIEUEHUs, NPUBOJAIIME K KOHTAKTYy KpPOBU C OTPULIATEIBHO
3apsOKEHHBIMU TIOBEPXHOCTSIMH, TaKHE€ Kak AWalu3 WM TFeMOoQMIbTpalus C HCHOJb30BAHHEM
HEKOTOPBIX BHICOKOTIOTOYHBIX MEMOpaH (HarpuMep, MoJIMaKpHUIOHUTPUIIOBEIE MEMOpaHbl), 1 adepes
JIITHIT ¢ wucnonb3oBaHMeM JAEKCTpaHa cyib(aTa, MPOTHUBOMOKAa3aHbl M3-32 YBEIMUYEHHUS PpHUCKa
Pa3sBUTHS TSOKENBIX aHa(QUIAKTOMAHBIX peakuuil (cMm. paszen 4.3). Eciau mamuenty HeoOxoauma
AKCTpaKopropaibHasi Tepanusi, CIeIyeT pacCMOTPETh BO3MOKHOCTh HCIIOJIb30BAHUS APYTrOro THIIA
JMATM3HOW MeMOpaHbl WIIM IPUMEHEHHUS APYTOro Kacca aHTUTUIIEPTEH3UBHBIX MPENapaToB.
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(noc OB HOC TR 0007
Cosmecmuoe npumenenue ¢ KOMOUHUPOBAHHBIMU Jzempcmeemﬂzma';lgé;zaghnuglﬂt!: E'oﬁeJo;z}amamb

gancapman u caKyoumpuin

CoBMecTHOE IPUMEHEHHE TICPUHIONPUIIA ¢ KOMOMHUPOBAHHBIMU JIEKAPCTBEHHBIMU TIpEIapaTaMH,
COJIEp>KaIllIMK BAJICAPTaH U CAKyOMTPWI, MPOTHUBOMOKA3aHO, TaK KaK IMOJABIICHUE HEMPUIN3UHA
OTHOBPEMEHHO ¢ TpuMeHeHueM uHruouTopa AIlD MOXKeT yBEIUYUTh PHUCK PA3BUTHUS
AHTHMOHEBPOTHUYECKOrO0 oOTeka. lIpuMeHeHMe KOMOWHUPOBAHHOTO JIEKAPCTBEHHOTO Mpernapara,
COJIepIKaIIero BajCcapTaH U CaKyOHMTPHJI, BOBMOXKHO HE paHee, ueM 4epe3 36 yacoB Iocie npuema
nocyenHel 10361 nepunonpuia. Ilpumenenne nepuHaonpuia BO3MOXKHO HE paHee, ueM uepe3 36
9YacoB TIOCJIE IpHEeMa TMOCIeIHEeH J103bI KOMOMHHUPOBAHHOTO JIGKAPCTBEHHOTO IIperapara,
COJIEpIKaIIlero BaJiCapTaH U cakyouTpui (cM. pazaens 4.3, 4.4).

CoBMecTHOE IPUMEHEHNE He pekoMerayercd (cM. pasaein 4.4)

Anuckupen u npenapamel, cooeparcanjue arucKupet

Yy MManuEeHTOB, HC UMCIOIIUX CAXaPHOI'O I[I/Ia6eTa HJIM HApYUICHUA (1)}’HKI_[I/II/I ITIOYCK, ITOBBIIICH PUCK
PasBUTHA THUIICPKAIMEMHHN, YXYIAUICHUSA q)YHKHI/II/I IMOYCK W MOBBIICHUA YaCTOTBI CCPACYHO-
COCY,HHCTOﬁ 3a00/1€BAEMOCTH U CMCPTHOCTH.

Cosemecmuas mepanus ¢ uneuoumopamu AIID u APA 11

B nureparype coobmianoch, 4TO Yy TMAalKUEHTOB C YCTAaHOBIEHHBIM aTE€POCKIEPOTUUYECKUM
3a00JIeBaHUEM, CEPJCUYHON HETOCTaTOYHOCTHIO MJIM CaXapHBIM JHA0ETOM C MOPaKEHHEM OpPTaHOB-
MUILIEHEH, ofHOBpeMeHHass Tepanus uHruoutopom AIID m APA II cBsa3ana ¢ 6ojee BBICOKOM
9aCTOTOM Pa3BUTHUS apTEPHATLHON TUIIOTEH3UH, 0OMOPOKA, THIIEPKATMEMHH M YXYIIICHUS ()yHKIHH
nouek (Bxirovast OITH) mo cpaBHEHUIO ¢ MPUMEHEHHEM TOJIBKO OJTHOTO Mperapara, BIUSIONIEro Ha
PAAC. /IBoiinas Onokana (Hampumep, npu coueranuu naruouropa AIID ¢ APA II) nomxHa ObITh
OrpaHHYeHa OTAEIbHBIMU CIy4asMU C TIIATEIbHBIM MOHUTOPUHTOM (DYHKIIMH MOYEK, COIACPIKAHUSI
Kanus B KpoBu U AJl.

Icmpamycmun

CoBMecTHOE MNPUMEHCHUC MOXKCT NPUBECTU K IMOBBINICHUIO PHCKA pPa3sBUTUA HP, TaKUX KakK
aHFI/IOHeBpOTI/I‘-ICCKI/Iﬁ OTCK.

Ko-mpumoxcaszon (cyrvpamemoxcazon + mpumemonpum)

IIpy OJHOBpEMEHHOM NPUMEHEHUH C KO-TPUMOKCA30JI0M (Cyib(aMeToKca3od + TPUMETONPHUM)
MO>KET NOBBIIATHCSI PUCK PA3BUTHUS TUIIEpKaNueMuu (cM. pazzen 4.4).

Kanuiicoepezarowue ouypemuxu (maxue Kak mpuammepen, AmMuiopuo), coau Kaaus

[Munepkanuemus (¢ BO3MOXHBIM JIETaTbHBIM UCX0JI0M), OCOOCHHO TIPU HapyIIEHUH (DYHKIIMH TTOUEK
(amnuTuBHBIE 2P PEKTHI, CBA3aHHBIE C TUIIEPKATUEMUEH).

CoueraHue MNEpUHAONpPHUIA C  BBILIEYNOMSHYTBIMU  JIGKAPCTBEHHBIMU  IIperapaTaMu  He
pexomenayertcs (cM. pazzen 4.4). Ecinu coBMecTHOE MPUMEHEHHUE MTOKa3aHo, UX CIEAyeT MPUMEHSTh,
co0roasi Mepbl PEIOCTOPOKHOCTU M PETYJISIPHO KOHTPOJUPYS COJEp’KaHUE KaIHs B CHIBOPOTKE
KpOBH.

OcobennocTH OPUMCHCHUSA CIIMPOHOJIAKTOHA IIPpU Cep)leqHOﬁ HEAOCTATOYHOCTHU OIIMCAHBI AAaJIe€ 110
TEKCTY.

IIpenapamol iumust

IIpy coBMECTHOM NPUMEHEHUHU MpenaparoB JUTHS U UHruouropoB AlID Moxer orMedarbcs
o0paTuMoe yBeITMIeHNE KOHIICHTPAITUH JINTHS B CBIBOPOTKE KPOBU U CBSI3aHHBIC C STUM TOKCHYECKHE
s¢¢exTsl. CoBMECTHOE PUMEHEHNE NIEPUHAONPUIA U TIPenapaToB JUTH He pekoMeHayercs. [lpu
HEOOXOIMMOCTH TPOBEJCHUS TaKOW TEpamuy CIEAyeT IPOBOAUTH PETyJSPHBIH KOHTPOJb
KOHLIEHTPALIMH JINTUS B IU1a3Me KpoBHU (cM. pazzaen 4.4).
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 14.05.2026 N= 5605

CNEOOBATENBEHOCTL 0007)

o (TI0K
CoBMecTHOE IIPUMCHCHHC, KOTOPOE TD66V6T 0c000¥ ¢ CTODO)KHIJCT

T'unoenuxemuueckue cpedcmea (UHCYIUH, Uno2IuKeMudecKue cpedcmasa OJisi npuema 6Hympb)

[To pesynpTaTaM SMHUIEMUOJOTHYECKUX HCCICIOBAaHUN NpuMeHeHne uHruoutopoB AIID moxer
YCHJIMBATh THIOTIMKEMUYECKUH 3PPEKT MHCYIMHA U THUMOTIMKEMHYECKUX CPEACTB U MpueMa
BHYTpPb BIUIOTH J0 pa3BUTHs runorivkemud. Kak mpaBuio, 5To HaOMr0IaeTcsl B MEpBbie HEAETH
MIPOBEICHUS] OJTHOBPEMEHHOU TEeparuy 1 y MalMeHTOB ¢ HapyIIeHHeM (QYHKIIUU TTOYEK.

baknoghen

YcunuBaer — aHTHUrunepTeH3uBHbIH  3ddexr unrudburopoB AllD. Crnenyer TIATETBHO
KOHTpPOJIUpOBaTh ypoBeHb AJ[ u, B ciay4ae HEOOXOIMMOCTH, KOPPEKTHPOBATh IO3UPOBKY
THIIOTEH3UBHBIX IPEnapaToB.

Kanuiinecoepeearowue ouypemuxu

VY MmanueHToB, MOMYYaIONNX TUYPETUKHA, OCOOSHHO BBIBOJISIINE KUIKOCTh U (WJIM) COJIH, B HA4aJle
tepanuu UHruOUTOpoM AIID Moxker HabOmrOAaThCs upe3MepHoe cHukeHue AJl, puck pa3BUTUA
KOTOPOTO0 MOXHO YMEHBIIUTH ITyTEM OTMEHBI AUYPETHYECKOTO CPEJCTBA, BOCIOJHEHUEM MOTEPU
KUJAKOCTH WJIM COJIeW Tepel HadajaoM Tepamnuu TMEePUHAONPUIIOM, a TaKke Ha3HauYeHUEeM
MEPUHONPHUIIA B HU3KOM J103€ C JAIbHEHIIINM MOCTEIICHHBIM €€ YBEJIMUYCHUEM.

IIpu apTepuanbHON I'MIIEPTEH3UU y MALMEHTOB, MOIYYAOUMX JUYPETUKH, OCOOEHHO BBIBOJAIINE
KHUAKOCTh U (WJIM) COJM, OTUYPETUKU JOJDKHBI OBITh JIMOO OTMEHEHbI J0 Hayaja NPUMEHEHUS
uHruouropa AII® (npu sToM KanuiiHecOeperaroummil AUYpeTUK MOXXET ObITh I037HEE BHOBb
HazHaueH), aubo wHrnOmTOop AIID nomkeH OBITh HAa3HAYCH B HHU3KOM J103€ C JajbHEHIINM
IIOCTEIICHHBIM €€ YBEJINYCHHUEM.

[Ipu npumenenun nuypetukoB B ciiydae XCH unrudurop AII® nomkeH ObITh Ha3HAuY€H B OYEHBb
HU3KOM 03¢, BO3MOXHO, TIIOCII€ YMEHBUICHUSA JO03bl IPUMEHAEMOIO0  OJHOBPEMEHHO
KaJIMiHecOeperaroIero ANy peTuKa.

Bo Bcex ciywasx ¢QyHKUus modek (KOHLEHTpalMs KpeaTHMHHWHA B IUIa3M€ KPOBH) JOJDKHA
KOHTPOJIMPOBATHCS B MIEPBbIE HEJEIN TPUMEHEHUsI UHTHOUTOpOB AlID.

Kanuiicbepezarowue ouypemuxu (3niepeHoH, CHUPOHOIAKMOH)

[IpumeHeHue s1IepeHOHa WM CIIMPOHOJIAKTOHA B 103aX OT 12,5 Mr 10 50 Mr B CyTKH M HU3KHUX J103
uHruouropoB AIID: npu Tepanuu cepaeuHoit Hegoctarounoctu [I-1V ¢pyHkIMOHaNBEHOTO KITacca o
kmaccupukanmn  NYHA ¢ ¢paknmedn  BeiOpoca JsieBoro kemymouka <40 % wum  panee
npuMeHsBIIMMUCS nHruouTopamu AIID u «reTneBbIMU» AMYPETUKAMU, CYIIECTBYET PUCK Pa3BUTHUS
rUNepKaTueMuu (C BO3MOMKHBIM JIETAJIbHBIM MCXOJIOM), OCOOEHHO B cilyyae HECOOJII0JIeHUs
pPEKOMEHAALUN OTHOCUTEIBHO 3TOM KOMOMHAIIMY [TPETIapaToB.

[lepen mpuMeHeHHEM JaHHONW KOMOMHALIMY JIEKApCTBEHHBIX MIPENapaToB, HEOOXOUMO YO IUThHCS B
OTCYTCTBUH TUMEPKATUEMUH U HApYIIEHUH (PYHKIIMU TOYEK.

PexoMenayercst peryyisipHO KOHTPOJIMPOBATh KOHIIEHTPALIMIO KPEATHHUHA U COAEpKaHUE Kalus B
KPOBH: €KEHENIEIIbHO B IIEPBBIN MECSL] JICUEHUS U €KEMECAYHO B MOCIEAYIOLIEM.

HIIBII, sxnrouas évlcokue 003bl ayemuacaluyunosol kuciomol (= 3 o/cym)

CoBmectHoe mpumenenue uHruouropos AIID c HIIBII (anermicanuuuiaoBas KHCIOTa B J103€,
OKa3bIBaIOIIEH MPOTUBOBOCTIATUTENLHOE NEHCTBUE, MHIMOUTOPHI HuKiIookcureHaspl-2 (LOI-2) u
HecenekTuBHble HIIBII), MokeT mNpuBeCTHM K CHIKEHHMIO AHTUTUIIEPTEH3UBHOIO JeHCTBUS
unruoutopoB AIID. CoBmectHoe npuMeHeHne HHrHOUTOpoB AIID u HIIBII MoxeT nmpuBOIUTE K
yXYyIIIeHUI0 (YHKLIMHU Touek, BKimrouas pa3zutue OITH, m yBenuyeHuro cojepkaHus Kauus B
CBIBOPOTKE KPOBH, OCOOEHHO y MAllMEHTOB CO CHI)KEHHOH /10 Havasna jeueHus QyHKIueH moyex.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 14.05.2026 N= 3605

CnenyeT cobI01aTh OCTOPOKHOCTS ITPU Ha3HAUYEHUH JJaHHOM e T T N HTPAN

IMOXHUJIOro BO3pacTta. IlammenTsl  GOJLKHEL nojiy4yarb QaACKBATHOC KOJHUYCCTBO JKHUIAKOCTH,
PEKOMCHAYETCA THIATCIbHO KOHTPOJIMUPOBATH (bYHKI_[I/II-O IMIOYCK KaK B Ha4daJI€, TaK W B IIPOLIECCE
JICUCHHUA.

Payexaoompun

N3BectHo, uyto wuHTHOUTOpPH AII® (Hanmpumep, NEPUHIONPUI) MOTYT BBHI3BIBATH PA3BUTHE
AHTMOHEBPOTHYECKOTO0 OTEKa. PUCK €ro pasBUTHS MOXKET OBITh IOBBIINICH IPH COBMECTHOM
MPUMEHEHHUHU C PAIEKaJOTPIIIOM (MHTHOUTOp dHKE(DATHHA3ZBI, TIPUMEHSIEMBIH IS JICUCHUSI OCTPOU
JTUApen ).

Hueubumopor mTOR (muwienu panamuyuna MaeKonumarowux) (Hanpumep, CUpoauUMyc, 36epOoauUMyc,
MemMcupoIuMyc)

IIpu coBmecTHOM mnpumeHeHuu c¢ wuHruoOuropamu mMTOR moBBIIAETCS PUCK  Pa3BHTHUSA
aHTMOHEBPOTUYECKOro OTeKa (cM. paznen 4.4).

Pexombunanmmuvie mxkanegvle akmusamopul niazmunozena (rtPA, armennasa)

[TaruenTsl, nonyvaromue uHruouTopsl AII® u antemnazy s TPOMOOTUTHUECKON Tepamnuu mpu
OCTPOM UILIEMHUYECKOM HHCYJIBTE, MOT'YT UMETh MOBBIIICHHBIA PUCK PA3BUTHS aHTHOHEBPOTUYECKOTO
oTeKa.

CoBMECTHOE IPUMEHEHME, KOTOPOE TPEOYET OnpecICHHON OCTOPOKHOCTH

T'unomensuesHuoie npenapamol u 6a300uﬂamam0pbl

AHTHTHUTIIEpTEH3UBHBIH 3 (eKT mnepuHIoNpHiIa MOXKET YCHIUBAThCA TIPH OJHOBPEMEHHOM
IIPUMEHEHHUH C APYTMMU I'MIIOTEH3UBHBIMU, COCY IOPACILIUPSAIOIIMMU CPEACTBAMU, BKIIKOYasi HUTPATBI
KOPOTKOTO ¥ IIPOJIOHTMPOBAHHOTO IEUCTBUS.

I nunmunwi (ﬂuHaa/mnmuH, cakcaziunmur, cumaciunmun, 6uﬂda2ﬂunmuH)

CoBMecTHOe mnpuMeHeHHe ¢ uHruouropamu All® MokeT NOBBIIATH PUCK PA3ZBUTHSA
AHTMOHEBPOTHUYECKOT0 OTEKa BCJIEJCTBHE CHUKEHMS akTUBHOCTH aunentuauianentuaassi-4 (AII1-
IV) non neiicTBueM riunTuHa.

Tpuyuxnuueckue anmuoenpeccanmol, AHMUNCUXOMUYECKUE CPeOCmEa (HetpoienmuKi) u cpeocmaed
0715 0bwell anecme3uu

CoBMectHOe TmpuMeHeHne ¢ uHruoutopamu AllD MoxeT MNPUBOAUTH K  YCHICHHUIO
AQHTUTHUIIEPTEH3UBHOTO JIEHCTBUA (CM. pazzen 4.4).

Cumnamomumemuxu
MoryT yMeHbIIaTh aHTUTUIIEPTEH3UBHBIN 3¢ ekt nHrnoutopon AIlD.
IIpenapamul 3010ma

[Tpu npumenennn uHru6uTOpoB AII®D, B TOM YKCIe NEpUHAONPUIIA, y TAUEHTOB, MOIYYaloIiX B/B
mpenapar 30j10Ta (HaTpus aypoTHOMajaT), B pEAKHX CiIydasx cooOLIaJock O pa3BUTHU
HUTPUTOUIHBIX PEAKIMH — CUMITOMOKOMIUIEKCE, BKIIIOUAIOLIEM B C€0sl TUIEPEMHUIO KOXKH JIMIIA,
TOILHOTY, PBOTY, ApTEPUAIbHYIO THUIIOTEH3UIO.

4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTDH M JTAKTALUSA

bepemeHHOCTD

[lepuHonpua NPOTUBOIIOKA3aH K IPUMEHEHUIO NTPU OepeMeHHOCTH (cM. pasnen 4.3). B Hacrosmmii
MOMEHT HET HEONPOBEPKUMBIX SMUJIEMHOIOTMYECKUX JaHHBIX O TEPATOr€HHOM PHUCKE IIPU IpUeMe
narunouTopoB AII® B mepBom TpumecTpe 6epemMeHHOCTH. OTHAKO HEb3s1 HCKIIOYUTh HEOOBIIOE
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

OepeMeHHOCTH, eciiu Tepanusi HruouTopoM AIID cuuTaercss HEOOXOIUMOM, CIEeIyeT MePeUTH Ha
NPUMEHEHHE JPYTrUX AaHTUTHIIEPTEH3UBHBIX IPEMapaToB C YCTAHOBICHHBIM MpoduieM
0€30MMacHOCTH sl IPUMEHEHHsSI BO BpeMs OepeMeHHocTH. [Ipu AnarHocTupoBaHHON OepeMEHHOCTH
CllelyeT HEMEJICHHO NpPEKpaTHTh MpHUEeM Tpenapara H, NpH HEOOXOAMMOCTH, HA3HAYUTH
ATBTEPHATHBHYIO TEPAITHIO.

N3BectHO, uTO BO3zaciicTBue mHrHOMTOpoB AII® Ha muox Bo II u III TpumecTpax GepeMeHHOCTH
MOJXKET MPUBOJHUTH K HAPYIICHUIO €0 pa3BUTHS (CHIKEHHWE (PYHKIIMH TOYEK, OJIMTOTHUAPAMHHUOH,
3aMe]IeHne Occu(UKAIMK KOCTEH ueperna) U pa3BUTHIO OCJIOKHEHUH Y HOBOPOKJIEHHOTO (TI0YeyHast
HEJIOCTaTOYHOCTbh, ApTepUaAIbHAS TUIIOTEH3HS, TUIIEPKATIUEMHUS ).

Ecim manmenTtka momydana wHruOutopel AII® Bo II wmm III Tpumectpe OepemMeHHOCTH,
PEKOMEHAYETCS IPOBECTH YIIbTPa3BYKOBOE 00CIIEI0BaHIE HOBOPOKICHHOTO AJISl OLICHKH COCTOSIHUS
KocTeil uepena u GyHKIUU TOYEK.

HoBopoxxaennsie, ubu MaTepu noisiydanu uHruoutropsl AIID Bo Bpemsi OEpeMEHHOCTH, JOJKHbI
HAaXOAUTBCSA TMMOJ HAONIOACHHEM U3-32 PUCKA PAa3BUTHS apTEPUAJbHONW THIOTCH3UU (CM.
paznens 4.3, 4.4).

JlakTanus

BenenctBue oTcyTCTBHS MH(QOpPMALMK O TPUMEHEHUH NEPUHIONPHIA B TEPHOA TPYIHOTO
BCKapMJIMBaHU, €r0 IIPUEM HE peKOMeHyeTcs. [IpeanouTuTenbHo NpUMEHATh IpYTUe IIpernapaTsl
c Oonee u3y4eHHBIM NpoduiieM 0€30MacCHOCTH B MEPUOJ] TPYAHOTO BCKapMIIMBAHU, OCOOEHHO IIPU
BCKapMJIMBaHUHU HOBOPOKJICHHBIX, B TOM YHCJIE HEJOHOUICHHBIX IETEH.

DepTIbHOCTD

Bnusxue Ha PCIIPOAYKTUBHYIO (1)YHKHI/IIO 50048 (bepTI/IJ'IbHOCTL HC YCTaHOBJICHO.

4.7. BiusiHue Ha CHOCOOHOCTH YHOpaBJsATh TPAHCHOPTHBIMHU CpPEACTBAMHM H paﬁoTaTb C
MEXaHU3MaMHU

[Ipenapar Ilepunponpun cieayeT ¢ OCTOPOXHOCTHIO MPUMEHSTh MAlMEHTaM, YIPaBJISIOMIUM
TPAHCIIOPTHBIMU CPEJICTBAMHU U PaOOTAIONINM C MEXaHH3MaMH, a TaK)Ke 3aHMMAIOIIUMCS BUAaMU
NEeSATETLHOCTH, TPEOYIOIIMMU TOBBIIIEHHON KOHIIEHTPAIIMU BHUMAaHUS U OBICTPON PEaKIINH, B CBSI3H
C PUCKOM pPa3BUTHUS apTEPUATBHONW TMIIOTEH3UU U TOJIOBOKPYKEHHUS.

4.8. HexkesaTeibHbIE peakuu

Pesrome npoduiist 0e300acHOCTH

[Ipoduns Ge30macHOCTH MEPUHIOTPUIIA COOTBETCTBYET MPOGUII0 0€30MacHOCTH HHTHUOUTOPOB
AIl®. Haubonee uvacteie HP mpu mpueme mnepunaonpuia, OTMEUEHHBIE B XOJi€ IPOBEICHHUS
KJIIMHUYECKUX MCCIIEI0BaHUM: FOJIOBOKPYKEHHE, FOJIOBHAs 00J1b, MapecTe3usi, BEPTUT0, HAPYIICHUS
3peHMsl, 3BOH B yIlIaX, apTepualibHasi THIOTEH3U, Kalllelb, O/bIIIKa, 00JIb B )KUBOTE, 3a10p, AUAPEs,
HapylIeHHe BKyca, AUCTIETICUs, TOIIHOTA, PBOTA, KOXKHBIH 3y, KOKHAs ChIIb, CIIa3M MBIIII], aCTEHHUS.

Tabnuunoe pe3roMe HeXKellaTelIbHbIX peaKIIni

[lepeuncnennsie HUke HP oTMedeHs! pu npoBeieHnn KIMHUYECKUX UCCIeI0BaHUM U (WIIK) B X0/1e
IIOCTPETUCTPALMOHHOIO IPUMEHEHUS TIEPUHAOIIPIIIA.

Yacrora HP npuBenena B Bujie cneayromen rpagannm:
oueHsb vacto (> 1/10);

gacto (> 1/100, Ho < 1/10);
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(NOCNEOQCBATENEHOCTE 0007)

Heuacto (> 1/1 000, Ho < 1/100);
penko (= 1/10 000, Ho < 1/1 000);
oudeHb peako (< 1/10 000);

qacToTa HCM3BCCTHA (Ha OCHOBAHHMH UMCHOIIUXCA JaHHBIX OICHUTD HGBOSMO)KHO).

HP CTpyHIIupOBaHbl B COOTBETCTBHH C IMOPAAKOM Ha OCHOBAHHUHU CHUCTEMHO-OPIaHHBIX KJIaCCOB

(COK).
CucreMHO-OpraHHbIil KJacce HexenatenbHasi peakuust Yacrora
Hapymenust co ctopoHbl KpoBH U Do3uHOPUITHS Heuwacro*

TuM(baTUIECKON CUCTEMBI

ATrpaHyJIOIUTO3 WU
MaHIUTOICHUS

Ouenb penko

CHixeHue reMorjao0uHa u
reMaToKpuTa

OueHb penko

JletikoreHus/HEUTpOTICHUS

OueHb penko

I'emonuTHueckas aneMus y
MALMEHTOB C BPOXKIECHHOM
HEJO0CTAaTOYHOCTHIO TITFOK030-6-

OueHb penko

docdarmernaporeHassl

TpomOouuToneHus OueHb penko
Hapymenust merabonusma u ['unornukemus (cm. pazzaenst 4.4, Heuacto*
UTaHUS 4.5)

['unepkanuemusi, oopatumast nocie | Heuacto™*

OTMEHBI Mpernapara

(cM. pazgaen 4.4)

I'unonarpuemMus Heuacto*
[Icnxnyeckue HapylIeHHUs JlabunpHOCTH HACTPOEHUS Heuacto

Hapyuienue cHa Heuwacto

Henpeccus Heuwacto
Hapymennst co croponsl HepBHOU | ['0s10BOKpYKEHHME Yacro
CHCTEMB ["ostoBHast 60716 Yacro

[Tapecre3ust Yacto

ConnuBocTh Heuacto*

OOMOpPOYHBIE COCTOSTHUS HeuacTto*

CnyTaHHOCTb CO3HAHHUS

OueHb penko

Hapymienust co cTopoHbl oprasa Hapymenue 3penus Yacro
3peHus

Hapyienue co cTopoHsl oprana Bepruro Yacro
CIyXa i 1abnpuHTa 3BOH B yIIax Yacto
Hapymienust co cTopoHsI cepana Omymenue cepaeOueHus Heuacto*
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Crenokapaus (cM. pazaen 4.4)

Ouenb penko

Aputmus

Ouensb penko

NudapkTr wMuokapma, BO3MOXKHO,
BCJICACTBHE HU30BITOYHOTO
cHibkeHus A/l y mnamueHToB u3
TPYIIIBI BBICOKOI'O pucka
(cm. paznen 4.4)

Ouenb penko

Hapy1enust co cTopoHbI COCy10B

ApTtepuanbHasi THIIOTEH3US
(n306bITOUHOE CHIDKEeHHE AJ]) 1
CBSI3aHHBIE C 3TUM CUMITOMBI

Yacto

Backynur

Heuacro*

HHuCcynbT, BO3SMOXKHO, BCIIEICTBHE
ype3MepHoro cHrkenus AJly
MAIMEHTOB U3 IPYIIIBI BEICOKOTO
pucka (cM. pazzuen 4.4)

OueHb penko

[Tpunussl Penxo
Cunnpom Peiino Yacrora
HEU3BECTHA
Hapymenust co ctopoHbl Kamens Yacro
BIXaTEJIBHON CHUCTEMBI, OPTraHOB
- . » OP Opplka Yacto
TPYZAHOM KJIETKU U CPETOCTEHUS
bponxocnasm Heuacto

Do3uHoUIbHAS] THEBMOHUS

Ouens penko

Hapymenus co ctopoHnsl
YKEJTyJOYHO-KUIIIEYHOI O TPaKTa

Punut Ouens penko
bonb B xuBOTE Yacro

3amnop Yacro
Hwnapes Yacro
Jucres3us (paccTpoiicTBO BKyca) Yacro
Hucnencus Yacto
TomHoTa Yacro

PBota Yacro
CyXocCTh CIU3UCTON 000J0YKH Heuacto

IMOJIOCTH pTa

[Tankpeatur

Ouens penko

Hap}/I_HCHI/ISI CO CTOPOHBI IICUYCHU U
KEITYCBBIBOOAIINX HYTCI\/’I

[MuTonuTrueckuii nmu
XO0JIECTAaTUUECKHUM TeIaTUuT
(cm. paznen 4.4)

Ouensb penko

Hapymenust co cToOpoHbI KOXKHU U
MOJAKOKHBIX TKaHEU

KoxHbrit 3y

Yacto

KoxHas ceinb

Yacto
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

* OHeHKa YHYaCTOTHI HP, BBIAABJICHHBIX IIO CIIOHTAaHHBIM COO6HIGHI/I5[M, IMpoBE€ACHAa Ha OCHOBAaHWH

AAHHBIX PE3YJILTATOB KIMHUYCCKUX HCCIIEIOBaHUIA.

CooOm1anoch 0 pa3BUTHH CHHIPOMA HEaIeKBaTHON CEKPEeLMH aHTHANYPETUYECKOTO TOPMOHA
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ot 14.05.2026 N= 3605
|-l_|l_|.-:_ll__|l::l_ "FI_HI.IIIT‘:I:-'F_ IFi:':I"T'I
Kpanusuuma (&, paznelr 4.4) "=~ Hegadig == "= U
AHrvoHeBpoTudeckuii orek Jnuua, | Heuacro
KOHEYHOCTEeH, Ty0, CIHM3UCTBIX
000JI04eK,  sI3bIKa,  T'OJIOCOBBIX
CKJIIAJIOK W  (WIu)  TOpTaHU
(cm. paznen 4.4)
Peaxiust OTOUYBCTBUTENEHOCTH Heuacto*
[Temdurons Heuacro*
[ToBbIIIEHHOE TOTOOTACICHUE Heuacro
OOGocTpenue rncopuasa Penko*
MmuorodopmHas spuTema Ouenb penko
Hapymenust co ctopoHbl MBI1euHbIe CrIa3Mbl Yacro
MBILIEYHON, KOCTHOH U *
. Aprtpanrus Heuacto
COCJIMHUTEIILHON TKaHU
Mpuasrus Heuacto*
Hapyiienus co cTopoHbI HOYEK U [ToyeuHas HETOCTATOYHOCTh Heuacto
MOYEBBIBOJISIIMNX ITyTEHU
JULT, Y Ocrtpas noueyHas Penxo
HegoctatoyHocTh (OITH)
Onurypus/anypus Penko
Hapymenust co croponbl DpekTuiabHas TUCHYHKIUS Heuacto
pPEnpOyKTUBHOU CUCTEMBI U
MOJIOYHBIX JKEJIE3
OO01re HapyIIeHUS U PEaKINH B Actenus Yacro
MeCTe BBEACHUS = *
bonb B rpyaHOM KileTKe Heuacto
Henomoranue Heuacto*
[Tepudepuyeckue otexu Heuacro*
JIuxopanka Heuacto*
JIaGopaTtopHbie U [ToBbIIEHHAs KOHLEHTpAIUs Heuwacro*
WHCTPYMEHTAIbHBIC JAHHBIE MOYEBHUHBI B TJIa3Me€ KPOBHU
[ToBbIIIEHHAs KOHIEHTpAIUs Heuwacro*
KpeaTHHHMHA B IJIa3Me KPOBH
[ToBbIIIEHHAs KOHIEHTpAIUs Penko
OmMpyOnHa B TUIa3Me KPOBHU
IToBblIlIEHHAs aKTUBHOCTh Penxo
«TIEYEHOYHBIX» (DEPMEHTOB B
1J1a3Me KpOBH
TpaBMbl, THTOKCUKALUN U [Tanenue Heuacro*
OCJIOKHEHUSI TTPOLIEIYP




COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 14.05.2026 N= 5605

(CHC AJIT") mpu cOBMECTHOM NMTPUMEHEHHUH C IPYTUM HHrH6I/{Jr-J)Ir_)Ia:1\7[-1I/1E£I§(%'“6ﬁ8 IEA&&"HE:!'IJC%}E

BO3HUKHOBEHHUSI OTHOCUTCS K OYEHb PEIAKUM, HO BO3MOXHBIM OCIIO)KHEHHSIM, OOYCIIOBICHHBIM
Tepanueld naruouTopamu AIID, BKIIrOYas mepruHIOTIPHIL.

HP, ommeuennvie 6 KiuHU4eCKUX UCCIEe008AHUSIX

B knuHHMYeckoM HcciieoBaHUU MPOBOAMIACH peructpaius Tojbko cepbe3ubix HP. Cepbesnbie HP
OBLTH OTMEUEHBI y TAIIUEHTOB B TPYIIIE MEPUHAONPIIIA U y TTAIUEHTOB B TpyIIe miane6o. B rpymnme
MIEPUHJIONPUIIA y TAIMeHTOB ObLIO OTMEUYEHO BBIpRXKEHHOE CHMKeHHE AJl, aHTMOHEBPOTUYECKUI
OTEK, BHE3alHasi OCTaHOBKa cepjiia. Yactora OTMEHbI IEPUHAOINPHUIIA U3-3a KaIllisi, BHIPAXKEHHOTO
cHIKeHHsI AJ] niaM Ipyrux ciydaeB HENepeHOCHMOCTH ObLla BbIIIE B TPYIIE NEPUHAONPUIIA T10
CpPaBHEHUIO C IPYIION 11areoo.

COO6H_I€HI/IG 0 IMOA03PEBACMBIX HEKECIATCIIbHBIX PCAKIINAX

BaxHo cooOmiate 0 mogo3peBaeMbIX HEKENATENbHBIX PEAKLIUAX MOCIEe PETUCTPAlMH Mperapara ¢
1LeJIbI0 00eCTIeYeHNs HENPEPhIBHOIO MOHUTOPUHIA COOTHOLLIEHUS «I10J1b3a — PUCK» JIEKAPCTBEHHOTO
npenapara. MeIuIMHCKIM paOOTHHKAM PEKOMEHIYETCs COOoOIaTh O JIOOBIX IMOA03PEBAEMBIX
HE)XEeJIaTeIbHbIX PEaKIMAX JEKAPCTBEHHOr0 Mpernapara yepe3 HalluOHAIbHbIE CUCTEMbI COOOIICHNUS
0 HEXeJIaTeNbHbIX PeaKlUsiX rocyJapcTB — WieHOB EBpa3uiickoro 3kOHOMH4ECKOIro COr03a.

Poccuiickas denepanus.

denepanbHas ciryk0a 1o HaA30py B cdepe 3ApaBOOXPAHEHUSI.

Anpec: 109012, r. MockBa, CnaBstHcKast 1iomaisp, a. 4, ctp. 1.

Tenedon: +7 800 550 99 03

DnektponHas mouta: pharm@roszdravnadzor.gov.ru uinu Npr@roszdravnadzor.gov.ru

Caiit B MH(}OPMaLMOHHO-TEIEKOMMYHHUKAIITMOHHOMN CeTH «HTepHe™:!
https://www.roszdravnadzor.gov.ru/

4.9. llepeno3upoBka

JlaHHBIE O IEpPEIO3UPOBKE MperapaTa OrpaHUUYCHBI.
CHUMIITOMBI

BripaxkenHoe cHmwkenue AJl, 1mIOK, HapylIeHHE BOJHO-3JIEKTPOJIMTHOrO OajiaHca, IOYedHas
HEJ0CTaTOYHOCTh, TUNEPBEHTUJISILUS, TaxWKapAus, OIIYyIIeHHWEe cepAueOueHus, Opaaukapaus,
TOJIOBOKPY>KEHHUE, OECITOKOWCTBO, KaIlleb.

Jleuenue

Mepbl HEOTJIIOKHOW IMOMOILIM CBOIATCS K BBIBEAEHUIO IpEnapara M3 OpraHu3Ma: IPOMBIBAHHIO
XKelmyaka u (W) TpHEeMy aKTHBUPOBAHHOTO YIS C TMOCIEIYIONAM BOCCTAHOBJICHHEM BOIHO-
ANEKTPOJIUTHOTO OanaHca.

[Ipu BbIpakeHHOM CHMKEeHUU AJl cremyeT rnepeBecTH MaleHTa B MOJO0XKEHHE «JIeka» Ha CIHHE C
npunoaHATeHIMU Horamu. [Ipu HeoOxoaumoctu crneayet B/B BBectu 0,9 % pacTBOp HATpHs XJIOPUAA.
[Ipn HeoOX0aUMOCTH MOXHO B/B BBECTH pacTBOp KaTexojsaMuHOB. Ilepunionpunar, akTHUBHBIN
MeTa0OJIUT MEPUHJIONPHIIA, MOXKET ObITh yJalleH M3 opraHuzMa mytem auanusa. [Ipu passutun
YCTOMYHMBOU K Tepanuu Opaaukapauu MOXET noTpedoBaTbCs MMILIAHTalUs
AJIEKTPOKAPANOCTUMYIIATOpa. HeoOXoIuMo MOCTOSIHHO KOHTPOJIMPOBATH MOKAa3aTeIH OCHOBHBIX
KU3HEHHBIX (YHKIMHA OpraHu3Ma, KOHUEHTPALUI0 KpeaTMHWHAa M COJEp)KaHHE DJIEKTPOJIUTOB B
CBIBOPOTKE KPOBH.

5. PAPMAKOJIOTHYECKHUE CBOVCTBA
18



ot 14.05.2026 N= 3605

(MOCNEQOBATENEHOCTE 0007)

5.1. @apmakoauHaMHuYecKHe CBOiiCTBa

COOTBETCTBYET ZKCNEPTHOMY OTUETY

dapMakoTepareBTUYECKas TPyIIa: CPEACTBA, NISHCTBYIONINE HA PCHUH-aHTHOTEH3UNHOBYO CUCTEMY
WHTUOUTOPHI aHTHOTEH3UHMpeBpamatomero Gepmenta (AIID)

Kox ATX: CO9AA04

MexaausM aeiictBus U hapMakoauHaMudeckue 3O GHEKTHI

[epunponpun npeacrasisietr codoit uuruduTop AIld — dpepmenTa, mpeBpaIaoIEro aHrnOTeH3uH |
B anruoteHsuH II. AII® (kuHWHA3a) SBISICTCS SK30IENTHIA30M, KOTOpas OCYIIECTBISECT Kak
IIpEBpaAllCHUE aHTHOTEH3HHA | B cocyj0CyKUBaroLIee BEIIECTBO aHrMOTeH3UH 11, Tak 1 pa3pyiieHue
OpasiMKMHUHA, 00J1aJal0IIEro COCYJ0PACIIMPAIONIMM JeHCTBUEM, 10 HEAKTUBHOTO reNTanenTua.

[lonaBnenune AII® npuBOIUT K CHI)KEHUIO COJAEp)KaHUs aHruoreHsuHa Il B 1uiasme KpoBu, B
pe3yJbTaTe 4Yero IMOBBIIAETCS AKTUBHOCTh PEHMHAa B IUIA3M€ KPOBU (BCJIEICTBHE YTHETEHUS
OTpHULIATENILHOM 0OpaTHOM CBSA3M, KOTOpas MPENSTCTBYET BHICBOOOXK/IEHUIO PEHUHA) U CHHUKAETCS
CEKpeLMsl alIbJOCTEPOHA.

[Tockonbky AIID wHakTHBHpYET OpaauKUHUH, TonaBieHue AIID conpoBokmaeTcs MOBBIICHUEM
AKTUBHOCTH KAaK LUPKYJIUPYIOIIEH, TAK U TKAHEBOW KAJUIMKPEUH-KMHUHOBOW CUCTEMBI, IIPH 3TOM
TAaK)K€ AaKTUBHUpYETCS cucTeMa mpocrariaHauHoB. [lepunpmonpun  ymeHbinaer — oOmiee
nepudepuyeckoe cocyauctoe conpotusienue (OIICC), yto npuBoauT Kk cHkeHuto AJl, npu 3ToM
nepudepuyecKrii KPOBOTOK yCKOpsieTcst 03 M3MEHEHHsI 4acTOThI cepednbix cokpamenuii (HCC).

[lepuHOONPHI OKAa3bIBACT TEPANEBTHYECKOE [CUCTBHE Oiarojapsi akTUBHOMY MeETabOIUTy
nepuHaonpwiIaty. Jpyrue MetaGoiMuThl He OKa3bIBAIOT MHTMOUPYIOMIETO JCHCTBHS B OTHOIICHUU
ATI® B ycmoBusx in Vvitro.

Kimmanueckas 3bdhekTUBHOCTE U 0€30IIaCHOCTD

Apmepuanvuas cunepmensus
[Mepungonpun 3¢ HeKTUBEH B Tepanuu apTepUaIbHON TUIIEPTEH3UH JIFOOOW CTENIEHHU TSKECTH.

Ha (I)OHG MNPUMCHCHUA TICPUHAONPUIA OTMCYACTCA CHUKCHHUEC KaK CHCTOJIMYECKOTIO, TaK H
JUAaCTOJIHYCCKOT'O AI[ B ITOJIOKCHHUHU ITAIIHUCHTA <JICKa» U «CTOA».

Kax MMpaBuJIO, ICPUHAOIIPUITT NPUBOAUT K YBCIMYCHUIO MTOYCUYHOTO KPOBOTOKA, CKd IIpu 3TOM HE
U3MCHSACTCA.

AHTUTUIIEPTEH3UBHOE [JIEHCTBUE IIpenapara JOCTUIaeT MakcuMyma uepe3 4—6 vacoB Iocie
OJIHOKPAaTHOT'O MpHeMa BHYTPb U coXpaHsieTcs B TeueHue 24 yacos. Yepe3 24 yaca mocie npuema
BHYTpb HaOoqaeTcs BelpaskeHHoe (rmopsaka 87—100 %) ocrarounoe unruo6uposanue AIlO.

[IpexpaiieHue Je4eHUsT HE COMPOBOXKAAECTCA Pa3BUTUEM CHHAPOMA «OTMEHbD». l[lepuuaomnpui
OKa3bIBaeT COCYAOpACIHIMpPSIONIee JEHCTBHE, CIIOCOOCTBYET BOCCTAHOBJICHHMIO 3JIACTHYHOCTH
KPYHHBIX apTepuil U CTPYKTYpbl COCYIUCTOH CTEHKH MEJKHUX apTepui, a Takke yMEHbIIaeT
TUIEePTPO(DHUIO JTEBOTO JKEITyT0UKA.

OnHOBpEeMEHHOE  NpPUMEHEHHE  THUA3UIHBIX  JUYPETUKOB  YCHWJIMBAE€T  BBIPAXKEHHOCTh
aHTUTHIIEPTEeH3UBHOTO 3(pdexra. Kpome sToro, komOuHuposanue unruouropa All® u tnazuanoro
IUYpeTHKa TaKKe MPUBOAMT K CHIKEHUIO PUCKA DPAa3BUTHS TUNOKAIMEMUU Ha (OHE Ipuema
JNYPETUKOB.

Cepoeunas nedocmamo4Hocms
[Tepurnonpun HOpManu3yeT paboTy cep/la, CHIKas MpeIHarpy3Ky U MOCTHArpy3Ky.

VYV mnamuentoB ¢ XCH, momy4yaBmuxX TEpUHAONPHUI, OBUIO BBISIBICHO CHIDKCHHE JaBIICHUS
HaIIOJIHEHUS B JIEBOM M IPABOM JKelnyJoukax cepaua, cHmxeHue OIICC, nosblieHne cepaeuHoro
BBIOpOCA U YBEJIMUCHHUE CEPICYHOTO MHJICKCA.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 14.05.2026 N= 5605

HccnenoBanne mepuHIONpPUIA 10 CPaBHEHHIO C IUIALIE00 n&%éﬂ?%&#’ﬁ;@%ﬁ%lgﬂ 'lTOI'(ID—J:IIe

neporo mnpuema mnepuHgonpuina y namueHtoB ¢ XCH (II-III ¢yHkunoHanmpHBIH Kiacc MO
kiaccuukanmmn NYHA) cTaTUCTHYECKH JIOCTOBEPHO HE OTIMYAINCh OT u3MeHeHud All,
HaOJI0AaBIINXCS TIOCIIE IpreMa 11aneoo.

Llepebposackynapusie 3ab01e8anus

[Ipu mpueme nepuHAONpUIA TPETOyTHWIAMHUHA B 103¢ 2—4 Mr/cyT (PKBHBaJEHTHO 2,5-5 wmr
NEePUHAONPUIIA AapTUHUHA WM IEPUHIONPHIIA TO3UIIATa) KaK B MOHOTEPAIIuH, TaK U B KOMOMHALIUU
C UHJAANAMUJOM, OJHOBPEMEHHO CO CTAHJIAPTHOM Tepanueld HHCyJIbTa W (WIM) apTepUalbHON
TUIEPTEH3UN WIH APYTUX INATOJIOIMYECKUX COCTOSHHMM y IalMEeHTOB, MMEIOLNIMX B aHaMHE3e
1epedpoBacKyIsIpHbIE 3a001€BaHus (MHCYJIBT WM TPAH3UTOPHYIO UIIEMHYECKYIO aTaKy) B TEUCHUE
HOCTEIHUX S5 JIeT, 3HAYUTEJIbHO CHIIKAETCS PUCK BO3HMKHOBEHHUS IOBTOPHOIO HMHCYNbTa (Kak
UIIEMHYECKON, TaK U TeMOpparudyeckoi Nnpupoibl). JlONOJIHUTENBHO CHHMXKAETCS PUCK pa3BUTUS
JETAIBHBIX WM INPUBOAAIIUX K WHBAJIUJHOCTH HHCYJIBTOB, OCHOBHBIX CEPIEYHO-COCYIUCTBIX
OCJIO)KHEHUH, BKIIOYas MH(PAPKT MUOKapAa (B TOM YHCIE C JICTAIBHBIM HCXOAOM), JIEMEHIIHH,
CBSI3aHHOM C MHCYJIbTOM, a TAK)KE CEPhE3HBIX YXYALICHUH KOTHUTUBHBIX (QYHKIUH.

JlaHHblE TEpaneBTUYECKUE MpPEeUMyLIecTBa HAOMIOJAIOTCS Kak y NAalMeHTOB C apTepuaibHOU
TUIEPTEH3UeN, TaK M IpU HOpMaabHOM A]Jl, He3aBUCMMO OT BO3pacTa, II0JIa, HAJW4Ms WU
OTCYTCTBHSI CaxapHOro AuadeTa U TUIIA UHCYJIbTA.

Cmaburvuas UBC

[Ipy npuMeHeHHH TEepHHIONpHIAa TpeTOyTHiIaMHHAa B J03¢ 8 Mr/cyT (9kBHBajeHTHO 10 wmr
NEepUHAONpUIA aprMHUHA WIM TEpPUHIONpUIA TO3WiIaTa) y MauueHToB co crabunbHOil MBC
OTMEYAeTCsl  CYIIECTBEHHOE  CHIDKEHHE  a0CONIIOTHOTO  PHCKAa  Pa3sBUTHA  OCIOXHEHUH,
IIPEYCMOTPEHHBIX OCHOBHBIM KpUTepueM 3PPEKTUBHOCTH (CMEPTHOCTh OT CEPAECYHO-COCYIUCTBIX
3a0oyieBaHnid, YacTora HedaTalbHOTO HH(papKTa MHOKapaa © (WIM) OCTAaHOBKH cepiama C
nociuenyomeil ycneuHoi peanumMarueit) Ha 1,9 %. YV mauueHToB, paHee mepeHeclInX HH(ApKT
MHUOKap/ia WIH MpoUeAypy KOpPOHAapHOW pPEBAacKyJsSpH3allud, CHUKEHHE aOCOJIOTHOIO pHUCKa
cocTaBuiIo 2,2 % IO CPaBHEHUIO C IPYNIOH mianeoo.

5.2. apmakoKUHeTHYECKHE CBOHCTBA

AbGcopbuus

[Ipn npueme BHYTPh NEPUHIONPHI OBICTPO BCACBIBAECTCA B IKEIYyAOYHO-KHIIEYHOM TpPAKTE,
MakcUMalibHasi KOHIeHTpauus B IuiazMe KpoBU (Cmax) mocturaercs uepe3 1 wyac. Ilepuon
MOJTyBBIBEIEHUS U3 T1a3Mbl KpoBH (T'2) mepunonpuia cocrapiuseT 1 yac.

bputo mokaszaHo, 4TO 3aBUCUMOCTb MEXAY 030 IEPUHAONPUIIAa U KOHLIEHTPALMENW €ro B IUIa3Me
KPOBHU UMEET JINHEMHBIN XapaKTep.

Pacnpenenenue

O0Bem pacripeieieHus: CBOOOTHOTO EPUH/IONIPHIIATAa COCTABISAET MPUOIN3UTENbHO 0,2 J1/KT.

CBs3b nepuHIONpUIIaTa ¢ OeIKaMH IUIa3Mbl KPOBH, TMaBHBIM o0pa3oM ¢ AII®D, coctasnser 20 % u
HOCHT JJ0303aBUCUMBIN XapaKTep.

Buorpanchopmariust

[lepunnonpun He obnagaer papmakosIornueckoil akTuBHOCTHIO. [Ipubnu3urensHo 27 % ot ol1iero
KOJINYECTBA IPUHITOTO BHYTPb NEPUHIONPHUIIA TTOMAaeT B KPOBOTOK B BHJI€ aKTUBHOT'O METa00IMTa
nepunonpuiarta. [lomumo nepuHmONpHIIaTa 00pa3yrOTCs eme 5 MeTa0oJIMTOB, HE 00JIaJaroINX
(bapMakoIoru4eckoil akTUBHOCTBIO. Cmax IEPUHOIIPUIIATA JOCTUTAETCs uepe3 3—4 yaca.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 14.05.2026 N= 5605

[IpreM MepHHIONPUIA BO BPeMsi HpHEMa MHIIH COMPOBOXKI T e

NEPUHAONpPUIA B TEPUHIONPHUIIAT, COOTBETCTBEHHO CHIDKACTCA €ro OMOJOCTYMHOCTh. [loaTomy
MEPUHJIONPUII ClIeAyeT MPUHUMATh OJJUH pa3 B CyTKH, YTPOM, Iepe MIPUEMOM IHUIIIH.

OnIUMUHALMS

[lepunnonpunar BBIBOAUTCS U3 opraHu3dMa mnoukamu. Koweunsiit T2 cBoOogHON (pakuun
COCTaBIISICT MPUOMU3UTENHHO 17 4YacoB, B pe3yjbTaTe PaBHOBECHOE COCTOSHHE TOCTUTACTCS B
TeueHue 4 CyTOK.

QOco0ble rpynisl MalueHToOB

BriBeneHne nepuHIonpuiiaTa 3aMeIJIeHo Y MalMEeHTOB MOXKUIOr0 BO3PACTa, a TAKXKE y MALIMEHTOB C
CEpACYHON M TOYEUHOW HEOCTATOYHOCTHIO.

Jlnanu3HbIi KIUPEHC MepUHI0NpHUIaTa cocTaBisieT 70 Mir/MuH.

VY nauueHToB ¢ LUPPO30M IIEUEHHU IEYEHOUHBIN KIMPEHC EPUHI0NpUIIa yMEHbIIaeTcs B 2 paza. Tem
HE MEHee, KOJIMYECTBO 00pa3yroIerocsi MEepUHIONPHIATa HE YMEHBIIACTCS, U KOPPEKIUH JI03bI
npemapara He Tpedyercs (cM. pasnensl 4.2, 4.4).

6. PAPMAIIEBTUUECKHUE CBOMCTBA
6.1. [lepeueHsb BcnoMoraTeIbHbIX BelIeCTB

Ilepungonpui, 4 mr, Ta0JIETKU

JlakTo3a Oe3BOHAs

KPEMHHS JUOKCHUI KOJUIOUAHBIN O€3BOIHBIM
IEJITI0JI03a MUKPOKPUCTAJUTHYECKAsT
MarHus creapar

Ilepuanonpui, 8 Mr, TaOJIETKH

JlakTo3a 6e3BoIHAs
KPEMHHS JTMOKCH/T KOJIJIOUTHBIN O€3BOHBIN
LIEJUIF0JI03a MUKPOKPHUCTAJUTMYECKAS

Marausi creapar
6.2. HecoBMecTHMOCTDH

He mpumenunmo.

6.3. CpoK roaHocTH (CpOK XpaHeHusl)

2 ropa.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTh MpH TemriepaType He Boiiie 25 °C B OpUTHHAIBHOHN yIIaKoBKe (OJHCTEphI B TTAKETE).
6.5. XapakTep U coaep:KaHHe YIAKOBKH

ITo 10 TabmeTok B G1MCTEPE M3 TOJMBHHIIIXJIOPHU/ TTOJTMBUHUIHICHXIOPU/I TIFICHKHA U aJTFOMUHUEBOM
¢donbru.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 14.05.2026 N= 5605

O DB A HOC TR 0007
ITo 3 6nrcTepa BMecCTe ¢ BIAronorJIOTUTENEM (CHITHKALEIIb) no%ma@ﬁ‘a‘éegp@]ﬁmmngdﬁnﬁoﬁ

¢bonbru.
1 makeT BMecTe C JIMCTKOM-BKJIAIbIIIEM TOMEIIAIOT B KAPTOHHYIO MAUKYy.
6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH YTHIH3ANHH MCIOJb30BAHHOTO JIEKAPCTBEHHOTO

npenapara WJjiH OTXO/AOB, IOJIYYEHHBIX MOcCJe NMPUMEeHeHHUs JIeKAPCTBEHHOr0 Ipenapara u
Apyrue MAaHUMNYJISIIUHU ¢ MPenapaTomM

Oco0Oble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Nuanua
Aypobunno ®apma Jlumuren
Yuyacrok Ne 2, MaiitpuBuxap, Amupnet, Xaiaepaban — 500 038, Tenanrana

7.1. IlpeacraBuTeJIb AEprKATE/Is] PETHCTPAIMOHHOIO YA0CTOBEPEeHUs!

[Iperen3un noTpeduTeneit HaIPaBIIATh 110 AJPECY:
Poccuiickas @enepanns
AHO «HaunonanbHbIi Hay4HBIH LEHTp (papMakoHaa30pa»

KOpunnaeckwmii (hakruueckuii) aapec: 105005, Poccus, r. MockBa, yn. baymanckas, n. 6, ctp. 2,
atax 9, opuc 923

Ten.: 8-800-777-86-04

Anpec anektpoHHO# ouThl: adversereaction@drugsafety.ru

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUS

JITT-Ne(006549)-(PT-RU)

9. KATEIOPHUsl OTIIYCKA JIEKAPCTBEHHOI'O ITIPEITAPATA

HeKapCTBeHHLIﬁ npemnapat OTHOCUTCA K KaTCroOpuH OTITyCKa 110 PCLCIITY.

OO0mas xapakTepuCTHKa JIEKapCTBEHHOTO mpenapara [lepuHaonpusl 10cTynHa B €IMHOM peecTpe
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3zMiickoro »KOHOMHUYECKOTO COKO3a MU Ha
opUIHMATEHOM caire YIIOJITHOMOYEHHOTO opraHa (axcrepTHOM OpraHHu3aI1H)
https://lIk.regmed.ru/Register/EAEU_SmPC.
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