COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 02.12.2025 N= 29918

(NOCNENOBATENBLHOCTL 0002)

OBILIAA XAPAKTEPUCTHUKA JIERAPCTBEHHOTO HPEHAPATA

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

JIM3UHOITPWUJI HIPE/, 2,5 mr, TaOa€eTKH.
JIM3UHOITPWJI LIIPE, 5 mr, TabneTku.

JIM3UHOITIPUJI HIPEZI, 10 mr, TabieTKH.
JIM3UHOITIPUJI HIPES, 20 mr, TabmeTkH.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB

JlelicTBytoliee BEMIECTBO: JIM3UHOIIPHUIL.

JIM3UHOIIPUJI LIPES, 2,5 mr, TadieTkn

Kaxxnas Tabnerka cogepkuT 2,5 Mr Tu3uHONpHia (B BUJIE JIM3UHOIIPHIIA TUTHAPATA).

BemiectBa, HalM4Me KOTOPBIX HAJO YYUTHIBATh B COCTaBE JICKAPCTBEHHOIO Iperapara: HaTpHid
(cm. paznmen 4.4).

JIMBUHOIIPUJI LIPES, 5 mr, TabaeTku

Kaxxnas Tabnerka comep KUt 5 Mr Tu3uHONpUIIa (B BUAC TU3WHOTIPUIIA TUTHIPATA).

BemiectBa, HajMuue KOTOPBIX HAJ0 YYUTHIBATh B COCTABE JICKAPCTBEHHOTO Iperapara: KpacuTellb
xentoiid «comueunsli 3akat» FCF [E 110], natpuii (cMm. pazaen 4.4).

JIM3UHOITPUJI IIPES, 10 mr, TabieTKH

Kaxxnas tabnerka cogepxut 10 Mr nu3uHONpHia (B BUIE JIU3UHOIIPUIIA AUTHAPATA).

BGHIGCTBa, HAJIMYUE KOTOPBIX HAAO0 YYHUTHIBATHL B COCTABC JICKAPCTBCHHOTO IIpf€riapara: HanI/II\/JI
(cMm. pazzmen 4.4).

JIMBUHOITPUJI IIPEA, 20 mr, TabieTku

Kaxxnas tabnerka cogepxut 20 Mr u3uHONpUIIA (B BUJIE JIU3UHOIIPUIIA AUTHAPATA).

BGHIGCTBa, HaJIMYUE KOTOPBIX HAAO0 YYHUTHIBATHL B COCTABC JICKAPCTBCHHOI'O Ipfcriapara: HanI/II\/JI
(cMm. pazzmen 4.4).

[TonHbI TepedeHs BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

JIMBUHOITPUJI IIPEA, 2,5 mr, TabieTku

Ot Gemnoro A0 ITOYTH Oeroro IBCTa, KPYTIJIBIC, IBOSAKOBBIITYKJIBIC TaOJETKU.

JIMBWHOITPWJI IIPES], 5 mr, TabneTkn

Po3oBaro-0exxeBoro 1BeTa, Kpyrible, IJIOCKAE ¢ (ackoi TaOJIEeTKH, MMEIOIINE PUCKY C OJHOMN
CTOPOHBIL.

JIMBUHOITPWUJI IIPEA, 10 mr, TabieTku

XKenroro nBera, Kpyrisle, INIOCKKE C PacKoi, UMEIOLINE PUCKY C OHON CTOPOHBI.
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JIM3UHOIIPUJI ILIPESL, 20 mr, Ta6reTku (MOCHELOBATENBHOCTEL 0002)

Ot 6enoro A0 moutu 6eI0ro MBETA, KPYTIIbIe, INTOCKUE ¢ (hacKoi TaOJIeTKH, IMEIOIINE PUCKY C OJTHON
CTOPOHBI.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusi K NPUMEHEHHU IO

JIN3NHOITPUJI IPES noka3an k NpUMEHEHHIO y B3pOCIIbIX B Bo3pacte oT 18 merT.

e AprepuanbHas THUNEPTEH3Us (B MOHOTEpanuM WJIX B KOMOMHAaMM C JPYTHMH
TUIIOTEH3UBHBIMU CPEICTBAMM).

e XpoHMUECKas CepJiedHas HEAOCTATOYHOCTh (B COCTaBe KOMOWHUPOBAHHOW TEpanuu IS
JICYCHUS MAIHCHTOB, IPUHUMAIOIINX CEPJCYHbIC TJIMKO3UIbI U/UITH TUYPETHKH).

e Pannee neyenue octporo uHpapkTa Muokapa (y mareHToB co CTaOHIbHBIME TOKA3aTEIISIMH
reMOJIMHAMHKH B TEepBbIe 24 yaca sl NMpO(UIAKTHKHA AUCHYHKIUU JIEBOTO XKEITyI0uKa U
CepACYHON HEJOCTATOYHOCTH).

e JluaGernyeckas Hedpomatus (Uil CHUKEHHUS alIbOYMUHYPUM Yy MALUEHTOB C CaXapHbIM
nuaberoM 1 TUna ¢ HOPMaIbHBIM apTepuUabHbIM JaBicHueM (AJl) ¥ y MalUeHToB ¢
caxapHbIM AMa0eTOM 2 THIIA C apTepHaIbHON TUIIEPTEH3UEH).

4.2. Pe:xuM 103MPOBaHUS U CIOCO0 MPUMeHEeHHUs

Pexxum 103upoBaHUS

Apmepuanvras cunepmensus

PexomeHnyemas HayanpHas J103a JU3UHOIIPUIIA JUI TAIIMEHTOB, HE MPUHUMAIOIIUX IMIIOTEH3UBHBIX
cpeacts — 10 mr 1 pa3 B cytku. [Ipu oTCyTCTBHM TepamneBTHYeCKOTO 3 ¢eKTa 03y MOBHIIIAIOT
Kax/ple 2—3 IHS Ha S MT' B CYTKH J10 cpeiHelt TepaneBTuyeckoit 10361 20—40 mr B cyTku. OGbIuHas
nojjepxuBaromas go3a cocraiater 20mMr 1pa3 B cyTku. MakcuManbHas CyTOYHas J103a
mu3uHonpuiaa — 40wmr 1pa3 B cyTku (B KJIMHMYECKUX MCCIEIOBAaHUAX MaKCUMallbHas 7032
mu3uHONpuia coctapisuia 80 MT B CyTKH, OJTHAKO YBEJIWYECHHE 10361 CBBIIIEe 40 MI' B CyTKH OOBIYHO
He BeleT K jAanbHedmeMmy cHumxkeHuto AJl). TepameBruueckuil »pdexT pa3BuBaeTcs uepe3 2—
4 Hexeny OT Havaja JeUSHHs, 9TO CIIeyeT YUUTHIBATh MPH yBeTUdeHUH 10361, [Ipu HepocTarouHOM
TepaneBTHYECKOM (P PeKTe BO3ZMOKHO KOMOMHUPOBATE JIM3UHONPHII C APYTUMH THIIOTEH3UBHBIMU
CpeICTBaMHU.

Ecnu mamueHT npeaBapuTENbHO TMOMydYal JieUeHHWE AMYPETHKaMH, TO UX TPUEM JOKEH ObITh
MpeKpaieH 3a 2—3 JIHs 10 Hadayia MPpUMEHEHUs IM3HHONpria. ECIi 3To0 HeBO3MOKHO, TO HaYalTbHAS
7103a Tpernapara He JOJDKHA MPeBBIIIaTh 5 MI' B CyTkH. [locie mpuema mepBoil 10361 HEOOXOIMMO
HaOJIt0JICHUE Bpavya B TEUCHHE HECKOJBKMX YacOB, TaK KaK MOXXET BO3HUKHYTH BBIPAXKCHHOE
cHmkeHne AJl.

Penosackynspnas cunepmensus uiu Opyeue COCMOSHUS C NOBbIUEHHOU AKMUBHOCMbIO DPEHUH-
aHeuomeH3uH-arboocmeporosot cucmemsl (PAAC)

HavanpHas mo3a nu3uHOMpMia COCTaBisieT 2,5-5 Mr B CYTKH MO KOHTPOJEM apTepHATBHOTO
JaBJieHus, QYHKIMHU MOYEK, KOHIICHTPAIIMU Kallus B CHIBOPOTKE KpoBU. [loanep:kuBaroIlyto 103y
YCTaHABIIMBAIOT B 3aBUCUMOCTH OT BeTMUUHBI AJl.
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Xponuueckas cepoeunas neoocmamounocms (XCH)

(CMIEPTHOMY OTYETY

[Ipu XCH navanenHast ngo3a ju3uHonpuia coctaBisier 2,5 mr 1 pas B cyrku. IlepBolii mpuem
JU3UHONpUIIAa HEOOXOAMMO HAYMHATH MOJI IMPUCTAIbHBIM BpaueOHBIM HAOMIOACHHEM Ui TOTO,
9TOOBI OLIEHUTH BIMSHUE MTperapaTa Ha apTepuaibHOe IaBleHNe. B nanpHeieM 103y JTM3UHOPHIIA
CJIeIyeT OCTETIICHHO YBEJIMYMBaTh Ha 2,5 Mr ¢ uHTepBajioM B 3—5 nueit no 5-10-20 mr B cyTku. He
PEKOMEHTyEeTCsl MPEBBIIATh MAKCUMAJIBHYIO CYTOUHYIO 703y Ju3nHomnpuia 20 Mr (B KIMHUYECKUX
HCCIICIOBAHUSAX MaKCUMallbHas J103a JIM3uHompuia y namueHtoB ¢ XCH cocraBnsna 35 mr 1 pa3 B
CYTKH).

ITo BO3MOKHOCTH 10 Ha4ajla IpyueMa JIN3UHOIIPUIIA CIIeyeT YMEHBIIUTB 103y JuypeTuka. Jlo Havaia
JICYEHHUs JIM3UHOIPUIOM M Jajlee B XOJE JICUECHHUs CIELYeT PEeryjsipHO KOHTpoiaupoBaTb A]l,
(GYHKLIMIO MOYEK, COAEP)KAaHUE Kallusl M HATpUsl B CHIBOPOTKE KPOBU BO H30€XaHUE pa3BUTHS
apTepUAIbHON IMIIOTEH3UU U CBSI3aHHOTO C HEel HapymeHus (QyHKIMH MTOYEeK.

Pannee neuenue ocmpozo ungpapkma muoxapoa

Cmapmosas mepanus (nepgvie 3 cymok ocmpo20 uHgdapkma Muoxapoa)

B nepsrie 24 yaca mocie octporo HH(GApKTa MHOKapAa HA3HAYAIOT 5 MT JIM3WHONPHUIIA OJHOKPATHO.
Yepez 24 yaca (1 cyTku) HazHayaroT S5 MI' JIM3MHOIIPWIA OJHOKpaTHO, udepe3 48 yacoB (1Boe
cyToK) — 10 Mr JIM3UHONpHIIa OTHOKPATHO.

Henw3s naunnate neyenue npu cucronnueckom AJl menee 100 mm pt. cr. [lanmmentam ¢ HU3KUM
cucronnueckuM AJ[ (<120 MM pT. cT.) B Hayaje JIEYEHUS U B TEUEHHE MEPBHIX 3 CYTOK IMOCIHE
ocTporo nH(papKkTa MHOKap/a Ha3HAYAIOT MEHBIIYIO 03y JU3uHONpmiIa — 2,5 mr 1 pa3 B CyTKH.

Toooeparcusarowas mepanus

[MognepxuBaronias n03a au3uHompuia cocrapisier 10 mr 1 pa3 B cytku. Kypc nedenus — He meHee
6 Henenb. B manpHENIIEM ClieyeT OIIEHUTh 11e1eCO00pa3HOCTh MPOI0JDKEeHUs Tepanuu. [laruenram
C cuMIIToMmamMm cepﬂequﬁ HEAOCTAaTOYHOCTHU PEKOMCHAYCTCA IIPOAOJIKATE NPHUEM JIM3UHOIIPUJIA.

B ciyuae pasButHs apTepuanbHoi runoteH3uu (cucronndeckoe AJ[ < 100 MM pT. CT.) CyTOUHYIO
7103y JIN3MHOINpPHJIA BPEMEHHO CHMIKAIOT 10 5 MI, IpPU HEoOXoaumocTH — a0 2,5 Mr. B ciydae
JUTUTENLHOTO BhIpaxkeHHOro cHukeHus A/l (cucronnyeckoe AJl Huxe 90 MM pT. CT. B TedeHue 6osee
1 yaca) npuMeHeHue JIM3UHOIIPHUIIa HEOOXOANUMO IPEKPATUTD.

Jluabemuyeckas neghponamus (01 CHUNCEHUSL ALOYMUHYPUU Y NAYUEHMOB C CAXAPHBIM OUAbemom
1 muna ¢ nopmanvueim apmepuanvuvim Ooasnenuem (A/), u nayuenmos ¢ caxapHvim Ouabemom
2 muna ¢ apmepuanbHoll cunepmensueti)

Havanphas no3a nusuHompuiia coctasiser 10 Mr B CyTKH, KOTOPYIO IPU HEOOXOIMMOCTH MOBBIIIAIOT
10 20 MI B CyTKH J10 JOCTHKEHHs 1IeJIeBbIX 3HaUeHuH quactonauueckoro AJl (quacrommueckoe AJl
HUXKE 75 MM PT. CT. B IOJOXEHUH «CHI» Y MALIMEHTOB ¢ caxapHbIM AuabdeToM | tuna u Hike 90 MM
PT. CT. B IOJIOKEHUHU «CUAS» Y TAIIUEHTOB C CaXxapHbIM 1Ma0eTOM 2 THUIIA).

[Mpu Hapymennn ¢ynkuuu mnouek (knmupeHc kpearnHuHa (KK) < 80 mu/mMuH) HavanbHas 103a
OTpeJieNIAeTCsl B 3aBUCUMOCTH OT KJIMpeHca KpeaTuHUHa (cM. Hike, «llammeHTsl ¢ mouyeuHoi
HEI0CTATOYHOCTHIO).

Oco0nie T'PYIIIBI HATWMCHTOB

ﬂuua nooaicus10co so3pacma

V nmauueHTOoB IMOXKHIOr0 BO3pacTa npcrapart CJICAYCT IPUMCHATH C OCTOPOKHOCTBIO (CM. pasaci 44)
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Hab;ueﬂmw C NOYEeYHOoU HedOCMamo4HOCHbIO

(CMIEPTHOMY OTYETY

[TockoNbKY TU3MHOIPUI BBIBOAUTCS MOYKAMH, IPU MOYEYHOH HEIOCTATOYHOCTH HayallbHas 1032
JOJDKHA ompeaensercs B 3aBucuMmoctu oT kiaupenca kpeatuHuHa (KK): mpu KK 31-80 mur/mun
HayvaibHas J03a Ju3nHonpuia cocrasiser 5—10 mr B cytku, mpu KK 10-30 min/mun — 2,5-5,0 mr B
cytku, nmpu KK menee 10 mii/mMuH, B TOM 4Kcie y MAaMEHTOB, HAXOSAIIMXCS HA TeMOAMANU3E, —
2,5 mr B cytku. [logaepkuBaromias 103a onpenensiercs B 3aBUCUMOCTH 0T A/l (mpu perynspHOM
KOHTpOJIe (PyHKIIMU NOYEK, KOHIICHTPAIUHU KAJIUs U HATPUS B KPOBH).

Cnoco0 mpuMeHeHus

BuyTpb, 1 pa3 B cyTKH yTpOM, HE3aBHUCHUMO OT MpHUEMa MHILIHU, TPEIIOYTUTEILHO B OJJHO U TO K€
BpeMs.

4.3. IIpoTuBONOKA3aAHUS
e [unep4yyBCTBUTENHHOCTh K JHM3UHOINPHIY HIU K JIIOOOMY U3 BCIIOMOTAaTENbHBIX BEIIECTB,
MEepPEUYNCIICHHBIX B pazjeine 6.1.

e AHIMOHEBPOTMYECKHH OTEK B aHaMHE3€, B TOM 4YHUCIIE CBS3aHHBIH C IPUMEHEHHEM
MHTUOUTOPOB  aHTMOTEH3WHIpeBpamiatomiero  ¢epmenta (AIID), wuauomaTHuecKHii
AHTMOHEBPOTUYECKUI OTEK, HACIEACTBEHHbIN oTeKk KBUHKeE.

e bepemeHHOCTh U IEPUOA IPYAHOTO BCKapMIIMBaHUsI (CM. pasnen 4.6).

e OpnoBpemenHoe mnpumeHnenue npenapata JIM3UHOIIPUJI HIPEA ¢ amuckupeHoMm u
mpermapaTamMu, COJCPKANUMHU AMCKUPEH, y MAlMEeHTOB C CaxapHbIM AWa0eTOM W/MIN
YMEPEHHBIMH WJIH TSDKETBIMU HApyIIEHUSMU (QYHKIMH TOYeK (CKOPOCTh KIyOOUYKOBOIA
dunsrparmu (CK®) menee 60 mn/mun/1,73 M2 m101maau MoBEpXHOCTH TENa).

e OIHOBpEMEHHOE NMPUMEHCHHE C aHTaroHKcTamu penenTtopoB anruorensuHa |l (APA II) y
NAIMEeHTOB ¢ AMabeTnyecKoi HedpomaTHen.

e OpHOBpeMEHHOE IPUMEHEHHE C CaKyOuTpriioM/BasicapTaHoM. He cienyer HaunHaTh pUeM
npenapata JIN3UHOIIPWUII IIIPES panee, yem uepe3 36 yacoB mocie npuema mnocieHei
7103bI cakyOuTpHiIa/BasicapTaHa (CM. Takxe paszzensl 4.4 u 4.5).

4.4. OcoOble yKka3aHusl U1 Mepbl NPeI0CTOPOKHOCTH NIPH NPUMEHEHUH

ApTepuanbHas THIOTSH3US

Yaiue Bcero BelpakeHHOE CHKEHHE A/l BOZHUKAET MPU CHUKEHUH 00beMa [IUPKYIUPYIOIeH KpOBU
(OLIK), BbI3BaHHOM Tepanuei 1nypeTuKaMy, yMEHBIIEHUEM COJIepKaHUs TOBApEHHOM COJIH B MUIIIE,
JTUAIN30M, THapeei WIK PBOTOM, a TAK)KE y MALIMEHTOB C TSHKEJION PEHUH-3aBUCHUMON apTepHUAIIbHON
TUIIEPTEH3UEH.

ITpu XCH, ¢ oqHOBpeMEHHOM MOYE€YHON HEJOCTaTOUYHOCTHIO WM 06€3 Hee, BOZMOXKHO BBIPAKEHHOE
cHmkenne AJl. Yame Bcero BelpakeHHOE CHUMKeHUE AJl BBIBIISIETCA Y NAILMEHTOB C CEPACYHON
HEJIOCTATOYHOCTBIO TSKEJIOM CTENEHH, KaK CIICJICTBHE NMPUMEHEHHUs «IETIEBBIX» AUYPETHKOB B
BBICOKUX J103aX, THIIOHATPUEMHH WM HapylIeHUs (YHKIUU MOYeK. Y TaKUX MalMeHTOB JICYCHHE
npenapatom JIM3WUHOITPUJI IIPES namo wHaymHATh TOA CTPOTUM KOHTpPOJIEM Bpada (C
OCTOPOXHOCTBIO MPOBOAUTH MOAOOP A03bI ITpenapara v JUYPETUKOB).

[TogoOHBIX MpaBwWII cleAyeT MpUIEPKUBATHCA NpU Ha3HaueHun npenapata JIM3UHOITPUII IIPEA
MarueHTaM ¢ HIIeMUYecKord OO0JIe3HBIO ceplla, LepeOpOBACKYNIAPHOM HEIOCTATOYHOCTHIO, Y
KOTOPBIX pe3koe cHuxkeHue AJl MOKeT mpuBeCTH K MHPAPKTy MUOKap/1a W UHCYJIBTY.
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cienyrolel 03kl mpernapara.

[Ipu npumenenuun npenapata JIMSMHOIIPWUJI IIPES y nekotopeix nanuentoB ¢ XCH HO ¢
HOPMaJIbHBIM MM CHUKCHHBIM AJl MOXET oTMeuaThCsi CHUKEeHHE AJl, 94TO OOBIYHO HE SIBIIIETCS
MPUYMHON JIJIsl TPEKpaIlleHus JeUeHUsI.

Jo navaina neuenust npenaparom JIM3MHOITPUJI IHIPES no BO3MOXHOCTH CllelyeT HOPMaJIN30BaTh
KOHIIEHTPALMIO HaTpus /Uiy BocriosHuTh OLIK, TiaTesnbHO KOHTPOIMPOBATh IeHCTBUE HAYaIbHON
no3sl npenapara JIM3MHOIIPUJI IHPES na A/l nanuenTa.

B CJIydyac pa3sBUTUA CHMITTOMATHYECKOM apTepHaHBHOﬁ TUIOTEH3UU MOYKET OBITh H606XO,I[I/IMO
CHMIKCHHUEC OO3bI UJIU IMPCKPAICHUC ITPpUCMaA JIM3BUHOIIPUJIIA.

ApTepuanbHas TUIOTSH3HUSA IPU OCTPOM I/IHd)a]I)KTC MHOKapzaa

IIpu octpoM wuH(papKTe MHOKapJa HENIb3sd HAYWHATh TEPANUIO JIM3MHONPHIOM, €CIIH H3-32
HPEbIAYIIEro JeUeHHUs] COCYOPACHIMPAIOUIMMU IpernaparaMi CyIIECTBYET PUCK JalIbHEHIero
CEpbE3HOI0 YXYJIIEHUs TEeMOAMHAMMUYECKUX IIOKazarejaeil. OTo KacaeTcsi MalueHTOB C
cucronuueckuM AJl <100 MM pT. CT. MM C KapJUOr€HHbIM ILIOKOM. B mepBble 3 aHs mocie
uH(papKTa CcleayeT CHM3UTh 03y mpemnapata, eciau cucroimmueckoe AJl <120 mm prt. ct. Ilpn
cucronuyeckoM AJl <100 MM pT. CT. MOAJNEPKUBAIOLIYIO O3y CIEAYEeT CHHU3UTh 10 5 MI' WIH
BpeMeHHO 110 2,5 mr. Ilpu ycroitunBoil aprepuanbHoil runorensun (cucronndeckoe AJl < 90 Mmm
PT. CT. Ha MPOTsDKEHUU OoJiee 1 yaca) Tepanuio JU3UHOIPUIIOM CIIEAYET MPEKPaTUTh.

[lokazaHo mpUMEHEHHE CTaHJIAPTHOM Tepanuu (TPOMOOIUTHUKH, aleTHIICATUIMIOBAs KHUCIOTa (B
7103aX, IPUMEHSEMbIX B Ka4eCTBE aHTUArperaHTHOTO CpelCTBa), B-aapeHobsokaTopsl). Bo3moxkHO
npumenenue npenapara JIM3MHOITPUII HIPES coBMecTHO ¢ BHYTpUBEHHBIM BBEJAECHHUEM WIIU C
IIPUMEHEHUEM TEPANIEBTUYECKUX TPAHCAEPMAIBHBIX CUCTEM HUTPOIVIMLIEPHHA.

AopTAIBLHBIIA 1 MATPAJIBHBIA CTEHO3E] / THHEpTPOdHUYECKas] KapAUOMHUOIATHS

Kak um B ciaywae c gpyrumu uHruoutopamu AllD, nuzuHOmpmi cienyer HPUMEHSTh C
OCTOPO’KHOCTBIO Y MAI[MEHTOB CO CTEHO30M MMTPAJBbHOIO KjamaHa U OOCTPYKIUEH BBIHOCSILETO
TpPaKTa JICBOT'O XKeTy104Ka (IPU a0pTATbHOM CTEHO3€ HJIH TUIEePTPOPUUECKOI KapJMOMUOIATHH).

HaDVIHGHI/Ie d)VHKHI/II/I II0YCK

VY manuentoB ¢ HapymenueM ¢yHkiun nodek (KK < 80 mn/MuH) HayanbHas m03a JTU3UHOIPHIIA
JoJKHA OBITh Moto0pana B cootBeTcTBHU ¢ KK manmenta (cm. pa3aen 4.2). PerynsipHbIil KOHTPOIJIb
Kallusl ¥ KOHIIGHTPAIlMKM KpeaTHHUHA B IJIa3Me KPOBH SBIISIOTCS 00S3aTENbHON TaKTHUKOH JIeUeHUS
TaKWX MAIEeHTOB.

VY nanmenTtoB ¢ XCH aprepuanbHas TMIIOTEH3Ms, BOSHUKIIAS BCJIEACTBUE TPUMEHEHHSI MHTHOUTOPOB
ATI®, MmokeT npUBECTH K JaJIbHEHIIIEMY HapyLIeHHUIO (PYHKLUH [TOYEK. Y TaKUX MMallME€HTOB ONKCaHBI
ClTyyau OCTPON MOYEUHOW HEI0CTaTOYHOCTH, OOBIYHO OOPaTUMOH.

[Ipu creHo3e moyeyHbIX apTepuil (B 0COOEHHOCTH MPU JBYCTOPOHHEM CTEHO3€ WJIM IPU HAJIUYUU
CTEHO3a apTepUM EAMHCTBEHHOM IIOYKM), a TaKKe INPU HEJOCTATOYHOCTH KPOBOOOpAIIEHUS
BCJIE/ICTBHE HEJIOCTaTKa MOHOB HATPHS W/WJIM KHUIKOCTH, TpuMeHeHue npenapata JIN3MHOITPUJI
[ITPES MokeT NpUBECTH K YBEIUYECHUIO KOHIEHTPALUU CBIBOPOTOYHOI'O KPEATUHYHA U MOYEBUHBI B
1a3Me KpoBH, HApYLIEHHUIO (PYHKIIUU MOYEK, OCTPOI MOUEYHON HEIOCTATOUHOCTH, KOTOpasi 0ObIYHO
OKa3bIBaeTCs HEOOPAaTUMOH TOCIIe OTMEHBI Ipenapara.

[Ipn HanuuuM pPEHOBACKYJSIPHOM THNEPTEH3WU CYIIECTBYET BBICOKHMM PHUCK Pa3BUTHUS TKEIOU
apTepUaIbHOM TUIIOTEH3UH U IIOYEYHOU HEJOCTATOYHOCTH. {71 TAKMX MAllUEHTOB JICYEHUE CIEAYET
HAa4YMHAThH MOJ] THIATEIbHBIM MEIUIUHCKUM HAOIIOJACHHEM C MaJIbIX J03, KOTOPbIE TOJIKHBI ObITH
TOYHO T10a00paHbl. I[lOCKONBKY JleUeHHEe AWYypeTHKaMH MOXKET CIOCOOCTBOBAaTh DPAa3BUTHUIO



COOTEBETCTEBYET =
ot 02.12

LCMNEPTHOMY OTYETY
025 M2 29911
. 12

. (10 OB T =i
YKa3aHHBIX BBIIIE COCTOSIHUM, B TE€YCHUE JICUCHUS T3 HOHDI/IJTQ\(I‘I‘DEI%‘I@' Z[IEVDE%E' TOTKEH ObiTh

MpEKpalleH, MPH 3TOM (YHKIIHIO OYEK CleAyeT KOHTPOJIUPOBATh B TEUCHHE MEPBBIX HEAETb.

VY HEKOTOpBIX MALMEHTOB C apTepHAIbHON rUIepTeH3uel 0e3 IBHOro 3a00JeBaHMsI COCYI0B IIOYEK
IpUEM JM3HUHOIPUIIA, 0COOEHHO Ha (JOHE TNYPETUKOB, BHI3BIBACT MOBBIIICHHE YPOBHSI MOYECBHHBI B
KPOBH M KPEaTUHHHA B CBIBOPOTKE KPOBHU; 3T U3MEHEHMUS, KaK [IPABUIIO, ObIBAIOT HE3HAYUTEIbHBIMU
U TPEXOSAIUMHI. BeposTHOCTh X BO3SHUKHOBEHHS BBIIIC Yy MAIIMEHTOB C HapyIIEHUEM (YHKLIUU
noyek. B Takux cioyyasx MOXKET BO3HMKHYTb HEOOXOAMMOCTb B CHID)KEHUM J03bl W/WIN
MpeKpaIleHu ! IpreMa ANypeTHKa W/ WK JTU3HHOIPHUIIA.

[Tpu octpom mH(DapKTe MHUOKapAa TEpanuio JIM3UHONPHIOM HE CJelyeT HAauWHATh MaIeHTaM C
MpU3HAKaMU HapyIIeHus (QYHKIUY TOYEK, TO €CTh MPU KOHIICHTPAIIUN KPEaTHHUHA B TJIa3Me KPOBU
177 mxmonw/n w/unu npoteunypun 500 mr/cytku. Ecnu dyHKums modek Hapymiaetcss Ha (oHe
MIPUMEHECHHUS JTU3UHONPWIIA (KOHIICHTPAIUs KPEaTUHHHA B TJIa3ME KPOBH MPEBBIMIACT 265 MKMOJIB/JT
WIH YyJBaWBaeTCsl €¢ 3HAuCHHE 10 Hayaja JICUEHHs), HEOOXOIMMO PEIIUTh BOMPOC 00 OTMEHE
npernapara.

Peakumu runepuyyBCTBUTEIBHOCTH, AHTHOHEBPOTUISCKUM OTEK

AHTHOHEBPOTHYECKUN OTEK JIMIA, KOHEYHOCTEH, r'y0, si3bIKa, TJIOTKA W/WIIA TOPTAaHU, KOTOPBIM
MOKET BO3HUKHYTh B JIIOOOW MEpPHOJ| JICYCHHS, PEAKO OTMEYalCs y MAIlMEeHTOB, MOJy4YaBIINX
neyenue wuHruoutopamu AllD, BriIouyas JTU3MHONPWI. AHTHOHEBPOTHYECKHUN OTEK MOXKET
BO3HUKHYTh B JI000OW MOMEHT BO BpeMs JeueHus. B Takux ciydasx Je4eHHe IMpernapaToM
HEOoOXOUMO KaK MOXKHO OBICTpee NpPEKpaTUTh, a 3a IMAMEHTOM YCTAaHOBUTH MEIUITMHCKOE
HaOJII0JICHUE J0 MTOJIHOW PErPECCUU CUMITTOMOB.

I[a>1<e B ClIydadXx, Korga OTCK 3aTparuBacT TOJIBKO A3LIK, 0e3 IMPHU3HAKOB HAPYIICHHA IAbIXaHHA,
nanucHTamM MOXKCT HOTpe6OBaTI>C$I JIHUTCIIBHOC H8.6J'IIOI[CHI/IC, IMOCKOJIBKY TCpaIlu:ia
AHTUT'UCTAaMHUHHBIMU IpEriapaTaMi U I'NIIOKOKOPTHUKOCTCPOHUJaMH MOKET OBITh HEAOCTATOYHA.

B peaxux cinydasx aHTHMOHEBPOTHUYECKHI OTEK, COMPOBOXKIAIOUIMIICS OTEKOM TOPTaHH, MOXET
MIPUBECTH K JeTATbHOMY HCX0y. OTeK sS3bIKa, HAATOPTAHHUKA HITH TOPTaHU MOXKET OBITh PUYNHON
OOCTPYKIIMU JIbIXaTEIbHBIX MyTEeH, OCOOCHHO Yy MAallMeHTOB, paHee MEePEeHECUIMX XHPYpPrudeckoe
BMEIIATEIbCTBO HA OpraHax JbIXaHWsA, II03TOMY HEOOXOAMMO HEMEUIEHHO TIPOBOIHTH
cootBetctBytorryio Tepamnuto (0,3-0,5 mi 1:1000 pactBopa snuHedprHa (aapeHaaIrHa) TOAKOKHO)
W/ Mephl 10 0OecreyeHno CBOOOIHOM MPOXOINMOCTH JbIXaTeNbHbIX MyTel. lanMenTt nomken
HaXOJUTHCS MO/ TIIATETbHBIM METUIIMHCKUM HAOII0IEHUEM /10 TOJIHOTO U CTOMKOI0 MCUE3HOBEHUS
CHMITTOMOB.

B penxux ciydasx Ha ¢one Tepanuu uHruoutropamu AIID pa3BuBaeTcs MHTECTUHAIBHBIA OTEK
(aHTMOHEBPOTHUYECKUN OTEK KUIIeuHHKa). [Ipu 3TOM y manueHToB oTMevaeTcst 00JIb B )KUBOTE KaK
M30JIMPOBAHHBI CHMITOM HJIM B COYETAaHMM C TOIIHOTOM M PBOTOM, B HEKOTOPBIX Cilydasx Oe3
MIPEIIECTBYIONIEr0 aHIMOHEBPOTUYECKOT0 OTEKa JIMLA U MpU HOpMalibHOM ypoBHe Cl-3crepasbl.
JIuarHo3 ycTaHaBJIMBAJCAd C TIOMOIIbIO KOMIBIOTEpHONH ToMorpaduu OpIOIIHONW TOJIOCTH,
yJIBTPa3BYKOBOT'O MCCIIEIOBaHUS WIM NMPH XUPYPrUuecKoM BMematenbcTBe. CUMITOMBI HCUYE3aIH
nocje npekpaiieHus npruemMa HtHruoutopos AITI®. Bo3MOXKHOCTh pa3BUTHS MHTECTUHAILHOTO OTEKa
HEO0OXOUMO YUUTHIBaTh MPHU NMpoBeneHUU auddepeHnanbHON THarHoCTUKN Oosiel B KMBOTE Y
NAIMEeHTOB, IPUHUMAIOIIUX HHIHOUTOpHI AITD.

[TaniMeHTHI, Y KOTOPHIX paHee OTMEYajiCs aHTHOHEBPOTUUYECKHH OTEK, HE CBS3aHHBIM C MPUEMOM
uaruoutopoB AIID, wmoryr ObITh B OOJbIIEH CTEEHH TOJABEPKEHBI PHCKY pPa3BUTHUS
AQHTHOHEBPOTHUYECKOTO OTEKa MPH MpuMeHeHUU HHTHOUTOpOB AIID (cMm. paznmen 4.3).

VY NmanueHToB HErPOMIHON pachl, MPUHUMABIIMX MUHTHOUTOPHI AIID, aHTHOHEBPOTHYECKUN OTEK
HabJro1as1cs yalle, 4eM y IpecTaBUTeNel Apyrux pac.
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W3-32  TOBBIIEHHOTO  PUCKAa  Pa3BUTUS  AHTHOHEBPOTHYECKOTO  OTEKa. Jleuenue

CaKyOMTpHIIOM/BAJICAPTAHOM HE CIIEAyeT HAYMHATH paHee, 4eM 4epe3 36 4acoB MOCIe MOCIeaHeH
70361 TU3UHONpUia. JIeyeHne JIM3UHONPUIIOM HE JIOJDKHO HAYMHATHCS paHee, 4eM uepe3 36 yacoB
MOCJIE MOCJIEAHEH 103bl cakyOuTpruIa/Basicaprana (cM. pazaensl 4.3 u 4.5).

VBeln4yeHne pHcKa pPa3BUTUS aHTHMOHEBPOTHYECKOTO OTEKa HAOMI0NANIOCh Yy TAlUEHTOB,
OJHOBPEMEHHO MNpHHUMArOMKUX HHruouTopsl AIID u Takue JeKapCTBEHHbIE CPEICTBa, Kak
uaruoutopel mTOR  (Hampumep, TEMCHUPOJIMMYC, CHPOJIIMMYC, 3BEPOJIMMYC), HHTHOUTOPHI
aunentuawinenTuaassl [V thna (cuTarnMnTuH, CakCariMITHUH, BWJIIAITIMOTHUH, JIMHATJIMIITHH),
ACTPaMyCTHH, HHTHOUTOPBI HEUTPATBHON SHI0MENTHAA3HI (palieKaJ0TpIl, CaKyOUTPUIT) U TKaHEBBIC
aKTHBATOPBI IIJIa3MHHOTeHa (CM. pa3zaen 4.5).

Crenyer mposIBISTh OCTOPOXKHOCTH IPU Hayaje JISYeHUs parekanoTpuiom, naruoutopamu mTOR
(HampuMep CHpOJIMMYC, 3BEPOJIMMYC, TEMCHUPOJIMMYC) U BWIJAMIMITHHOM Yy MAlUEHTOB, YKe
MPUHUMAIOIINUX UHTUOUTOPBI ALID.

AHad)I/IJ'IaKTOI/IHHBIe PCAaKIIMH IIPpHU IrEMOJHMaAIN3C

AHaUIaKTOMIHBIE PEAKIUU OTMEYAIOTCS Yy MAIMEHTOB, TOJBEPTHYTHIX TEeMOAHAIN3Y C
HICTIONB30BaHUEM BBICOKONPOTOUHBIX MeMOpaH (Hampumep, ANG69®), KoTOpble OJHOBPEMEHHO
NpuUHUMAOT WHTHOUTOPEl AIID. YV TakuxX NaHMEHTOB CJIEAYyeT PacCMOTPETh BO3MOXKHOCTH
MPUMEHEHUS IPYroro TUIa MeMOpaHbI 7S IUajin3a Wi JPYyroro TUIOTEH3UBHOTO CPECTBa.

AHad)I/UIaKTOI/II[HI)Ie PCAKIIMM TIpHM  TIPOBCACHHUN ad)epe3a JIMITOITPOTCHHOB HU3KOH TJIOTHOCTHU

(JIITHIT)

B penxux cnywasx npu nposeneHun adepesa JIITHII ¢ mcmonb3oBanuem nekcTpaH cynbdara y
NAlMEeHTOB, Noiy4amomux HUHruouropel AllD, Moryr pasBUTBCS  KH3HEYIpOXKaroIlue
aHaunakTonaHbple peakun. s npeaynpexaeHus pa3BuTHs aHa(QUIAKTOUIHON PEaKkIiy CIeIyeT
IpEeKpaTUTh NpuMeHeHne MHruouTopos AIl® nepexn kaxabM ceancoM adepesa.

Jlecencubunnsanus

VY nauueHToB, mpuHuUMarmux HHruOuTOphl AIID, Ha ¢oHe aeceHcHMOMNIM3MpYIOIIEH Tepanuu
(Hampumep, MPOTHUB si/1a NEPETIOHYATOKPBIIBIX), PA3BUBAIOTCS aHAPWIAKTOUAHBIE PEAKIIMH. DTOrO
MOXKHO M30eXaTh, €CIM BPEMEHHO IpeKpaTUTh JieueHue uHruoutopamu AlID mepex kaxaoi
JieCeHCHOMIM3aIel Ha THMEHONTEPY, OIHAKO Cly4aiiHoe MpuMeHeHne HHruoutopos AII® moxer
CIPOBOILIUPOBATh aHA(PHIIAKTOUTHYIO PEAKIIHUIO.

HaDVIHGHI/Ie d)VHKHI/II/I IICYCHHU

[Tpumenenne uHruOuTOpoB AIID MOXET MPUBOAUTH K PA3BUTHIO XOJIECTATHUUYECKOM KENTYXH C
[IPOrPECCUPOBAHUEM BIUIOTH 10 (YJIbMUHAHTHOIO HEKpO3a MEYeHU U (B PEAKUX CIydasix)
JeTaJbHOr0 ucxona. MexaHu3M pa3BUTHS JAHHOTO CUHApoMa HesiceH. [loaromy HeoOxonumo
IIPEKPATUTh MIPUEM IIpenapara MpHU MOBHIIIEHUN aKTUBHOCTH IE€YEHOYHBIX TPAHCAMMHA3 B ILIa3Me
KPOBH U IOSIBJICHUU CUMIITOMOB XOJIECTa3a.

Helitporienus / arpalyionnuTos

v MalUEHTOB, MIPUHUMAIOIIHX UHTUOUTOPBI AllD, MOTYT pa3BUBATHCS
HEUTPOTICHUS/arPaHyJIOIHUTO3, TPOMOOIIMTOIICHHS M aHEMUS. Y TIAIIMEHTOB C HOpMaJIbHOUM (DYHKITHEH
IIOYEK U B OTCYTCTBHUE OCJIOXHEHWM HEWUTPOINICHUs pa3BuUBaercs penko. Hedrponenus wu
arpaHyJouuTo3 o0paTUMbI M MPOXOJAT MOCIe MpeKpalieHus npuema UHruontopos AI1®.

C 0c060i1 OCTOPOKHOCTHIO HEOOXOUMO MPUMEHSATH JTU3UHOIPUI Y MAIMEHTOB ¢ 3a00JeBaHUSIMU
COEIMHUTENIbHON TKaHW (B TOM 4YHCI€ C CHUCTEMHOM KpacHOW BOJYAaHKOM, CKJIepojepMHeil), ¢
COCYAMCTBIMM ITPOSIBICHUSAMH, NIPOXOIALINX KypC JIEYEHUs] IMMYHOJIEIIPECCAHTAMH, C YTHETEHHEM
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0c00EHHO NpU HapyIIeHUH (YHKIIMU TOYEK.

VY Takux HaIMeHTOB BCIEICTBUE OOJIBIION BEPOATHOCTH PA3BUTHUSI BBIPAXKEHHON HEUTPONEHUH U
arpaHyJIOIHUTO3a IMOBBIIICH PUCK PA3BUTHS THKEIBIX HHPEKIINIA, B HEKOTOPBIX CITyYasiX YCTOMYUBBIX
K HHTCHCUBHOM aHTHOMOTHKOTEepanuu. B ciyuae npumenenus npemnapara JIM3UHOIIPWUJI IIIPES y
TaKuX MAIMEHTOB PEKOMEHJIYETCSl IPOBOJUTH PErYJISPHBIM KOHTPOJIb JICUKOIIMTOB KPOBH, MPUYEM
MAlUMEHTOB CIEeAyeT MNpPeAyNpeauTb O HEOOXOAMMOCTH COOOIIATh Bpauy O JIOOBIX MpU3HAKaX
WHDEKIIHH.

JIBoiiHasg OI0Ka a peHUH-aHIHOTEH3UH-AJIbI0CcTepoHOBON cucteMsbl (PAAC)

Coo0manoch 0 ciiydasx apTepuaibHOW THUIIOTCH3WH, OOMOPOKE, WHCYJIbTE, THIEPKATUEMHH U
HapyueHUsIX GYHKIMH MMoYeK (BKIOYAs OCTPYIO MOYEUHYIO HEIOCTATOYHOCTh) Y BOCIPHUUMUHUBBIX
MAIMEHTOB, OCOOCHHO MpPH OJHOBPEMEHHOM TIPUMEHEHUHU C JICKAPCTBEHHBIMH IIpermapaTamu,
KOTOpBIC BIUSAIOT Ha 3Ty cucrtemy. [losTomy nBoiinas Onokaga PAAC B pesynbTaTe COUYeTaHUS
uHrHOUTOpOoB AIID ¢ APA II nnu amuckupeHoOM He peKOMEHTYeTCsl.

OnHoBpeMeHHOE MpUMEeHEHHE HHTHOUTOPOB AIID ¢ j1eKapCTBEHHBIMU CPEJICTBAMH, COJEPIKAIIUMHU
QIMCKHUPEH, MPOTHBOITOKA3aHO Y MAIIMCHTOB C CAXapHBIM THA0CTOM W/WIIA YMEPEHHOU WITH TSIKEION
novyeuyHol HemoctaTouyHoCcThio (CK® < 60 mu/mun/1,73 M? TIOMIAIN MMOBEPXHOCTH TeJIa) M HE
PEKOMEHIYEeTCSl Y APYTUX MMAIIHCHTOB.

OpnoBpemenHoe npuMeHeHue UHruOUTOpoB AIID ¢ APA Il mpoTuBOmOKa3aHO y MalMEHTOB C
nuabeTHIeCcKo HedpornaTue U He PEKOMEHYETCsl Y APYTUX MallMeHTOB.

PacoBas npuHaIJIC)KHOCTh

Wuruburopsr AlI® wyamie BbI3BIBAIOT pa3BUTHE AHTMOHEBPOTUYECKOTO OTE€Ka Yy MAallMEeHTOB
HErpOMIHOM PAchl IO CPAaBHEHUIO € NTALIMEHTaMU APYToil pacoBoi npuHamiexHoctu. Kak u ngpyrue
uHrnouTopsl AIl®, Mu3nHONPUIT MOKET OBITh MeHEe YPPEKTUBHBIM B CHIDKEHUH A/l y manueHToB
HETrpOUIHOI packl, BO3MOXHO, BCJIECTBHE O0JIee BBICOKOM YacTOTHI JIUI] C HU3KUM YPOBHEM pPEHUHA
B ITOIYJISILIUY MAl[UEHTOB HETPOMAHON Pachl, CTPAAAIOIIUX APTEPUAIBHON TMIIEPTEH3UEH.

Kamens

[Tpu npumenennn uuruoutropoB AIID ormeuancs kamens. Kamenb cyxol, JIUTENbHBIN, KOTOPHII
ucye3aeT mnocie npekpaienus jgedenus uaruouropom AIID. Ilpu auddepeHunanbHOM AuarHose
KallUIsl HaJI0 YYUTHIBATh U KallleJlb, BbI3BaHHBIN puMeHeHneM uaruouropa AIlO.

XHUPYPruIeCKUe BMEIIIATCILCTBA/ 061112151 AHCCTEC3UA

Ilepen XupypruueckuM BMEIIATEIbCTBOM (BKJIIOYAsl CTOMATOJOTHMYECKYIO XHPYPrUIO) CleAayeT
uHGOPMHPOBaTh Bpaya/aHecTe3noNora o npuMeHeHuu HMHruOuTOpoB AIID. [Ipu oOmupHBIX
XUPYPrU4eCKUX BMEIIATEIbCTBAX, 4 TAKXKE€ INPU NPUMEHEHHH JPYIMX CPEACTB, BbI3bIBAIOIIMX
caikenne AJl, nusuHOmpui, OMokHpys oOpa3oBaHMe aHruoreHsuHa ll, MoxkeT BBI3BIBAaThH
BBIpAKEHHOE HENPOTrHO3UpyeMoe cHIkeHue AJl.

[ unepkanuemus

Nuruburopst AII® MoryT BeI3BaTh THIIEPKATUEMHIO, TIOCKOJIBKY OHU HHTUOUPYIOT BBICBOOOXKIEHNE
aJIbJIOCTEpOHA. Y MAlMEHTOB C HOPMalIbHOH (QyHKIHMEH nmodek 3(h(eKT 0ObIYHO HEe3HAYUTENIbHBIMH,
OJIHAKO y TMAalMEeHTOB C HApPYIIEHUSMU (PYHKIMM TOYEK W/WIKM Yy MalMeHTOB, MPUHUMAIOIINX
KaJuiicoepkaliue MUIIeBble 100aBKM (BKJIIOYas —KajluiicoAepkalue 3aMEHHMTENH COJIH),
Kanuiicoeperapomuye  AUYPETUKH,  TPUMETONPHUM,  KO-TpUMOKca3ol  (TpUMETONpuM  +
Cylb(aMeToKca3od) M OCOOEHHO AaHTAarOHUCTHI aNbJOCTEPOHA WM OJOKAaTOPBl PEIEeNTOpPOB
AHTMOTEH3MHA, BO3MOXHO BO3HUKHOBEHHE TMITEPKATTUEMHUH.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

OCTOPOXHOCTBIO Y MAIMEHTOB, Moy4aromux HHruoutopsl AIID, a Taxke cieayer KOHTPOIUPOBATh
NOYEYHYI0 (DYHKIHUIO U COZIEpKaHUE Kalns B CHIBOPOTKE KpoBHU. Ecii mpueM rnepedncieHHbIX BbIIe
npenapatoB Ha (oHe neueHuss uHruoutTopoM AIID mpusHaercs HEOOXOIUMBIM, PEKOMEHIYETCS
PETYISIPHBIA KOHTPOJIb YPOBHSI KaJIHs B CBIBOPOTKE KPOBH.

HaI_II/IeHTBI C caxapHbIM Z[I/Ia6eTOM

VY mnanMeHTtoB C caxapHbIM JuabeToM, MNPUHUMAIOMIMX TUIOTJIMKEMUYECKHEe CpeICTBa WU
MOJTyYAIONIUX WHCYJIMH, HEOOXOJMMO TIIATEIFHO KOHTPOJIUPOBATH KOHIEHTPAIMIO TIIOKO3HI B
KpPOBH B TEUEHUE MEPBOT0 Mecsla Tepanuu nuHruouropom AIID.

JIntuii
Kaxk mpaBuiio, He peKOMEHyeTCsl COYeTaTh IPUEM JINTUSI U TU3HHOIIPHUIIA.

TlanueHThl TOKWJIOro BO3pacTa

VY nanueHTOoB MOKUIIOr0 BO3pacTa MPUMEHEHUE CTaHAAPTHBIX 7103 JIU3UHOIIPUIIA IPUBOIUT K Oosiee
BBICOKOW KOHLIEHTpAllUM Ipenapara B KpOBHU, MO3TOMY TpeOyeTcsi ocobasi OCTOPOXKHOCTh IPH
OIpeJIeJIEHUH JJ03bl HECMOTPSI Ha TO, YTO PA3JIUYUN B aHTUTUIIEPTEH3UBHOM JICHICTBUHU JIN3UHONIPHIIA
Y HOXHWJIBIX U MOJIOJIBIX AI[UEHTOB HE BBIABIICHO.

TpaHcIIaHTaUs MOYKHU

OnpIT IPUMEHEHHUS JIU3UHONPWIIA y MAalMEHTOB, HEJABHO MEPEHECIINX TPaHCIUIAaHTALUIO MOYKH,
OTCYTCTBYET.

AJKOro0JIb

B nepuon nedeHus He pEKOMEHIYETCsl YNOTPEOJATh alKOTOJIbHBIE HAMMTKHM, TaK KaK 3TaHOI
YCWJIMBAET aHTUTUIIEPTEH3UBHOE JeiicTBre HHIMOUTOpOoB AlID.

IlepBUYHBIN THIIEPATLIOCTEPOHU3M

[Ipu nepBUYHOM rurnepanbA0CTEPOHU3ME THIIOTEH3UBHBIE ITPENaparsl, 1eHCTBUE KOTOPBIX OCHOBAHO
Ha HWHTUOMPOBAHUU PEHUH-AaHTMOTEH3MHOBOM CHCTEMBI, 3a4acTyio He3(h(EeKTUBHBI, MOITOMY
IIPUMEHEHHE JTM3UHOIIPUIIA HE PEKOMEHIy€ETCSl.

BcnomorarenbHbIE€ BEIIECTBA

Kpacurens xentoiit «comueunsiii 3akat» FCF [E 110] MmoxxeT BbI3bIBaTh AJIJIEPTUUECKHUE PEAKITHH.

JlaHHBI TeKapCTBEHHBIH Mpenapat coaepkuT MeHee 1 Mmoutb (23 mr) Hatpust Ha 1 TabieTky, TO ecTh
10 CYTH, «HE COACPKHUT HATPUSI».

eTH
bezonacnocts u addextuBnocTs ipenapara JIMZMHOIIPWUJI LIIPES y neteit B Bo3pacte no 18 ner

HC YCTAHOBJICHBI.

4.5. BzaumojaeiictTBue ¢ JApPYIrMMH JIeKAPDCTBEHHbIMH IMpenapaTamMM W Jpyrue BHIbI
B3aNMOIEeHCTBUA

JIBoiinag 6iaokaga PAAC

Y NanueHToB C aTepOCKIEPOTHUECKHUM 3a00J€BaHMEM, CEpJACYHOW HEIO0CTAaTOYHOCTHIO WU
caxapHbIM JUabeToM C MOpaXKeHHWEM OpraHOB-MUILIEHEH OJHOBpEMEHHas Tepanus UHTHOUTOPOM
AII® u APAII cBsizaHa c Oojee BBICOKOM YacTOTOH pa3BUTHS apTEpUATbHON THUIOTEH3MH,
oOMOpOKa, TUIMEpPKAIMEeMHH U yXyAlleHUus (QyHKUUH To4YeKk (BKIIOYash OCTPYI0 IOYEYHYIO
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PAAC.

JlBoitnast Onokana (Hanmpumep, npu coudetaHun wuHruoutopa AIID c APA II) pgomxHa OBITH
OTpaHHYEHa OTACIHHBIMU CITyYasMHU C TIIATEIHHBIM MOHUTOPUHTOM (DYHKIIMH TOYEK, COACPIKAHUS
KaJIusl U peryJisipHbIM KOHTposiem A/l

OnHOBpeMEeHHOE TPUMEHEHHE HHIHOUTOPOB AIID C IekapCTBEHHBIMU CPEICTBAMHU, COICPIKAITUMU
AIMCKUPEH, MPOTHBOINOKA3aHO Yy MAaIMEHTOB C CaxapHbIM JIHA0CTOM W/WIM C YMEPCHHOW WIIH
TKENO mouedHoit HegoctarounocThio (CK® < 60 mn/mun/1,73 M? Momaay OBEPXHOCTH TeNa) U
HE PEKOMEHIYETCSI Y IPYTHX MallUeHTOB.

OnnoBpemennoe npumeHeHne HHruoutopoB AIID ¢ APA |l mpoTuBOMOKa3aHO y MalMEHTOB C
nuabeTuyeckoil HeponaThuel u He PEKOMEHIyeTCsl Y APYTUX NallueHTOB.

KanuiicOeperarolme INyPETUKH, IIPENApaAThl KU, KAIANCOASPKAILIME 3aMEHUTENH ITUILIEBOM COJIA
A JIpYIUE JIEKApCTBEHHBIE IIperaparhl, CIIOCOOHBIE VBEINYNBATH COJAEPKAHNUE KaJWsI B CBIBOPOTKE

KpOBH

IIpy OXHOBpPEMEHHOM MNPUMEHEHUHM JIM3UHOIpUIA C KaluiicOeperalomumu JIuypeTUKaMu
(CIMpOHONAKTOH,  TpPUAaMTEPEH, aMWIOPHUJI,  JIUIEPEHOH),  IpenapaTamMM  Kaluus WU
KaJuiicoiepKalliMU  3aMEHUTEJIIMU TTHMILEBON MOBAapEHHOW COJIM W JAPYTMMHU JIEKAPCTBEHHBIMU
npenapaTamu, CHOCOOHBIMH yBEJIMYUBATh CO/IEP KaHNUE KalMsl B CIBOPOTKE KpoBH (BKJtouast APA 11,
rernapyH, TaKpoJIUMYC, LIUKIOCIIOPUH; IpenapaTsl, CoJepKaliie KO-TPUMOKCa30Jl [TpUMETOnpumM +
Cyb(aMeTOKCa30|, MOBBIIIACTCS PHUCK PA3BUTUS TUMNEPKATHEMUH (OCOOCHHO y MAIMEHTOB C
HapyleHusIMH GyHKIUU oyek). IloaTomy naHHbIe KOMOMHAIIMY Ha3HAYAOT C OCTOPOKHOCTBIO, MOJT
KOHTPOJIEM COJICPYKAHMS KaJIHsl B IUIa3Me U (PYHKIIUH TTOYEK.

VY NOXWIBIX NAallMEHTOB M NAlMEHTOB C HapylleHHWeM (PYHKLIMHU MOYEeK OAHOBPEMEHHBIH IpHeM
uHruouropoB  All® ¢ cynb(aMeTokca3onoM/TpPUMETONIPUMOM — COTPOBOXKAAICA — TSIKEIOU
THIIEpKaTNEMHEH, KOTOpasi, KaK CUUTAETCsl, ObLIa BBI3BaHA TPUMETOIIPHUMOM, TIOATOMY JIN3UHOIPHIT
CIIEYET MPUMEHSATh C OCTOPOKHOCTBIO C TpErapaTaMu, COACPKAIIIMU TPUMETOIIPUM, PETYIISIPHO
KOHTPOJIUPYsI CO/iepKaHUe KaJKs B I1a3Me KPOBH.

KanuiinecOeperaonme TnypeTuku

HpI/I OAHOBPEMCHHOM IIPUMCHCHUHN JIM3UHOIIpHJIa C KMHﬁHCC6CpCF3IOH.[HMH ANYypCTUKAMU
THIIOKAJIMEMUS, BBI3BAHHAA UX IPUMCHCHUCM, MOXKET OBITH YMCHBIICHA.

Jpyrue runoTeH3uBHBIE JIEKAPCTBEHHBIE CPEICTBA

[Ipu ogHOBpEMEHHOM MPUMEHEHUH C Ba30AMJIaTaTOpaMu, OeTa-aipeHoOI0KaTOpaMu, OJI0KaTopaMu
«MEJITICHHBIX» KaJbIIMEBBIX KaHAJIOB, TUYPETUKAMU U APYTUMHU TUIIOTCH3UBHBIMU JIEKAPCTBEHHBIMU
Cpe€aAcTBaMHU yCHUIIMBACTCA BBIPAXKCHHOCTb aHTUTHIICPTCH3UBHOI'O HeﬁCTBHﬂ JIM3UHOIIPpUJIA.

IIpenapaThl TUTHUS

[Ipn OTHOBpEMEHHOM NPUMEHEHUHN JIM3WHONPWIA C IpenaparamMy JIMTHsS BBIBEICHHE JUTHUS U3
OpraHMsMa 3aMemsieTcsl (PUCK YCWIEHUS KapAUOTOKCHYECKOTO M HEHPOTOKCHYECKOIO JEHCTBUS
autHs). OqHOBpeMEHHOE MPUMEHEHNE JIM3UHOIIPUIIA C MpenapaTtaMu JINTUS He peKoMeHayercs. B
cllyyae HE0OXOJMMOCTH NMPUMEHEHUS JaHHOM KOMOWHAIMM CIIEAyeT PEryJSIpHO KOHTPOJIHPOBATH
KOHIIEHTPALHIO JINTHS B IIa3ME KPOBH.

Hecrepounnsie nporuBoBocnanurenbable npenaparsl (HIIBII), BKkiIro4Yas celeKTUBHBIE HHTHOUTOPBL
muksiookcurenasbl-2 (11OIM-2) ¥ BBICOKHE A03bI AlIETHICATUIIMIOBON KUCIOTHI (> 3 I/CYTKH)

Hectepouanble MpOTUBOBOCHAIUTENbHBIE Mpenaparbl (B TOM YHCIE CENIeKTUBHBIE MHTHOUTOPHI
[IOI'-2) n aneTHICAIMITIIOBas KUCIOTA B JI03aX Oosee 3 T/CyTKH, CHIKAIOT aHTUTHITEPTEH3UBHBIN
a¢ ekt Tu3nHOmpHIIa.
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Y HEKOTOPHIX MAIMEHTOB C HAPYIIEHHON (QyHKIHEH TIoUeK ( @Hﬁ%&m@@%‘%‘é&ﬁ%ﬁéﬁhgﬁo‘s II/II‘J'IHI/I

MAIMEHTOB ¢ 00E3BOKMBAHUEM, B TOM UYUCJIC MPUHUMAIOLINX JAUYPETHKH), TOJIyYaAIOIIUX TEPAMTUIO
HIIBIT (B TomM umcie cenekTUBHbIMH uHruoutopamu [[OI'-2), ogHOBpeMEHHOE NPUMEHEHHE
uHruouTopoB AIID nnm APA Il moxer BbI3BaTh JanbHEHIIee yXy/eHre (GYyHKINU TOYEK, BKITI0Yast
pa3BUTHE OCTPOH IMOYEYHOH HEAOCTATOYHOCTH, W TunepkaaueMuro. JlaHHble 3((eKkTsl 00BIYHO
obpatumbsl. OgHOoBpeMeHHoe npuMmenenne uHruouropos AII® u HIIBII nomkHO MpOBOIUTHCS C
OCTOPOXHOCThIO (OCOOEHHO y MOKWIBIX MAIMEHTOB M y NAllMEHTOB C HAapyLIEHHOH (yHKuuen
nouek). [lanueHTsl MOJKHBI MONy4yaTh aJEKBATHOE KOJMYECTBO JKUAKOCTU. PexomeHayercs
TIIATEIbHO KOHTPOJIUPOBATh (DYHKIUIO TOYEK, KaK B HayaJle, TAaK U B IIPOLIECCE JICUCHHUSL.

He npoTuBooka3ano npuMeHeHHe TH3UHONPIIIA B KOMOWHAITUY C alleTHIICATUIIUIOBON KUCIOTOU B
Ka4yeCTBE aHTUAIPETaHTHOTO CPECTBA.

I'MnormMKeMuYecKre JICKApCTBCHHLBIC CPECACTBA

OIHOBpPEMEHHBIH MPHEM JIM3WHONPWIA U WHCYJIMHA, a TAaKXKe MEePOPAbHBIX THIIOTINKEMHYECKUX
CpPEeACTB MOXET MPUBOANUTH K PA3BUTHIO TUIOTTUKeMHIH. HanOoapImmii puck pa3BuTHs HaOIOAaeTCs
B TEUYCHHUE IEPBHIX HEIEIb COBMECTHOTO IMPHUMEHEHHs, a TaK)Ke y MAaIlMeHTOB C HapyIICHUEM
(GYHKIMY TIOYEK.

TpULIMKINYECKUE aHTUACHPECCAHTHI / HEUPOJCOTUKHU / CcpeacTBa i 061_1_[6171 aHecTe3un /
HapKOTHYCCKHE CPEACTBA

[Ipy 0AHOBPEMEHHOM MPUMEHEHUU C TPULIMKINYECKUMH aHTUCNpPeccaHTaMH, HEHpOIeNnTUKAMU,
cpeacTBaMu Ul oOmiel aHecte3nu, OapOUTypaTaMu, MHOpEIaKCAaHTaMU HAOIOACTCS yCUJICHHE
AHTUTUIIEPTEH3UBHOTO JICHCTBUS JIM3UHOMPUIIA.

Asbda- u OeTa-aIpeHOMUMETUKHU

Anbda- u Oera-agpeHOMHUMETHKH (CUMIIATOMUMETHKH), TakKhe KakK SMUHEPPHH (aapECHAIINH),
M30MPOTEPEHON, JNOOyTaMHH, JONMAaMUH, MOTYT CHHXXATh aHTUTHIICPTCH3UBHBIA  IPQPeKT
JTU3UHOTPUIIA.

Bbaknoden

YcunuBaer — aHTUrunepTeH3uBHbIH  3ddexr unruoburopor AlldD. Crnenyer THIATETBHO
KOHTpoiupoBaTh AJl u, B ciiyyae HEOOXOJUMOCTH, KOPPEKTUPOBATH 103y AHTHUTUIIEPTEH3UBHBIX
IIpENnapaToB.

Dra”ona

[Ipy OIHOBpEMEHHOM NPUMEHEHUM HTAHOJ YCWIMBAET AHTUTUIIEPTEH3UBHOE JIEWCTBHUE
JU3UHOIIpUIIA.

DCTPOreHbl

OcTporeHsl OcnabisioT aHTUTUIEPTEH3UBHBIM A (EKT IU3MHONpUIA BCIEACTBHE 3aJEPKKU
KHUJKOCTH.

AJ'IJ'IOHVDI/IHOJ'I, OpoKanHaMuJi, TUTOCTATHKN, HMMYHOACTIPECCAHTHI, TTTIOKOKOPTHKOCTCPOMUIbI (H]I)I/I
CHUCTCMHOM HDI/IMCHCHI/II/I)

CoBmMmecTHOE nnpuMeHeHne HHruouTopos AIlD ¢ annonypruHOIOM, MPOKAaUHAMHIOM, IIUTOCTATUKAMU
YBEIUYMBAET PUCK Pa3BUTHUS HEUTPOIICHUHU/arpaHyJIOHUTO3a.

IIpemapatsl 3010Ta

[Ipy OoAHOBPEMEHHOM NPHUMEHEHWH JIM3MHONpPUIA U TPEmapaToB 30J0Ta BHYTPUBEHHO (HATpHUs
aypoTHOMAJIaT) ONMCAaH CUMIITOMOKOMILIECKC, BKITFOUYAIONUI THIIEPEMHIO JIUIA, TOITHOTY, PBOTY U
cHmkeHne AJl.
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CelleKTUBHBIE I/IHFI/I6I/ITODI>I O6DaTHOFO 3axXBaTa CEPOTOHHUHA

(CMIEPTHOMY OTYETY

CoBMecTHOE MNPUMCHCHUC JIM3UHOIIpHUJIa C CCICKTHBHBIMU I/IHI‘I/I6I/ITOpaMI/I O6paTHOFO 3axBaTta
CECPOTOHHMHA MOXKET IMIPHUBOJUTH K BpraX(eHHOﬁ THIIOHAaTPUEMHUU.

.HeKaDCTBeHHbIe nopénaparbl, KOTOPBIC MOTYT TIOBBIIIATH PHCK PAa3BHUTHA AHTHMOHCBPOTHYCCKOI'O
OTCKa

Hneubumoper mTOR (mammalian Target of Rapamycin — muwens panamuyuna 6 kiemkax
MACKONUMAIOWUX) (Hanpumep, MemMCcupoIUMyc, CUPOIUMYC, I8EPOIUMYC)

VY mauueHToB, NPUHUMAIOUIMX OJHOBpeMeHHO uWHTruOuTOphl AIl® u wuuruburopsr mTOR
(TEMCHpPOIUMYC, CHPOJUMYC, HBEPOJUMYC) HaONIONANOCh YBEIUYEHUE YacTOThl Ppa3BUTHUS
AHTMOHEBPOTUYECKOTO OTEKA.

Hneubumopor ounenmuournenmuoazvl \N muna (AII1-1V) (erunmunvl), Hanpumep, cumaciunmuH,
CaKCaznunmuH, 8UIOA2TUNIMUH, TUHALTUNMUH

Y  nmamueHToB, TNPUHUMABIIMX  OJHOBPEeMEHHO  MHTHOMTOPHI AII® ©u  UHTHOMTOPHBI
munentuapuinentuaassl 1V tuna (runTuHBI), HAOMI0AAIOCh YBEIWYEHUE YAaCTOThl Pa3BUTH
AHTMOHEBPOTHUYECKOTO OTEKA.

Ocmpamycmun

VYBeJln4yeHne 4acToThl Pa3BUTHS AaHTMOHEBPOTUYECKOIO OTEKA IMPU OJHOBPEMEHHOM IPUMEHEHUU C
uHruouropamu AllO.

Hneubumopul netimpanvroi snoonenmudasvl (HII)

Coo0manoch 0 MOBBIICHHOM PHCKE Pa3BUTHS AaHTHOHEBPOTUYECKOTO OTEKA MPU OJHOBPEMECHHOM
npuMeHeHud UHruouTopoB AIID u panekanorpuiaa (MHTHOUTOP SHKEhATUHASHI).

[Tpu ogHOBpEeMeHHOM NpuMeHeHHH HHrHOnTOpoB AIID ¢ cakyOuTpuIoM/BajcapTaHOM BO3pPacTaeT
PUCK Ppa3BUTHS AHTMOHEBPOTHYECKOTO OTEKA, B CBSI3M C YEM OJHOBPEMEHHOE IPUMEHEHHE
yKa3aHHBIX IIpernapaToB npotuBonokazano. Muruduropsr AIID cnenyer Ha3HayaTh HE paHee, YEM
yepe3 36 9acoB IMocie OTMEHBl cakyOuTpumia/BajcapTaHa. [IpoTHBONOKa3aHO Ha3HaueHHE
cakyOuTpuia/BajicapTaHa NalUeHTaM, MoyydaromuM uHruoutopel AIID, a Takxke B TeueHue
36 "acoB nocie oTMeHbl UHTHOUTOPOB ATID.

Tkanesvie akmueamopbvl nNid3muHoceHa

B oOcepBalMOHHBIX  HCCIIEJOBAaHUSAX  BBIABICHA  MOBBIMIEHHAas  4acToTa  Pa3BUTHUSA
AHTMOHEBPOTUYECKOr0 OTEKa y MalMeHTOB, MpUHUMAaBIINX UHIHOUTOpHl AlID, nocne npumeHeHus
aJITerIa3bl U1 TPOMOOIUTHUECKON TEpay UIIEMUYECKOTO MHCYJIIbTA.

dapMaKkoOKMHETHYECKUE B3ANMOJIEUCTBUS

AHTaI_[I/II[LI H KOJICCTUPAMUH CHUKAKOT BCACBIBAHUC JIM3UHOIIPUJIIA B KCITYAJOYHO-KUIIICYHOM TPAKTEC.

4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTDb M JTAKTALUSA

bepemeHHOCTD

[Ipumenenue Jnu3MHONpHUIA TpU OEPEMEHHOCTH MpoTHMBONOKa3aHo. [lpu ycTaHoBIeHHH
OepeMEeHHOCTH MpUEM Ipernapara Hy>KHO MPEKPaTUTh KaK MOXKHO paHblle. JIM3HHONpPUIT MPOHUKAET
yepe3 miareHTapHblii 6apbep. Ilpuem unrudutopos AIID Bo II u Il TpumecTpe GepemMeHHOCTH
OKa3bIBaeT HeOJaronpusTHOE BO3JEHCTBHE Ha IJIOJ (BO3MOXKHBI BhIpaXKeHHOE CHUXeHue All,
MOoYeYHasi HEeJAOCTAaTOYHOCTh, THUIEpKaTueMusi, THUIOIUIa3usl KOCTel uepemna, BHYTpUYTpoOHas
CMEPTh). ONHUJIEMHOJOTMYECKHE MJAHHBIE O PHUCKE TEPATOTEHHOCTH, CBSI3aHHOM C IIPUEMOM
unruoutopoB AIID Bo Bpems I TpumecTpa OepeMEHHOCTH, HE SIBISIFOTCS YOeIUTEIbHBIMU, OJHAKO
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JIeTbMH, KOTOpBIE TIOABEPIIUCh BHYTPUYTPOOHOMY BO3ACUCTBUIO HHruOuTOpoB  AIlD,
pEeKOMeHAyeTCs BeCTH HaOIr0A€HUE JIsl CBOEBPEMEHHOTO BbISIBIICHHS BBIPAXKEHHOTO CHIDKEHUS A/l
OJINTYPHH, TUIIEPKATTMEMUH.

JlakTamus

Bo Bpems neuenust mpemaparom JIM3MHOIIPWUII IIPESl HeoO6xoauMo mHpeKpaTHTh TPyIHOE
BCKapMJIMBaHME (HET JaHHBIX O IPOHUKHOBEHUH JIM3UHONPHIIA B TPYAHOE MOJIOKO).

4.7. BiusiHHe Ha CHOCOOHOCTH YINPABJATH TPAHCHOPTHBIMH CpeACTBAMHM M padoTath ¢
MeXaHM3MAMH

[Tpu ynpaBieHHH TPaHCHOPTHBIMH CPEACTBAMH WM paboTe ¢ MEXaHHW3MaMH CIEAYeT yYUTHIBAThH
BO3MO>KHOCTb Pa3BUTHS I'OJIOBOKPYKEHHS WM ycTanocTu. [Ipu pa3BUTHHN yKa3aHHBIX CUMIITOMOB HE
PEKOMEHIyEeTCsl YIIPABICHUE TPAHCIIOPTHBIMU CPEACTBAMHU U MEXAHU3MAaMH.

4.8. HexxenaTelbHbIE peaKIMU

TabnuaHoe PE3FOME HEXKEIIATSIbHBIX PeaKIIHi

HesxenarenbHble peakiuy CrpynIIHpPOBaHbI [0 CUCTEMHO-OPTaHHBIM KJIaCCaM M YacTOTE TOSIBIICHHSL.
YacToTy HeXeNaTeIbHBIX Peaknuii KiTacCu(GUIIMPOBAIIHN CIISIYIONTIMM 00pa3oM: odeHb 9acto (>1/10);
gacto (>1/100, mo <1/10); Hewacto (>1/1 000, Ho <1/100); peaxo (>1/10 000, Ho <1/1 000); oyeHb
penko (<1/10 000); uactora Hew3BecTHa (HA OCHOBAHWM WMCIOIIUXCS JIAHHBIX OIICHHUTH
HEBO3MOJKHO).

CucreMHO-OpraHHbIi

Yacrora HexesaTebHbIE peaknuu
KJ1ace

HapymieHnss co  CTOPOHBI | peaKo CHIDKEHHE FeMOTJI00MHA, CHUKEHHE TeMaTOKpUTa

KpOBH U JUM(aTHUECKOi

CHUCTEMBI MIOJABJIICHUE  JESATEIBHOCTH  KOCTHOIO — MO3ra,
AHEMUs, JICHKOIICHUS, HEUTPOIIEHUS,
arpaHyJIolMTO3, TPOMOOLIUTONEHHUS, 303UHOPIIINS,
DPUTPOIIECHUS, TEMOJIMTHYECKAS aHeMusl,

nuMdaneHonaTus, ayTOMMMYHHBIE 3a00JIeBaHUS

Hapymenust co CTOpPOHBI

. OUE€Hb PEIKO | aHapUIAKTHYeCKas/ aHaUIaKTOUIHASL PEAKIIHS
MMMYHHOMN CHCTEMBbI

OHJOKPUHHbIE HAPYIIEHUS eIKO HEaJleKBaTHasl CEKpelMsl aHTHIUYpPETHYECKOIO
p rOpMOHa

Hapymenus merabonusma u
OUYEHb PEJKO | TUMIOTIIMKEMUS

NUTaHUA
[Icuxmueckue HapylICHHUA HeYacTo Ja0UIBHOCTD HaCTpPOCHUA, HapyHICHUA CHa,
TaJJIronuHaIuu
PEaAKO CIIYTaAaHHOCTb CO3HAHUA

OYCHb PCAKO | CUMIITOMBI ACIIPECCUN
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Yacrora HeskenarenbHble peakuuu
KJ1ace
Hapymenust co CTOpOHBI | 4acTo TOJIOBOKPY)KEHHUE, TOJIOBHAs 00JIb
HEPBHOM CUCTEMBI
HEYacTo IapecTe3nsi, U3MEHEHNUs BKyCa, BEpTUTO
HapylieHne OOOHSHHUS, ACTEHHUYECKUU CHUHIPOM,
penko CyJIOpO>KHBIE ITOAEPTUBAHMSI MBILIL KOHEYHOCTEN U
ry0, COHJIMBOCTh
OYEHb PEJIKO | OOMOPOK
Hapymenust co cTOpOHBI uHpaApKT MHOKapa, BO3MOXXHO BTOPUYHBIN H3-32
cepaua HEUACTO BBIPAXCHHOIO CHIKeHUs A/l y rpynn namueHToB
MOBBILICHHOIO PHUCKA, TAaXUKApAMs, OLIYyLIECHHUE
cepaneOneHus
Opanukapaus, ycyryomnenue CUMIITOMOB
— CepJIeYHOM HEJOCTaTOYHOCTH, HapylieHue AV
p IIPOBOAMMOCTH (aTpHOBEHTPUKYJISPHOM
IIPOBOAMMOCTH ), 00JIb B TpyIU
Hapymenuss co  CTOpPOHBI 4acTo OpTOCTAaTUYECKUE 3¢ dexTs (BKIiTIOUAst
COCYJIOB TUIIOTEH3UIO)
1epeOpOBACKYISAPHBII WHCYJIBT, BO3MOYKHO
HEYaCTO BTOPUYHBINA M3-32 BBIPAKEHHOTO CHMXeHUst Al y
IpyNI MalMeHTOB MOBBIIIEHHOIO PUCKA, CHHIPOM
Peiino
Hapymenuss co CTOPOHBI | yacTo Kalenb
JIBIXaTeJIbHON CUCTEMBI,
OPraHOB IPYNHON KIETKH H | oo . pUHHT
CPEIOCTEHHUS
CHUHYCHT, OpoHxocnasm, aJIIepru4ecKuil

OYEHb PEJIKO

aJIbBEOJIUT / 303I/IHO(1)I/IJ'IBHa$I ITHEBMOHUA, OJBbIIIIKA

Hapymenust co CTOpPOHBI
KEITyJ0YHO-KUIIEYHOT O
TpaKTa

4acTo Juapesi, ppoTa
HEYaCTO TOIIHOTA, JUCTIETICHUS, OOJIb B KUBOTE
penKo CYXOCTb CITM3UCTON 000JI0YKH IMOJOCTH PTa

OYEHB PE/IKO

MAaHKPEaTUT, >KeNTyxa (renaTouesuTIoNspHas WId

XOJIeCTaTI/I‘-IeCKaH), I'CaTur, NCYCHOYHAasA
HEAOCTATOYHOCTD, MHTECTHHAIILHBIN OTCK,
AHOPCKCHUMA
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Yacrora HeskenarenbHble peakuuu
KJIace
Hapymenuss co CTOpOHBI | HEHYACTO KOXHBIH 3y/1, KOJKHAs ChIlb
KOH U MOJIKOYKHBIX TKaHeH
TUIEPYYBCTBUTEIBHOCTE/  aHTMOHEBPOTHYECKHIA
OTEK: AHTMOHEBPOTUYECKUM OTEK uIa,
peako

KOHEUYHOCTEH, Iy0, si3bIKa, TOPTAaHW W/WIIA TJIOTKH,
KpaluBHUIIA, AJIONEIHs, TICOpUa3

O4YCHBb PEAKO

MOBBILICHHOE MOTOOT/IEJICHNUE, BaCKYJIHT,
my3bIpyaTka, (HPOTOCEHCHOMIN3AINS, TOKCUICCKHIMA
AMUJAEPMAIbHBIA Hekponu3 (cuHapom Jlaitenna),
cuaapom CtuBeHca—/I>)koHCOHA, MyJIbTU()OPMHAS
apuTeMa, nceBaoauMdoma Koxu™*

Hapymenuss co cTropoHsl

. o 4acToTa
MBIIIEYHOH, KOCTHOH U apTpairus/apTpuT, MUAITHS

o HEU3BECTHA

COEMHUTEIIBHON TKAHU
Hapyumienust co  CTOpOHBI | 4acToO HapylieHne QyHKIUU T0YeK
MMOYEK M MOYEBBIBOISIINX
nyTei HEYacTo ypemusi, ocTpasi Io4eyHas HeJOCTaTOYHOCTh

OYEHb PEIIKO

aHypWsl, OJUTYPHS, IPOTEUHYPHS

Hapymienuss co CTOpOHBI | HEUACTO AMIOTEHIAS
PENPOIYKTUBHON CUCTEMBI U
MOJIOYHBIX JKeJIe3 penKo TMHEKOMACTHUS
O6mue  HapywmeHuss |
HEYacTo aCTEHUs, MOBBIIICHHAS YTOMIISIEMOCTh
peakl B MECTE BBEJCHUS
JlaGopaTopHbie u MOBBIIICHHE KOHIIEHTPAIIMK MOYEBUHBI B KPOBH,
MHCTPYMEHTAJIbHbIC JaHHBIE HEYaCTO TUNEpPKpeaTUHUHEMUS, TUTNIEpKaTuEMusl,
[IOBLIIIICHNE aKTUBHOCTH (IIEYEHOYHBIX))
TpaHCaMHUHa3
runepounupyOnHemus, TUIIOHATPUEMHS],
penKo noBbiieHre COD, MONOKUTEIbHBIE PE3YJIbTaThI

TECTAa HAa aHTUHYKJICAPHBIC aHTUTECIA

* Co001a10ch 0 CUMIITOMOKOMITIIEKCE, KOTOPBI MOYKET BKIIFOYATh OJUH MM HECKOJBKO U3 CIEAYIOMUX CUMITOMOB:
JNXOPaJKa, BACKYJIUT, MUAITHS, apTPaTHsA/apTPUT, TONOKUTENbHAS peakiis Ha aHTHHyKiIeapHbsle anTurena (AHA),

YBCIMYCHUE  CKOPOCTHU

OCeaHus

SPUTPOLIUTOB

(COD), »o3mHOPWIMS W JEUKONHMTO3, KOXKHAS  CHIIb,

(hoToCeHCHOMIHM3anus WU JPYTHe KOXKHBIE TPOSBICHHUS.
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ot 02.12.2025 N= 29918

(NOCNELOBATENBHOCTb 0002)

COO6IH€HI/I€ O ITOAO03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare O TOA03PEBAaCMBbIX HEKENATENbHBIX pEaKLUAX II0CIE PErucTpalnuu
JIEKapCTBEHHOI'0 IIpernapara ¢ LeIbl0 00eCHedYeHUs] HeNpPepbIBHOIO MOHUTOPUHIA COOTHOLIEHHS
«I0JIb3a — PHUCK» JIEKAPCTBEHHOrO Tpemnapara. MeAWIUWHCKUM pPaOOTHUKAM pPEKOMEHIYeTCs
coo01IATh O JHOOBIX M10103PEBAEMBIX HEKEJIATEIIbHBIX PEAKIMAX JEKApCTBEHHOrO IpenapaTa yepes
HAllMOHAJIbHBIE CHUCTEMBbl COOOILIEHUS O HEXKEIATENbHbIX pEakLUUAX TIOCylapCTB — UJIEHOB
EBpa3uiickoro 5KOHOMHUYECKOT0 COH3a.

Poccuiickas @edepayus

OenepanbHas cityx0a 1o Haa30py B cdepe 31paBoOXpaHeHuUs

Anpec: 109012, r. Mocksa, CinaBsiHcKast miioniaib, 1. 4, ctp. 1

Tenedon: +7 800 550-99-03

OnekrponHas nmouta: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru

Caiit B HH(})OPMAITMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTu «HTEepHET:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBKa

CHUMIITOMBI

Boipaxkennoe cHmwkenue AJl, kotanc, HapylleHHE SJEKTPOJIMTHOro OajiaHca, IOYeqHas
HEJIOCTAaTOYHOCTh, yYallleHUE JbIXaHUs, TaXWUKapIus, OIIyIICHHE cepiaueOueHus, Opaaukapaus,
rOJIOBOKPY’KEHHE, OECTIOKOWCTBO, Kallleslb, CYXOCTh CIM3UCTON 000JIOUKH MOJIOCTH PTA, COCTOSIHHE
TPEBOTH, MOBBILLICHHAS PA3IPaKUTEIIBHOCTh, COHIMBOCTD, 3aJ€PKKAa MOUYEHUCITY CKaHHUsl, 3a110p.

Jleuenue
Crenn(puyeckuii aHTHIOT OTCYTCTBYET.

IIpombIBaHME JKellyjaKa, NMPUMEHEHHE SHTEPOCOPOEHTOB M clabuTeNbHBIX cpeacTB. [lokazaHo
BHyTpHBeHHOEe BBereHne 0,9 % pactBopa Harpusi xjopuaa. B ciydae ycTOHYMBOH K JICYCHHUIO
OpasuKapauu HEOOXOUMO NMPUMEHEHHUE EeKTpoKapanoctumystTopa. Heooxonum kontpons AJl,
BOJHO-3JIEKTPOJIUTHOTO OaJiaHca.

I'emonmanus 3¢ ¢pexkTuBeH.

5. PAPMAKOJIOTMYECKHE CBOMCTBA
5.1. dapmakoaUHAMHYECKHUE CBOHCTBA

dapmakoTepaneBTHUECKAs TPYTINA: CPENICTBA, IEHCTBYIONINE HA PEHUH-aHTHOTEH3WHOBYIO CUCTEMY;
MHTUOMTOPBI aHTHOTEH3UHITpeBpalnatomiero ¢pepmenta (AIlD).
Kox ATX: CO9AA03

MexaHHn3M AelCTBUS

WNurunburop AIID ymenbmaer obpazoBanue anrumoteHsuHa |l w3 anruorensuna I. CHuxenue
colepkaHusl aHruoreHsuHa Il Bemer K mNpsAMOMY YMEHBUICHMIO BBIIEIEHUS allbJIOCTEPOHA.
VYMeHsbIIaeT gerpaaanno OpaJuKMHUHA U YBEJIMYMBAET CUHTE3 MpocTarjanAnHoB. CHuXkaeT obiee
nepugepuyeckoe cocynuctoe conporusienue (OIICC), AJl, npenHarpysKy, JaBlIeHHE B JISTOYHBIX
KanuJuIsipax, BBI3BIBAET YBEJIUYEHHE MUHYTHOTO OObeMa KPOBU U TMOBBIIIEHHUE TOJEPAHTHOCTU
MHOKap/a K Harpyske y namueHTtoB ¢ XCH. Pacummpsier aprepuu B Oonblieil CTeTeHH, YeM BEHHBI.
Hexkotopsie a>ddextsl 00bsicHsaroTcs: Bo3zaeiictBueM Ha PAAC. [lpu qiuTenbHOM TPUMEHEHUH
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

KpOBOCHaG)KeHI/IC HIICMHU3UPOBAHHOTIO MUOKap/Ia.

Kimmanueckas 3dbdeKTUBHOCTE U 0€30IIaCHOCTE

Wuruburopsr AII® yamuHSAIOT NPOJOIDKUTENBHOCTh XM3HM y manueHToB ¢ XCH, 3amemnsior
IporpeccupoBaHue 1UCHYHKIMHU JIEBOI0 KeyJ0UKa y MallMeHTOB, IepeHeCINX HHPApKT MUOKap/a,
0e3 KIIMHUYECKUX MPOSBICHUH CepIeYHOI HEOCTATOUHOCTH

Hauvano anturunepreH3uBHOrO AeiicTBus — uepe3 1 yac, qocturaer Makcumyma uepe3 6—7 4acoB U
coxpansiercss B TedeHue 24 gacos. [IponomxuTtenbHOCTh 3¢ ¢eKTa 3aBUCUT TAKXKE OT BEITHMUYMHBI
npuHATON 10361 [Ipu apTepuanbHoOii runepTeH3uu 3pPexT oTMevaeTcs B IepBbIe THU MOCTIe Hayalla
JIeYeHUs, CTa0WIbHOE NEHCTBUE pa3BuBaeTcs depe3 1-2 mecsma tepamuu. [lpu pe3koit oTmeHe
JU3UHONpPUIIA HE HA0JI01a710Ch BBIPaXXEHHOTO MOBbIeHU A/l

JIM3uHONPUI YMEHBIAET CTENEHh AIbOYMUHYPHH. Y MAIlMEHTOB C TUIIEPTIIMKEMHUEH CIIOCOOCTBYET
HOpManu3aluu (QYHKLIMU IOBPEXJIEHHOIO IJIOMEpyJsipHOro sHaortenus. He Bauser Ha
KOHLEHTPALIMIO [IIOKO3bl B KPOBH Y MAIIUEHTOB C CaXxapHbIM TUAa0ETOM U HE IPUBOJIUT K yUYaIEHUIO
CJIy4aeB IMIIOTTIUKEMUH.

5.2. ®apmakoKHHeTHYECKHE CBOHCTBA

AOGcopOumst

CpenHsisi cTereHb a0copOmuMM JM3MHONpPUIIA COCTaBsieT okoino 25 %, mpu 3HAYHTETHHOU
MEXHHAUBHyallbHON BapuabensHoctu (6-60 %). Ilpmem numu He BIMSET HA BCAchIBaHUE
JTU3UHOMPUIIA.

Pacnpenenenue

[locne mpuema BHYTpb MakcuMaibHas KOHLEHTpalus (Cmax) JM3MHONpPUIA B IUIa3ME KPOBU
nocturaercsa uepe3 7 yacoB. JIusuHOmpuI HE CBs3BIBaeTCS C OelKamMHu IUIa3Mbl KpPOBH, 3a
uckimoueHnem mupkynupyromero AlIlD. Ilponumaemocts dYepe3 remMaTodHIEhaTUISCKUNA |
IUTalleHTapHBIN Oapbep HU3Kasl.

buorpaucdopmaris

.]_[I/I3I/IHOHpI/IJ'I HC MeTa6OHI/ISI/IpyeTCH.

OnUMUHALNS

JluzuHompua BBIBOAUTCS TOYKaMHU B HEM3MEHEHHOM Buje. Ilocme MHOTOKpaTHOro mnpuema
3¢ (deKTUBHBIN MTEPHO TOTYBBIBEACHU JIU3UHOIIPpHIIA cocTaBigeT 12,6 u. Knupenc nuznnonpunia y
3JI0pPOBBIX JTOOPOBOJBIEB COCTaBiIsieT NpuOIM3uTENbHO 50 Mi/MuH. JIM3WHOMPUIT MOXKET OBITH
BBIBEJICH U3 OpraHu3Ma MOCPEACTBOM T'eMOIHATN3A.

CDaDMaKOKI/IHCTI/I‘-ICCKaSI'(baDMaKOHI/IHaMI/I‘leCKaH 3aBUCUMOCTDb

Xpoyuuecmﬂ cep()e!maﬂ Heo0oCmamo4HoCms

VY mnanuentoB ¢ XCH aGcopOuust M KIUPEHC JIM3MHONPUIA CHUXKEHBI. Y JaHHOW KaTeropuu
MAIMEHTOB a0CONIOTHAST OMOOCTYITHOCTh JIM3WHOIIPHIIA CHUXKAETCsl MpuMepHO Ha 16 %; ogHako
AUC (momaip moJ KpUBOM «KOHLIEHTpAIUs—BpEMs») yBelIWYHMBaeTcss B cpeaneM Ha 125 % mo
CPaBHEHMIO CO 3/10pPOBBIMU J100POBOJIBLIAMH.

Ocmpuuii unghapkm muoxapoa

VY nanveHToB ¢ OCTPHIM HHGAPKTOM MHOKapaa BpeMs JOCTHKEHUS Cmax (tmax) JTH3HHOIpHIIA
cocraBisieT 8—10 gacos.
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Toueunas neoocmamounocme

Hapymenne ¢yHkmuu mnouek npuBoauT kK yeenuwueHntro AUC u mepuoja MONyBBIBEICHUS
JU3UHONPUIIA, HO OTH HM3MEHEHHUS CTAHOBSTCS KJIMHUYECKHA 3HAYMMBIMH TOJIBKO TOTJA, KOTJa
ckopocTh Knyboukooi QuisTparuu (CK®) crmkaercs ke 30 mr/mun/1,73 M2 mmomtamm
noBepxHocTH Tena. [Ipu nerkoit u ymeperHoit nouednoit HepocrarouHoctd (KK ot 31 go 80 mur/mun)
cpennee 3nadenne AUC yBenmunumBaercs Ha 13 %, B TO BpeMsi Kak MpPH TKEIOW MOYESYHOH
HenoctarouHoct (KK ot 5 mo 30 mur/mun) Habmogaercst ypenuuenue cpeanero 3HadeHuss AUC B
4,5 pa3za.

Ileyenounas neoocmamounocms

VY NanMeHTOB C IUPPO30M IICUCHU BCACBIBAHUE JIM3MHOMNPHUIIA CHUXAeTCs (MpUOIM3UTEIBHO Ha
30 %), oxgmako skcmosuius mpernapara (AUC) ysemuunBaercs (mpubnusurensHo Ha 50 %) 1o
CPaBHEHHIO CO 3/I0pPOBBIMHU J1I0OPOBOJIBIIAMH W3-32 CHIDKEHHSI KITUPEHCA.

J]ub;a nooaicus10co eo3pacma

VY manueHToB MOKHIOT0 Bo3pacTa (crapime 65 JeT) KOHIEHTpAIHs JIU3UHOMPUIIA B TUIa3Me KPOBH U
AUC B 2 paza Bblllle, YeM Yy TAI[IEHTOB MOJIOIOTO BO3pacTa.

6. PAPMAIIEBTUUECKHUE CBOMCTBA
6.1. Ilepeyenb BcoMoraTeibHBIX BelleCTB

JIMBUHOIIPUJI HIPES, 2.5 mr, TabiieTKu

Kpaxman kykypy3Hslii

Kanbius docdar nBy3aMernieHHbIN 0€3BOTHBIHI
Kpacurens 6punnnantoBsiit rony6oii [E 133]
Tanbk OYHILIEHHBII

KpemHus AMOKCHT KOJIJIOUAHBIH

Hatpus xpaxmana riimKossT

Marnus creapar

JIMBWHOITPWJI IIPES, 5 mr, TabneTkn

Kpaxman kykypy3Hblii

Kanbuus ¢pocdar aBy3amenieHHbII 0€3BOIHBIN
Kpacurens xentoiit «comneunsiii 3akat» FCF [E 110]
Taxbpx ounIeHHBIN

Kpemuus auokcua KoJImouaHbINA

Harpus kpaxmana raukomsT

Marnus creapar

JIMBUHOITPUJI IIIPEA, 10 mr, TabieTtku

Kpaxman kykypy3Hblit
Kanbmus docdat aBy3amenieHHbII 6€3BOHBIN

Kpacutens «oxenTsiit XMHOIMHOBBIN» [E 104]
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Tanpk OYnIEHHBIN

KpemHust 1MOoKCHI KOJITIOUAHBII

Harpus kpaxmana raukomuasT

Maruus creapat

JINBUHOITPUJI INPES, 20 mr, TabieTku

Kpaxman kyKypy3Hblii

Kanbrus docdar aBy3aMenieHHbII 6€3BOHBIN
Tanbk OUNIICHHBIN

Kpemuust nokcu1 KOJIIIOMAHBII

Harpus kpaxmana rimkoasr

Marnus creapar

6.2. HecoBMeCTUMOCTH

He npumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

3 roxa.

6.4. OcoOble MepbI MPEI0CTOPOKHOCTH MPH XPAHEHUH

XpaHuTh 1pu TemiiepaType He Boie 25 °C, B OpUrMHAJIbHON yIIaKOBKE.
6.5. XapakTep u coaep:kaHue yNaKOBKHU

ITepsuynas: ITo 5, 7, 10 unu 14 tabnetok B 6muctep u3 [I1BX/antomunneBoii ¢ponasru.

Bropuunas: Ilo 1, 2, 3, 4, 5 uiu 10 OaucTepoB MOMEIIAIOT B MAauyKy KapTOHHYI) BMECTE C
MHCTPYKIHUEN 110 TPUMEHEHHUIO.

6.6. Ocodble MephI MPEIOCTOPOKHOCTH NMPH YTHIM3AIUH MCHOJIH30BAHHOIO JI€KAPCTBEHHOTI0
npenapara MM OTXOJ0B, IOJYYCHHBIX IOC/J€ NMPUMEHEHHs JEKAPCTBEHHOr0 mnpenapara, u
Apyrue MAHMIYJISILMY € IPenapaTom

Oco06ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMUOHHOI'O YAOCTOBEPEHUSA

Nunus
«Ipes Jlaiip Caencus IIBT. JITH.»
pes Xay3, 301/A, Ilepeitpa Xumn Poya, Aunxepu (Mct), Mymbau — 400 099
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7.1. IlpencraBuTeib Aep:KaTejisi perucTPAlHOHHOID vnocT(')gcle'[l):él;lpEﬂ]"' BATEINBHOCTS 0002)

[Iperen3uu notpeduTeneil HAPABIATH 1O APECY:

Poccuiickas ®@edepayus

[TpencraButensctBo Komnanuu «1pes Jlaitd Caencus IIBt. JITm.»
111033, r. Mockaa, yi1. 3o10Topokckuit Bai, A.11, ctp. 21

Ten. +7 (495) 970-15-80

Anpec anektpoHHO# mouTkl: medinfo.russia@gmail.com

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUS

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI' O ITPEITAPATA
JlekapcTBEeHHBIN MTpenapaTr OTHOCUTCS K KAaTETOPUH OTITYCKa 10 PELEITY.
Obmas xapakrepuctuka nekapcrsenHoro npenaparta JIM3UHOIIPUII IHPES noctynHa B eauHOM
peecTpe 3aperuCTpUPOBAHHBIX JIEKAPCTBEHHBIX CPeACTB EBpa3suiickoro 3KOHOMUYECKOT0 COX03a U Ha

oduIaILHOM caiite YIOJIHOMOYEHHOT'O oprasa (3KcriepTHOM OpraHU3AIIHAH )
https://Ik.regmed.ru/Register/EAEU_SmPC

20



