OBILIAA XAPAKTEPUCTHUKA JIEK

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEITAPATA

JIM3UHOIIPWIJI, 5 mr, TabaeTKu
JIMBUHOIIPWJIL, 10 mr, TabneTku
JIM3UHOIIPUIJI, 20 mr, TabneTku

2. KAUECTBEHHBIN 1 KOJIUMYECTBEHHBIN COCTAB

JleficTBy1O1II€€ BEWIECTBO: JIU3UHOIIPUIIA TUTUAPAT.

JINBUHOITPUJL, 5 mr, TablieTku

Kaxxnas tabnerka cogepxut 5,44 Mr TU3UHONPHIIA JUTUIPAT, B IEpPEeCUYeTe Ha JIU3UHOIIPHIL 5 MT.
BcnomoraTenbHble BelIECTBA, HATMYUE KOTOPBIX HANO YYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: JJakTo3sl MoHOTHIpaT — 85,5 Mr (cM. Pazaener 4.3, 4.4).

JIMBUHOITPUJIL, 10 mr, TabneTku

Kaxxnas tabnerka comepxut 10,89 Mr nu3nHonpriia JUTHAPAT, B IepecueTe Ha Ju3nHonpu 10 mr.
BcnomoraTenbHble BelIECTBA, HATWYUE KOTOPBIX HAN0 YYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: JJakTo3sl MoHoOTHIpaT — 113,56 Mr (cm. pazaenst 4.3, 4.4).

JIN3UHOITPUJIL, 20 mr, TabneTku

Kaxknas tabnerka comepxut 21,78 Mr TM3nHONpHIIA JUTHAPAT, B IepedeTe Ha Tu3uHONpHI 20 Mr.
BcnomoraTenbHble BelIECTBA, HATWYUE KOTOPBIX HANO0 YYUTHIBATH B COCTAaBE JIEKAPCTBEHHOTO
npenapara: JJakTo3sl MoHOTHApaT — 227,12 Mr (cm. Paznens 4.3, 4.4).

[TonHbIi IepevYeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEIECH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku

Tabnerku 6enoro mim noutu Oenoro 1usera. Jonyckaercs HaTu4ue JIErkoi MpaMOPHOCTH.
TabneTku 5 Mr — Kpyrible, IBOSKOBBIIYKIIbIE, 0€3 PUCKH.

Tabnerku 10 Mr — KpyrJiible, IBOSIKOBBIIYKJIIbIE, C PUCKOH.

Tabnetku 20 Mr — KpyIJible, JBOSIKOBBIITYKJIbIE, C PUCKOH.

4. KIMHUYECKHUE JAHHBIE
4.1 Iloka3zaHusi K IPUMEHEHHIO

- apTepualibHas TUINEPTEH3Us (B MOHOTEpANuy WIM B KOMOWHAIMM C APYTMMU THIOTEH3UBHBIMHU
CpeIICTBaMM);

- XpOHHYECKas cepJieuHasi HeJOCTaTOYHOCTh (B COCTaBe KOMOMHMPOBAHHOW Tepamuu AJs JICUEHUS
MAUEHTOB, IPUHUMAIOIIUX CEP/ICYHbIE TTTUKO3U/Ib U/UIH TUYPETHKN);

- paHHee JiedeHHue OCTporo MHpapkTa Muokapaa (y MAIMEHTOB CO CTAOMIBHBIMHU IOKa3aTEJIIMU
reMOJMHaMHKH B NiepBble 24 yaca Ajisl NPpOPHIAKTUKH JUCHYHKIIMH JIEBOTO JKeIyJ0UKa U cepiedHOon
HEJIOCTATOYHOCTH);

- nuabeTtnyeckast HepponaTus (A1 CHUKEHHS albOyMUHYPHH y MAllMEHTOB C CaXapHbIM T1abeToM
1 TUMa ¢ HOpMabHBIM apTepUAIbHBIM JaBieHueM (A/]) 1 manueHToB ¢ caxapHbIM TuadbeToM 2 THIa
C apTepuaIbHOU rUnepTeH3uen).

4.2 PeskuM 103UPOBAHUS H CIIOCO0 NPHUMEHEHHUS



COOTBETCTBY
oT

PesKiM JI03MPOBAHSE (NOCNEOOE

Jns obecrieueHUs] yKa3aHHBIX HIDKE PEKUMOB J03MPOBAHUS NPU HEOOXOAMMOCTH MPUMEHEHUS
JU3UHONPUIIA B 103€ 2,5 MT' cllelyeT Ha3Ha4yaTh IpenapaThl IM3UHOIPUIA IPYTUX IPOU3BOAUTENCH
B JICKAPCTBEHHOH (popMe «TablIeTKH 2,5 MI» WIIN «Ta0JIETKH 5 MI» C PUCKOM.

Apmepuanvras cunepmensusi

PexkoMenayemMas HauanbHas 1032 JIM3UHOINIPUIIA [l ALMEHTOB, HE IPUHUMAIOIIMX THIIOTEH3UBHBIX
cpeacts — 10 mr 1 pa3 B cytku. Ilpu orcyrcTBuM TepaneBTHUYecKoro 3¢ddekra 103y MOBBILIAIOT
Kaxxple 2—3 IHS HA 5 MT B CYTKH JI0 cpefiHell TepaneBTudeckoit 10361 2040 mr B cyTku. OObIYHas
nojaepkuBaronas no3a cocrapisger 20 mMr 1 pa3 B cyTkdM. MakcuMmanbHas CyTOuYHas J03a
mu3uHonpuna — 40 mr 1 pa3 B cyTku (B KIMHHMYECKHUX HCCIIEJOBAaHMSIX MaKCHUMallbHas /1032
JIu3UHONpUia coctapisuia 80 MI B CyTKH, OJJHAKO yBEJIMYEHHUE 103kl cBbllle 40 MI' B CyTKH OOBIYHO
HE BEJIET K JanbHelemMy cHikeHuo AJl).

Tepanestuueckuil 3¢dexr paszBuBaercs uepe3 2—4 HeOelu OT Hayajla JIEYEHMs, YTO CIELYyeT
YUUTBIBATh MPH yBEIWYEHUHU N103bl. [Ipu HemocTaToyHOM TepamneBTHYecKoM 3(hdekre, BOZMOXKHO
KOMOWMHUPOBATh JU3UHONPUI C APYTUMH T'MIIOTEH3UBHBIMU CPEICTBAMHU.

Ecnu nanueHT npeaBapuUTeIbHO MOJIydad JIEYEHHE JUYPETHKAaMHU, TO UX IMPHEM JOJIKEH ObITh
IpeKpalleH 3a 2—3 Hs 10 Hayaia IpUMEHEHUs JIU3uHoIpuia. Eciau 3To HeBO3MOXKHO, TO HayalbHas
7103a Mpenapara He J0JDKHA IpeBblaTh 5 Mr B cyTku. [locie nmpuema nepBoi 1036l HEOOXOIUMO
HaOroZieHne Bpaya B TEUYEHUE HECKOJBKMX YacoB, TaK KaK MOXKET BO3HHKHYTh BBIPR)KEHHOE
camwkenue AJl.

Penosackynapnas eunepmensus unu Opyaue COCMOSHUA C NOBLIUEHHOU AKMUBHOCMbIO PEHUH-
AH2UOMEHZUH-ATTbOOCMEPOHOBOU CUCTEMDbL

HauanbHas n03a nM3MHONpWIIA COCTaBIsAET 2,5—5 MI B CYTKH IOJ] KOHTpPOJIEM apTepUalbHOTO
naBieHus, (PyHKIMH IMOYEK, KOHIIEHTPAlMM Kalusi B IuiasMe KpoBH. [lommepikuBaroniyro 103y
YCTaHaBJIMBAIOT B 3aBUCUMOCTHU OT BeJIMYUHBI AJl.

Hapywenue ¢ynxyuu novex

ITockonbKY JM3MHONPUI BBIBOJUTCS MOYKaMH, IIPU MOYEUHOM HEAOCTATOYHOCTH HayallbHas /1032
omnpeaensiercs B 3aBucumoctu ot kinupeHnca kpeatnHuHa (KK). ITpu KK 31-80 mun/mun HavyanbHas
no3a nu3nHonpuia cocranister 5S—10 mr B cytku, npu KK 10-30 mu/mun — 2,5-5 mr B cytku, npu KK
MeHee 10 MiI/MHUH, B TOM YHUCJIE y TIAIMEHTOB, HaXOSMIIMUXCS HA reMoaHain3e — 2,5 MI' B CyTKH.
[TonnepxuBaromiast 103a ONpeAesieTcss B 3aBUCUMOCTH OT apTepHAIbHOrO JlaBjieHus (mpu
PEryJISIPHOM KOHTPOJI€ (PYHKIMH [TOYEK, KOHIEHTPALlMU KaJusl U HaTpUsl B KPOBH ).

Xponuueckas cepoeunas Hedocmamounocms (XCH)

[Ipu XCH navanbHas 103a JU3WHOINpHUIA coctaBiser 2,5 mr 1 pa3 B cytku. IlepBbrii mpuem
JU3UHONpPUIA HEOOXOAMMO HAuyMHATh IMOJ MPUCTAIBHBIM BpayeOHBIM HAOIIOAEHUEM JUIsl TOTO,
4YTOOBI OLIEHUTH BIMSHUE [IpernapaTa Ha apTepuanbHOe aBieHue. B nanpHeiem 103y JM3UHONIPHIIA
CJIeyeT MTOCTENIEHHO YBEINYMUBATh Ha 2,5 MI ¢ uHTEpBaiIoM B 3—5 nHelt 1o 5—10-20 mr B cytku. He
PEKOMEHIyeTCsl MPEBBIIATh MAKCUMAJIbHYIO CYyTOUHYIO J03Y Jin3uHonpuia 20 mMr (B KIMHUYECKUX
HCCIIEIOBaHMIX MaKCUMallbHas 103a Ju3nHonpuia y nanueHTo ¢ XCH cocrasnsna 35 mr 1 pa3 B
CYTKH).

ITo BO3MOKHOCTH 10 Ha4asia IpyueMa JIN3MHOIIPUIIA CIIeyeT YMEHBIIUTD 103y AuypeThka. Jlo Hauana
JICYEeHHUs JIM3UHONPUIOM M Jlajee B XOJ€ JICUCHUs CIIEyeT PeryJsipHO KOHTpoiupoBaTh A]l,
(GYHKIMIO TIOYEK, CO/AEp)KaHUE Kallisl M HATpUs B CHIBOPOTKE KPOBU BO H30€XaHUE pa3BUTHS
apTepHalibHOM TMIIOTEH3UH U CBA3aHHOTO C HEW HapyIIeHUs (PyHKINUU OYEK.

Panee neuenue ocmpozco ungpapxma muoxapoa

Cmapmosasa mepanus (nepgvie 3 CYmoxk ocmpo2o ungapkma muokapoa)

B nepBble 24 yaca nocie ocTporo HH(papKTa MUOKap/a Ha3HA4aloT 5 MI' TU3UHOIIPUIIA OJHOKPATHO.
Yepes 24 yvaca (1 cyTkn) Ha3HA4YarOT 5 MT JIM3UHONpPUIIA OJHOKPATHO, uepe3 48 yacoB (IBOE CYTOK)
— 10 Mr n1M3uHONIpHIIa OTHOKPATHO.

Henw3s Haumnate neuenue npu cucroaudeckom AJ[ menee 100 mm pt.cT. [lanmentam ¢ HU3KUM
cuctonuueckuM AJl (< 120 MM pT.CT.) B Hayaje JICUEHUS U B TEYEHHE NEPBBIX 3-X CYTOK IOCIE
ocTporo uH(papkTa MHOKap/la Ha3HAYAOT MEHBIITYIO 103y JU3UHOMpHIA — 2,5 MT 1 pa3 B CyTKH.
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Ioddepacusaiowas mepanus (MOCHEOOBATENEHOCTE 0007)

[MognepxuBaromias o3a au3uHomnpuia cocrasiser 10 mr 1 pa3 B cytku. Kypc nedenus — He meHee
6 Henenb. B nanpHeiieM ciieyer OLeHUTh 11eJ1eco000pa3HOCTh MPOoJobKeHus Tepanuu. [lanuentam
C CUMIITOMaMH CEPACUHON HEJOCTaTOUHOCTH PEKOMEHIyEeTCs ITPO0JIKATh IPUEM JIN3UHOIIPUJIA.

B cnyuae pasButus aprepuanbHoi runoteH3uu (cucronumdeckoe AJl < 100 MM pT.CcT.) CyTOUHYIO
7103y JIM3UHOINPHIJIAa BPEMEHHO CHIDKAIOT 0 5 MI, Ipu HeoOxoaumoctu — 1o 2,5 mr. B ciyuae
JUTMTEIILHOTO BhIpakeHHOTO CHIKeHUs A/l (cuctomnyeckoe AJl Hmke 90 MM pT.CT. B TeueHue Ooee
1 yaca) nmpuMeHeHUe TU3UHOIPUIIA HEOOXOAUMO MTPEKPATHTb.

Jluabemuueckasn negpponamus (cHudicenue arbOYMUHypuu y nayueHmos ¢ caxapHouim ouabemom 1
MUna npu HOPMAIbHOM OAGNIeHUU, U Y NAYUEHMO8 C CAXAPHBIM Ouabemom 2 muna ¢ apmepuaibHoU
eunepmensueli)

HauanbHas no3a mu3uHomnpuiia coctasiseT 10 Mr B CyTKH, KOTOPYIO IPU HEOOXOAUMOCTH MOBBIIIAIOT
70 20 Mr B CYTKH 10 JOCTHKEHUS LI€JIEBBIX 3HAUEHUHN TUACTOIMYECKOTr0 apTepruaIbHOro JaBlICHUS
(mmacronnyeckue AJl HiKe 75 MM PT.CT. B IOJIOKEHUH «CUsD» Y TTALIMEHTOB C CaXapHbIM JHabeToM
2 Tumna).

[Mpu nmapymenun ¢ynkmun noyek (KK menee 80 mi/mMuH) HavanmpHas a03a ompenensercs B
3aBHCHMOCTH OT KJIMPEHCa KpeaTHHHHA (CM. BBIIIIE).

Crniocob npuMeHeHus

BuyTps, 1 pa3 B cyTku yTpoMm, HE3aBUCUMO OT BPEMEHHU IIpHeMa MUIIH, TPEIIOYTUTEILHO B OJTHO U
TO K€ BpeMsl.

4.3 IIpoTuBONOKA3aHUSA

- THIIEPYYBCTBUTEIHHOCTD K JIM3UHOIPUITY WIIM K JTIOOOMY M3 BCIIOMOTATEIIBHBIX BEIIECTB, IPYTUM
uaruouTopam AllD;

- aHTMOHEBPOTHYECKUN OTEK B aHaMHe3e (B TOM YHCJI€ M OT MPUMEHEHHS APYTHMX MHTHOUTOPOB
AllD);

- HaCJEeACTBEHHBIN 0TeK KBUHKE WM HIMOMTATHYECKHIT aHTHOHEBPOTUYECKUI OTEK;

- OJHOBPEMEHHOE MPUMEHEHUE C AJIUCKUPEHOM M MpernapaTaMu, COAEPKAIIUMHU aIUCKUPEH, Y
MAIUEHTOB C CaXxapHBIM TUA0ETOM W/WIM YMEPEHHBIMH WM TSXKEIBIMH HApYIICHUSIMH (DYHKIIUN
nouek (ckopocTh Kiy6oukoBoit ¢uapTpamun (CK®) menee 60 mu/muu/1,73 m? mnomanu
MTOBEPXHOCTH TeJa);

- OJIHOBPEMEHHOE NpPHMEHEHHWE C HMHTUOMTOpaMHU HEUTpaNbHON SHAOMENTHAA3bl (HApUMEp, C
npenaparamM, COJIEpXKAIIMMH  CaKyOUTpPWJI) B CBSI3M C  BBICOKUM PHUCKOM  Pa3BUTHUS
AHTMOHEBPOTUYECKOTO OTEKA;

- OJHOBPEMEHHOE IpPHUMEHEHHE C aHTaroHucramu penentopoB anruoreHsuHa II (APA 1I) y
MAIUEHTOB ¢ AnadeTndeckor HedponaTHeil;

- Bo3pact 110 18 et (3¢ (HeKTUBHOCTh U O€30MACHOCTH HE YCTAHOBJICHBI);

- 0EpPEeMEHHOCTh U MEPHOJ] TPYTHOTO BCKApMITUBAHUSI.

4.4 OcoOble yKa3aHWs U MePbI PEI0CTOPOKHOCTH NP NPUMEHEHUHU

C 0CTOPOKHOCTELIO

Hapymenue ¢yHkunyu mouek; IBYCTOPOHHHUN CTEHO3 IMOYEYHBIX apTepUil WIM CTEHO3 apTepuu
€IMHCTBEHHOU MOYKH; PEHOBACKYJISIPHAsl TUIIEPTEH3USI; COCTOSIHUE TOCIE TPAHCIIAHTAIIMU TIOYKY;
a30TeMHMsl; aopTalbHBI CTEHO3, MUTPAJIbHBIM CTEHO3; rumneprpoduyeckas OOCTPYKTUBHAS
KapAMOMHUOMATHSI, XPOHWYECKas CepJieyHas HEeJOCTaTOYHOCTh, OCTpPbI HH(PAPKT MHOKapAa;
MEPBUYHBIN  THICPAIBIOCTCPOHHU3M;  apTepualbHas  THIIOTCH3US;,  IepeOPOBACKYIISIPHBIC
3aboneBanus, wumemuueckas OonesHp cepauna (MBC); kopoHapHas  HEZOCTAaTOYHOCTE;
aYTOI/IMMYHHI)Ie CUCTCMHBIC 3a6OJ'IeBaHI/I${ COG}II/IHI/ITCJ'IBHOﬁ TKaHU (B TOM YHUCIIC CKneponepMm{,
CHCTEMHA KpacHas BOJIYAHKA), yTHETEHUE KOCTHOMO3I'OBOT'O KPOBETBOPEHUS,
MMMYHOCYTIPECCUBHAs Teparus, OJTHOBPEMEHHOE MPUMECHEHHE aJLIONYPHHOJIA WIIH TIPOKanHAMU/IA,
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nim KOM6I/IHaHI/I$I YKa3aHHBIX OCJIOXHAIOMINX (bc KTOPOB I?l[)I/ICK 3B'I/ITI/I$1' emp‘onem/m

arpaHyJIOIIMTO3a); OAHOBPEMEHHOE puMeHeHne nHruoutopos AII®D ¢ npenaparamu, co;[epncaumMH
QIMCKUPEH WIM aHTarOHUCTaMM PELEeNTOPOB aHruoTeH3uHa lI, KoTpuMokca3oioM, HHIMOUTOpaMu
mammalian target of Rapamycin (mTOR); runepkanuemusi; OJHOBpEMEHHOE MpPHUMEHEHHE C
KanuicOeperamiuMy TuypeTUKaMuy, IpenapaTaMu Kajaus, KaJluicoIepiKalluMH 3aMEHUTEISIMU
IIAIIEBOM  COJIM; OJHOBPEMEHHOE IPUMEHEHME C  IpernaparaMyd  JIUTHSA;  COCTOSIHMS,
COIMPOBOXAAIOIIMECS CHUXKEHHeM oObeMa mupkynupytomeit kpou (OLK), npumenenue y
MAIMEHTOB, HAXOMAIIMXCS Ha JMETe C OrpaHMYCHHEM IIOBAPEHHOW CONM; caxapHbI nuaber;
OTATOILLEHHBIM aJNIEProJIOTUYECKU aHaMHe3; NMPUMEHEHHUE BO BpeMs OOJBIIMX XUPYPIHUECKUX
BMEIIIATENILCTB MM MPHU TPOBEICHUH OOIIel aHeCTe3uH; MPUMEHEHHE Y MalUeHTOB HETPOHIHON
pachl; OJHOBPEMEHHOE MPOBEJCHUE NECCHCUOMIN3AUU aJUIEPIeHOM U3 s/1a MEePENOHYaTOKPBUIBIX;
reMO/INaNIN3; OTHOBPEMEHHOE IIPOBEICHUE POIIeAyPHI aepesa TUIMONPOTENHOB HU3KOH INIOTHOCTH
(JITTHIT-adepesa) ¢ ucnosb30BaHUEM ACKCTpaH CyJbdara; moKuaou Bo3pact (crapiie 65 ner).
Apmepuanvuas cunomensus

Yame Bcero BolpaxkeHHOe cHMkeHHE AJl Bo3Hukaer npu cHuwkeHun OLIK, BbI3BaHHOIO Tepamnuein
JUYpPETUKaMH, YMEHBUICHUEM COJCPKaHUs IOBApPEHHOW COJM B IHMILE, IUAIU30M, IUApPEEH WU
PBOTOI, a TAK)K€ Y TAMEHTOB C TSHKEJIONH PEHUH-3aBUCUMOW apTepHaAIbHON TUIIEPTEH3UEH.

[Ipy XpOHHUYECKON CepIeYHON HEAOCTATOYHOCTH, C OJJHOBPEMEHHOM IMOYEYHON HEJAOCTATOYHOCTHIO
win 0e3 Hee, BO3MOXKHO BbIpakeHHOe cHibkeHue AJl. Yaie Bcero BbIpakeHHOE CHUkKeHHE AJ|
BBISBIIICTCS Y MALIMEHTOB C CEPAEYHOM HENOCTATOYHOCTBIO TSKEJIOW CTENEHM, KaK CIIEICTBHE
MIPUMEHEHHUS «IIE€TJIEBBIX) TUYPETUKOB B BRICOKUX J03aX, THIIOHATPUEMUH UIH HApyIIeHUs GYHKIUH
ITOYEK.

V rakux nauuenTtos jieuenue npenaparom JIM3MHOITPUII Hano HaunHATh 1O CTPOTUM KOHTPOJIEM
Bpaya (C OCTOPOKHOCTHIO MPOBOJIUTH OJ00P J103bI IIpenapaTa U JUYPETHKOB).

[TomoOHBIX mpaBua cleAyeT NpUIEpKUBaThCA MpH HaszHaueHuu mpemnapata JIM3MHOITPUJI
narueaTam ¢ MBC, mepebpoBacKyIsIpHONW HETOCTATOYHOCTBIO, Y KOTOPBIX pe3Koe CHWXeHHE AJ|
MOJKET MPUBECTH K MH(PAPKTY MUOKAP/Ia WM UHCYIIBTY.

Tpan3uTOpHas TMIOTEH3UBHAs PEaKIMs HE SABISETCSA IPOTUBONOKA3aHUEM IS IIPUEMa CIIEAYONIEH
JI03bI Iperapara.

[Tpu npumenenun npenapara JINM3UHOIIPWUJI y HeKOTOpBIX NAIIMEHTOB ¢ XPOHUUYECKOH cepAeuHOM
HEZ0CTaTOYHOCTBIO, HO C HOPMAJIbHBIM WJIM CHUKEHHBIM A /], MOkeT oTMeuaTscs cHukeHue AJl, uto
OOBIUHO HE SBIISETCS MPUUMHON JJI IPEKPALECHUS JICUSHHUS.

o nauvana nedenust npenaparom JIM3MHOIIPUJI, nmo BO3MOXHOCTH, cleAyeT HOPMallM30BaTh
KOHIEHTpalLuio HaTpus u/uin BocrnonHUTh OLIK, TiiarenbsHO KOHTPOJIMPOBATh AEHCTBUE HauYalIbHON
no3bl npenapata JIM3MHOITPWJI na A/l nanuenTa.

[Ipy BO3HMKHOBEHUM CHUMITOMAaTHYECKON apTepUalbHOM T'MIIOTEH3UHM MOXKET OBITb HEOOXOAUMO
CHWKEHUE J03bl UIIU IIPEKPAILCHHUE IIpUEMa JTU3HUHOIIPUIIA.

Apmepuanvras 2unomeH3us npu 0OCmMpom UH@GapKkme MUoOKapoa

IIpu octpoM wuH(papKTe MHOKapja HeJIb3s HAUMHATh TEPANUIO JIM3MHONPHIIOM, €CIIM H3-32a
MPEABIAYIIETO JIEUCHHs] COCYIOPACIIMPSIOIMMH IpenaparaMi CYIIECTBYET PUCK JAIBHEWIIEro
CEpbE3HOI0 YXYJIUIEHMs TEeMOAMHAMMUYECKHMX IIOKa3aTreneil. OTo KacaeTcs MalUueHTOB C
CUCTOJINYECKHUM apTepHUAIbHBIM J1aBlieHHeM < 100 MM PT.CT. WJIM C KapUOTE€HHBIM IIOKOM. B iepBeie
3 nHsA mocne MH(ApKTa CleAyeT CHM3HMTH JI03Yy Iperapara, €Cld CUCTOJIMYECKOE apTepuanibHOE
nasnenue < 120 mm pr.ct. Ilpu cucronmmueckom aprepuanbHoM naasieHnn < 100 mm pr.CT.
MOAICPKUBAIOIILYIO 103y CIEAYET CHU3UTH JI0 5 MI WM BpeMeHHo Ao 2,5 mr. Ilpu ycroitunBoii
apTepuaIbHOM THMIOTEH3UH (CUCTOIMYECKOE apTepraibHoe AaBiaeHne < 90 MM PT.CT. Ha TPOTSHKEHUH
6osee 1 yaca) Tepanuio JIM3UHONPHIIOM CIIEIYET MPEKPATUTD.

[ToxazaHo mpHUMEHEHHe CTaHJIApPTHOM Tepanuu (TPOMOOIUTHUKH, aleTHIICATUIIMIOBAs KUcioTa (B
7103aX, IPUMEHSAEMBIX B Ka4eCTBE aHTUATPETAaHTHOT'O CPENICTBA), B-aApEeHOOIOKATOPHI).

Bo3mosxno, mpumenenue npenapara JIN3MHOITPUJI coBMecTHO ¢ BHYTPUBEHHBIM BBEICHHEM HIIH
C IPUMEHEHUEM TEPANEBTUYECKUX TPAHCAEPMAIBHBIX CUCTEM HUTPOIJIULIEPUHA.

Aopmanvhsiti u MUMPATLHBLU CMEHO3bl/2Unepmpoguueckas KapoOUuoMuonamus
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COOTBETCTBYET:

Kak m B cmywae ¢ nppyrumum wuHTHOUTOpamu AllD, nnnm{oﬁlmﬂl cﬁezw’e'lt ITDHMG'HHTB c

OCTOPOXKHOCTBIO Y MAI[MEHTOB CO CTEHO30M MHTPAJIBHOIO KianaHa U OOCTPYKIMEH BBIHOCSILIETO
TpaKTa JIEBOT'O JKeTy1ouKa (IIpU a0pTaIbHOM CTEHO3€ WU TUIEPTPOPUUECKON KapIMOMHOIIATHH ).
Hapywenue ¢ynxyuu novex

VY narnuenToB ¢ HapymeHueM ¢pyHknun movek (KK menee 80 mi/MuH) HauanpHas 103a JU3UHONIPUIIA
nomkHa ObITh monoOpana B cootBercTBUU ¢ KK manumenrta (cMm. pasgen «Pexxum no3upoBanHusi u
croco0 npuMeHeHus»). PerynspHblii KOHTPOJIb COAEPKAHUS Kallusl U KOHLEHTPALUK KpeaTHHIHA B
IUIa3Me KPOBH SIBISIETCS 0053aTEIbHON TAKTUKOH JICYEHUS TAKUX TAllMEHTOB.

YV namuentoB ¢ XCH aprepuanbHas TUIOTEH3MS, BO3HUKAOLIAs BCJIEACTBUE IPUMEHEHMS
uHruouTOpoB AllD, MOXeT MpUBECTH K AajbHEWIIEeMy HapymICHHIO (YHKIHMU IMOYEK. Y TaKHX
MAUMEHTOB OMKMCAHbI CIIy4ad OCTPON MMOYEYHON HEAOCTATOYHOCTH, OOBIYHO 00OpaTUMOM.

[Tpu cTeHo3e MOYeUHBIX apTepHil (B OCOOCHHOCTH MPH JBYCTOPOHHEM CTEHO3€ WJIM MPU HAIUYHUU
CTEHO3a apTepUu EIWHCTBEHHOM IOYKH), a TaKKe IPH HEIOCTaTOYHOCTH KpPOBOOOpPAIECHUS
BCJIEJICTBHE HEJJOCTaTKa MOHOB HATPHs W/WIIM XKHUIKOCTH, TpuMeHeHue npenapara JIM3VUHOITPUII
MOXET IMPUBECTU K YBEIMUYECHHUIO KOHIIEHTPALMH CBIBOPOTOUYHOI'O KPEATUHMHA U MOYEBUHBI B IIJ1a3M€
KpOBH, HApYyLIEHUIO (YHKUMU IOYEK, OCTPOH IOYEHYHOM HEJAOCTATOYHOCTH, KOTOPas OOBIYHO
OKa3bIBaeTCsl HEOOPATUMOI MOCIe OTMEHBI Mpernapara.

[Ipy Hamuuuu pPEHOBACKYJISIPHOW THIIEPTEH3UM BBICOK PUCK DPa3BUTHs TSKEIOW apTepUaIbHOU
TUIIOTEH3UHU U MOYEUYHOM HEJJOCTATOYHOCTH. J{JIs1 TAKMX MalMEeHTOB JIEYEHUE CIIeAyeT HAYMHATh 110/
THIATEJbHBIM MEIULIUHCKUM HAaOII0IEHUEM C MAJIBIX 103, KOTOPBIE JOJKHBI ObITh TOYHO [1000paHBI.
[TockoabKy AMYpPETMKM MOTYT BHECTH BKJIAJ B ONHMCAHHYKO BBIIIEC KIMHUYECKYIO JIMHAMHKY, B
TEUYEHME JICUCHUS] JTM3UHONIPUIIOM UX IIPUEM JOJKEH ObITh IPEKpaleH, a QyHKIUS [T0UYEK HYKIAeTCs
B TIIATEJIbHOM HAOJIO/ICHUU B TEUECHUE MEPBHIX HE/IETb.

Y HEKOTOPBIX MALMEHTOB C apTePHAIBLHON TUIepTeH3UeH 0e3 IBHOTO 3a00JIeBaHMsI COCYIOB TIOYEK
MIpHEM JIM3UHOMPUIIA, 0COOCHHO Ha (DOHE AMYPETUKOB, BHI3BIBACT MOBBIIICHIE YPOBHSI MOUYEBUHBI B
KpPOBH U KPEaTUHUHA B CBIBOPOTKE KPOBU; 3TH U3MEHEHU S, KaK [IPaBUIIO, ObIBAIOT HE3HAUUTEIbHBIMU
U IPEeXOAIUMHU. BeposTHOCTh MX BO3HMKHOBEHMS BBIIIE Yy MAlMEHTOB C HapylIeHUEM (YHKLUU
nouek. B Takux ciayyasx MOXKET BO3HUKHYTb HEOOXOJWMOCTb B CHWXXEHMHM J03bl H/WIN
IpeKpaIleHuH IIpreMa InypeTHKa W/ WK JIU3HHONPHUIIA.

IIpu ocTpom HH(papKTe MHUOKap/Aa TEpaluio JU3UHONPUIOM HE ClieAyeT HauWHaTh HalleHTaM C
MPU3HAKAMU HapyLIeHUs PYHKILUH MTOYEK, T.€. IPU KOHIIEHTPAILlMU KpeaTUHNHA B Tu1a3Me KpoBu 177
MKMOJIb/T w/wm nipotennypun 500 mr/cytku. Ecnu yHkius mouyexk Hapymaercss Ha QoHe
NPUMEHEHMs! JTU3UHONPUIIA (KOHIEHTpalUs KpeaTHHUHA B IJIa3Me KPOBH MPEBbIIIAET 265 MKMOJIb/J1
WU yJBaMBAaeTCsl €€ 3HAYCHHUE /0 Hayajla JICUYCeHHs), HEOOXOJMMO PEIIMTh BOMPOC OO0 OTMEHE
npernapara.

Peaxyuu eunepuyecmeumenvrocmu/aneuonespomuyeckuii omex

AHTMOHEBPOTUYECKMH OTEK JIUIA, KOHEYHOCTEH, I'y0, si3blKa, TJIOTKU W/WIM TOPTaHH, KOTOPBIH
MOKET BO3HHMKHYTH B JIF0OOOH Mepuoj JIeYeHHs, PEIKO OTMeyascs Yy MalMeHTOB, JICYUBIIMXCS
uHruouropom AII®, Bkimoyast TU3MHONPUI. B Takux ciydasx JiedeHue mpernaparoM HeoOXOIHMMO
KaK MOYKHO CKOpee MpeKpaTHTh, a 3a MAaMEHTOM yCTaHOBUThH HAOJIOJEHHE 0 MOJHON perpeccuu
CUMIITOMOB.

Jlaxxe B Tex cilydasx, KOrja OTeK 3aTparuBaeT TOJIBbKO S3bIK 0€3 MPU3HAKOB HAPYIIEHUS JbIXaHUS,
MOXET TMOHAJO0MTbCA JUIMTEIbHOE HAONIOJeHHE 3a MAIUeHTOM, IIOCKOJIbKY Tepamus
AHTUTMCTaMUHHBIMU IIpENapaTaMy U TIIOKOKOPTHUKOCTEPOUIAMHI MOXKET ObITh HEJOCTATOYHA.

B penkux cioyyasx aHTHOHEBPOTHUECKHMH OTEK C OTEKOM TOPTAaHM MWJIM S3bIKa MOXET OBITh
netanbHbIM. OTEK $3bIKa, HAArOPTAaHHUKA WJIM TOPTAHU MOXKET OBbITh MPUUYMHOM OOCTPYKIHMH
JIBIXaTENbHBIX MyTeH, 0COOEHHO y MalMEeHTOB, paHee MePEeHECIINX XUPYPrHUECKOe BMEIIaTeIbCTBO
Ha OpraHax JbpIXaHHs, TOITOMY HEOOXOJUMO HEMEUIEHHO IPOBOAUTH COOTBETCTBYIOIIYIO TEPAIIUIO
(0,3-0,5 mi 1:1000 pactBopa snuHedprHa (aApeHATHHA) TTOIKOXKHO) W/UIIK MEPHI IO 00ECTICYCHUIO
MPOXOJUMOCTH  JIbIXaTeNbHbIX myTed. [lanmueHT JOMKEeH HaXoAWUThCS TMOA  TIIATEIbHBIM
MEIUIUHCKUM HaOJI0OJCHUEM JI0 TTOJIHOTO U CTOMKOTO MCUE3HOBEHUS CUMIITOMATHKU.
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(aHrHOHEBPOTHYECKHI OTEK KUIIEYHHKA). [Ipy 3TOM y manMeHToB oTMedaeTcst O0JIb B JKUBOTE Kak
M30JIMPOBAHHBI CHMITOM HJIM B COYETAaHMM C TOILIHOTOM M PBOTOM, B HEKOTOPBIX Cilydasx 0e3
IIPEILIECTBYIONIEr0 aHTMOHEBPOTUYECKOr0 OTEKA JIMLA U MPU HOpManbHOM ypoBHe Cl-acrepasbl.
JluarHo3 yCTaHaBIMBAETCS C IOMOLIbI0 KOMIBIOTEPHOH TOMOrpaduu OpIOIIHOM MOJNOCTH,
yJIBTPa3BYKOBOI'O MCCIIEJOBaHMS WIN NPU XUPYPruueckoM BMelaTeslbcTBe. CUMITOMBI MCUE3aIu
nocje npekpaieHus npuemMa HHruoutopos AIId. Bo3aMokHOCTh pa3BUTHSI HHTECTUHAILHOIO OTEKa
HEOO0XO/IMMO YYUTHIBATh MpPU NMpoBeneHHH AuddepeHnnanbHoi IMarHOCTUKH O0Jel B KUBOTE Y
MalUEeHTOB, TPUHUMAIOIIUX UHTHOUTOPBI ATID.

[TanueHTsl, MMEMOIIME B aHAMHE3€ AHTMOHEBPOTHMYECKUM OTEK, HE CBSI3aHHBIM C IIPUEMOM
uHruouropo AIl®, moryr ObiTb B OoJbllel CTENEHM IOABEP)KEHBl PHUCKY pPa3BUTHUSA
AHTMOHEBPOTHYECKOT0 OTeKa Ha GoHe Tepanuu uHruoutopamu AllD.

VY manueHTOB HErpOMJHOW pachkl, MPUHUMABIINX HHTHOUTOPHI AIID, aHTMOHEBPOTUYECKUA OTEK
HaOJI0AaNICs Yalle, YeM y MpecTaBuTeIe APyrux pac.

OnHoBpeMeHHOE puMeHeHne HHruouropos AIID ¢ cakyOuTpuiIoM/BaicapTaHOM IPOTHUBOIIOKA3aHO
U3-3a  TOBBIIIEHHOTO  pHUCKAa  PAa3BUTUS  AHTMOHEBPOTHYECKOIO oTeKa. Jleuenue
CaKyOMTpHIIOM/BaJICapTaHOM HE ClielyeT HauMHaTh paHee, 4yeM yepe3 36 4acoB Mocie MmocienHei
7103bl JIM3UHOIIpHIIA. JIedeHne TU3MHONPUIIOM HE JOJDKHO HauMHAThCs paHee, yeM depe3 36 yacoB
nocJe nociuenHel 103bl cakyOuTpuIia/BajicapTasa.

VBenn4yeHne pHcKa pPa3BUTUS aHTHMOHEBPOTHYECKOTO OTEKa HAOMIONANIOCh Yy TalWEHTOB,
OJTHOBPEMEHHO MNpHHUMAIOMKUX HHruOuTopsl AIID u Takue JeKapCTBEHHbIE CPEICTBa, Kak
WHTUOUTOPBI mTOR (Temcupoaumyec, CUPOJIIUMYC, 3BEPOIUMYC), UHTUOUTOPBI
aunenTuawInenTiaassl IV tuna (CUTariaMnTuH, CakCarJuOTHH, BUIJATIUITUH, JIMHATJIMIITHH),
ACTPaMyCTHUH, UHTUOUTOPBI HENTpaIbHON SHONENTHAA3HI (palleKag0TpUil, CaKyOUTpHII) U TKAHEBbIE
aKTHBATOPBI IJIa3MUHOT€HA.

CrnenyeT nposBISATH OCTOPOKHOCTh IIPU Hauase JICUEHHUs palekaaoTpuiom, nHruouropamu mTOR
(HampuMep, CHUPOJIHMMYC, 3BEPOJMMYC, TEMCHPOJIUMYC) M BWJIJAJIMITHHOM Yy TAllUEHTOB, YKe
MPUHUMAIOIINUX UHTUOUTOPBI ATID.

Anagpunraxmouonsie peakyuu npu cemoouanuse

AHapunakTOUIHbIE pEaKIMM OTMEYAIOTCS U Yy TMAallMeHTOB, IOABEPrHYTHIX TIe€MOJIUAIN3y C
MCIOJIb30BAHUEM BBICOKONPOTOYHBIX JHATU3HBIX MeMOpaH (Hampumep, AN 69®), KoTopble
OJIHOBPEMEHHO NMpUHUMAaIOT HHruouTopsl AII®. B Takux ciayyasx Hago pacCMOTPETh BOZMOKHOCTh
IPUMEHEHMS JPyroro TUMa MeMOpaHbl JUIsl TUalu3a WM IpYroro rTinoTeH3UBHOIO CPECTBA.
Anaghunakmoudnvie peakyuu npu npogedeHuu aghepeza IUNONPOMEUHO8 HUZKOU HNIOMHOCU
(JIITHII)

B peaxux cnyuasx npu nposeaeHun adepesa JIITHII ¢ ucnonb3oBanueMm JaekcTpaH cynbdara y
NAlMEeHTOB, TNodydaloumx HHruoutopsl AIID, MoOryr pas3BUTbCA YIpOKAIOIIME SKHU3HU
aHa(puIaKTOUHBIE peakuu. st npeaynpexxaeHus pa3BUTHs aHAQUIAKTOMAHON PEAKIMU CIeayeT
IpeKpaTUTh NpuMeHeHne nHruoutopa AII® nepen kaxapIM ceaHcoM adepesa.

Hecencubunuzayus

VY nanueHToB, mpuHUMammUX HHrHOUTOpHl AIID, Ha ¢oHe aeceHCHMOMWIM3UPYIOLIEH Teparnuu
(Hampumep, MPOTUB sJ1a MEPETIOHYATOKPBUIBIX), PA3BUBAIOTCS aHA(DUIAKTOMIHBIE PEaKIIMU. DTOTrO
MOXKHO HU30ekaTh, €CIIM BPEMEHHO INpEeKpaTuTh JeueHue uHruouropom AIID mnepen kaxmaon
JeceHcuOmnIn3aneil Ha THUMEHONTepy, OJHAaKo ciydaiiHoe npumeHeHue AllD moxer
CIPOBOIIMPOBATh aHAPHIAKTOUTHYIO PEAKIIUIO.

Hapywenue ¢ynxyuu neuenu

[Tpumenenne uHruOMTOpoB AIID MOXET NPUBOAUTH K Pa3BUTHIO XOJIECTATUYECKOM JKENTyXH C
MIPOrPECCUPOBAHUEM BIUIOTH 10 (PYJIBMHUHAHTHOTO HEKpO3a TeueHH, M (B PEIKUX CIydasx)
JeTaJbHOrO MCX0Ja. MeXaHu3M pa3BUTHA O3TOro CHHIApoMmMa He sceH. [loaTomy HeoO0Xxoanmo
MPEKPAaTUTh MPHUEM IpernapaTa Mpy MOBBIIEHUH aKTUBHOCTU NMEYEHOYHBIX TPaHCAMHMHA3 B ILIa3Me
KpPOBH U MOSIBJIEHUM CUMIITOMOB XOJIECTA3a.

Hevimponenus/acpanynoyumos
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HEHTpOIeHNs/arpanyIonuTo3, TPOMOOIUTONICHNS U aHeMus. [Ipy HopManbHOM (QYHKIINH ITOYEK U B
OTCYTCTBHM OCJIOKHEHUH HEUTpONEHUs pa3BUBAETCs peako. HelWTpomeHuss M arpaHysioOLUTO3
00paTUMBI M MIPOXOSAT MOCIE MpeKpalieHus npuema uHruouropa AIlD.

C 0co000if OCTOPOKHOCTHIO HEOOXOJUMO MPUMEHSTH JIM3UHOMPUII y MAllUEHTOB C 3a00JE€BaHUSIMU
COCUHUTENIBHOM TKAaHHW, C COCYJUCTBIMU MPOSIBICHUSIMM, NPOXOASIIIUM KypC JIEUEHHUS
MMMYHOJIETIPEeCCaHTaMH, a TAaKKe B KOMOMWHAIIMY € aJUIOIyPUHOJIOM WIIM POKAaUuHAMUI0M, OCOOCHHO
y MalMEHTOB C HapyIIeHHeM (DyHKIMH OYeK.

VY Takux ManueHTOB, BCIEJACTBUE OOJBIION BEPOSTHOCTH PA3BUTHS BBIPAXKEHHOW HEUTPOIEHUU U
arpaHyJIOIMTO3a, OBBIIIECH PUCK PA3BUTHS TSDKENBIX MH(EKINH, B HEKOTOPBIX CIIydasiX yCTOWYHBON
K MHTCHCHBHOW Tepanmuu aHTHOMOTHKamMu. B cirywae mpumenenus mnpemnapata JIM3UHOITPUIT y
TaKMX MAllUEHTOB, PEKOMEHIyeTCS IIPOBOAUTD PETYJIAPHBIN KOHTPOJIb JIEHKOIIUTOB B KPOBHU, IPUYEM
MAlUMEHTOB ClIeyeT MNpeAylpeauTh O HEOOXOAMMOCTH COOO0IIaTh Bpady O JIOOBIX MpU3HAKaX
UHPEKIUH.

Heotinas 6nroxada penun-aneuomensuH-anboocmeponosoti cucmemst (PAAC)

CooOmmanoch 0 ciydasx apTepuaibHOW TUIIOTEH3HHM, OOMOpOKE, MHCYJbTE, TMIIEPKATUEMHH M
HapyleHusIX GYHKIMH MoYeK (BKIOYasi OCTPYIO MOYEUHYIO0 HEIOCTATOYHOCTh) Y BOCIPUUMYHUBBIX
MAIMEHTOB OCOOEHHO MNP OJHOBPEMEHHOM IPUMEHEHHM C JIEKapCTBEHHBIMHU IIperapaTaMi,
KOTOpBIE BIUAIOT Ha 3Ty cuctemy. [losromy nBoitnas Gnokama PAAC B pesyibTare coueTaHus
uaruouropa AII® ¢ APA Il unm anmuckupeHOM He peKOMEHTyeTCsl.

OpnoBpemenHoe npumenenue uHruOutopoB AIID ¢ mpemapatamu, coaepKalliMU AITUCKHPEH,
MIPOTHBOIOKA3aHO Y MAIIMEHTOB C CaXapHBIM JAUAa0ETOM W/MIIM YMEPEHHON WM TSHKEIION TOYeUHON
HenocratouyHocThio (CK® wmenee 60 mi/mun/1,73 M>  TUTOMIAAN MMOBEPXHOCTH Tella) U HE
PEKOMEHIYETCsl Y APYTUX MMALUEHTOB.

OpnoBpemeHHoe npuMeHeHne nHruOuTopoB AIID ¢ aHTaroHrcramMu perenTopoB aHruoTeH3uHa Il
(APA II) npoTHBOIIOKA3aHO y MAIMEHTOB C TUA0CTHUYECKON HeppomaThel U He PEeKOMEHIYeTCs y
JIPYTUX MAIMEHTOB.

Pacosas npunaonescnocmo

Wuruburopsl AII® wvame BBI3BIBAIOT pPa3BUTHE AHTMOHEBPOTHYECKOTO OTEKa Yy IalMEHTOB
HErpOUIHOM pacsl 10 CPAaBHEHMIO C MMALIMEHTaMU APYro pacoBoM NpuHayiexkHocTH. Kak u npyrue
uHruoutopsl AIl®, nuznHONPUI MOXKET ObITh MeHee 3((EKTUBHBIM B CHI)KEHUH apTepUalIbHOTO
JIaBJICHUS y TAIlUEHTOB HETPOUIHON pachl, BO3MOXHO, BCJIEACTBUE 00JI€€ BHICOKOW YaCTOTHI JIUI] C
HU3KUM YPOBHEM PEHHHA B NOIYJISILUY MALIUEHTOB HETPOUHOU pachl, CTPaJarolINX apTeprualIbHON
TUIIEPTEH3UEH.

Kaweno

[Tpu npumenennn uuruoutopoB AII® ormeuancs kamens. Kamenb cyxo, TIUTENbHBIN, KOTOPHII
ucye3aeT mnocie npekpaieHus jgedenus uaruouropom AIID. Ilpu auddepeHunanbHOM AuarHose
KallUIsl HaJI0 YYUTHIBATh U KallleJlb, BI3BaHHbBIN puMeHeHneM uHruounropa AIl®.

Xupypauueckoe emeuiamensbcmeo/oouas anecmesus.

[lepen XupypruueckuM BMEIIATEIbCTBOM (BKJIIOYAs CTOMATOJOTHMYECKYI0 XHPYPrHUIO) CledyeT
uHGOpPMHpOBaTh Bpaya/aHecTe3nosiora o mnpuMeHeHHH wuHruOutopa AIID. [lpu oOmHUpHBIX
XUPYPrU4eCKUX BMEIIATEIbCTBAX, a TaKXKe MPU NMPUMEHEHUH JPYTHX JIEKAPCTBEHHBIX CPENCTB,
BBI3BIBAIONINX CHWKeHHe AJl, nu3unompmi, Onokupyst oOpa3oBanue aHrumorenszuHa II, moxer
BBI3BIBATH BBIPAXKEHHOE HEMPOTHO3UpyeMoe cHIkeHue A/l.

Tunepranuemus

Wurubutoper  AII® MoryT BbI3bIBaTh THIEPKATUEMHUIO, IOCKOJIBbKY OHHM HHTUOUPYIOT
BBICBOOOXK/ICHHE AJIBJJOCTEPOHA. Y MAIMEHTOB C HOPMaJIbHOW (yHKIHEH mouek >PQeKkT oObIYHO
HE3HAYUTENIbHbIM, OHAKO y MAalUEHTOB C HapyHIeHUSMH (YHKIUU MOYEK W/WUIM y NAIUEHTOB,
NPUHUMAIOIINX KalluiicoeprKaliye MuIiieBble 100aBKU (BKJIIOYas KaluiicoJepKalue 3aMeHUTENN
CONM), KanuicOeperaronye JIUypeTUKH, TPUMETONPUM, KO-TPUMOKCA30J] [TPUMETONpPUM -+
cynb(haMeTokca3oni|, U OCOOCHHO AaHTAarOHHUCTHI AallbJJOCTEPOHA WM OJIOKATOPHI PELENTOPOB
aHTMOTEH3MHA BO3MOYKHO BO3HHUKHOBEHHE Trurepkainemuu. KamuiicOeperaronue ITUypeTUKH U
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nonyqaromux uHruOuTopsl AIID, a Takke cleayeT KOHTPOJIMPOBATH MOYECUHYI (DYHKIHIO U
coJiep>KaHue Kallus B CHIBOPOTKE KpoBU. Eciy mpueM nepedrcieHHbIX BbIIIe MpernapaToB Ha GoHe
nedenuss uHruouTopoM AIID mpu3HaeTcss HEOOXOIUMBIM, PEKOMEHIYEeTCS PETrYJISPHBIN KOHTPOJIb
YPOBHS Kajlusl B CBIBOPOTKE KPOBH.

Tayuenmsi ¢ caxapuvim ouabemom

VY nanueHToB ¢ caxapHbIM JUa0EeTOM, MPUHUMAIOUINX THUIOMIMKEMUYECKHUE CPEJICTBA WIM UHCYIIHH,
HEOO0XO/IMMO TIIATEIBHO KOHTPOJIUPOBATh YPOBEHb IIIIOKO3bI B KPOBH B TEUEHHE MEPBOr0 MECAIA
nedeHus: uHruountopom AllD.

Jlumuzi

OOBIYHO HE PEKOMEHAYETCS COYEeTaTh MIPUEM JTUTHS U JTU3UHOMPHUIIA.

Toacunoti 6ozpacm

VY manueHTOB MOXWIJIOIO BO3pacTa MPUMEHEHHE CTaHAAPTHBIX 103 MPUBOAMUT K OoJjiee BBICOKOMN
KOHIICHTPALIMH TIpernapara B KpOBH, MO3TOMY TpeOyercsi 0co0asi OCTOPOKHOCTH MPH ONPEACTICHUN
J103bl, HECMOTpPSL HA TO, YTO Pa3jM4Yuil B TMNOTEH3UBHOM nericTBuu npenapara JIM3UHOIIPUII y
MOYXUJIBIX U MOJIOJIBIX MAIlMEHTOB HE BBISBIICHO.

Tpancnaanmayus nouxku

OnpIT NPUMEHEHHUS JIU3UHONPWIIA y MAalMEHTOB, HEJABHO MEPEHECIINX TPAaHCIUIAHTALMIO MOYKH,
OTCYTCTBYET.

Anxoeons

B mepuon nedyeHuss He PEKOMEHIYETCS YHOTPEONSATh ajJKOTOJIbHBIE HAMUTKH, TaK KakK STaHOJ
YCWJIMBAET aHTUTUIIEPTEH3UBHOE JeiicTBre HHIMOUTOpoB AlID.

Ilepsuunviii cunepanbOocmepoHusm

[Ipy nepBUYHOM THUNEPATBAOCTEPOHU3ME THUIIOTCH3UBHBIE MpenapaThl, BO3JCHCTBUE KOTOPBIX
OCHOBAaHO Ha HMHTUOMPOBAHUU PEHUH-AaHTHOTEH3MHOBOM CHCTEMBI, 3a4acTyl0 Hed((EeKTHBHBHI,
IIO3TOMY IIPUMEHEHUE JIM3NHOIIPWIIA HE PEKOMEH Ty EeTCSl.

4.5 BszammopgeiicTBHe ¢ JPYIMMH JICKAPCTBEHHBIMH IpenapaTaMM H Jpyrue BHABI
B3aMMOJAEHCTBUSA

Heoiinas b6n1oxaoa penun-aneuomenzun-arb0ocmeponosol cucmemul (PAAC)

VY nanMeHToB € aTepOCKIEPOTHYECKHMM 3a00JeBaHUEM, CEpJIeYHONM HEIOCTATOYHOCTHIO WU
caxapHbIM JMa0ETOM C MOPaXXEHHEM OPraHOB-MUILIEHEH, OJHOBPEMEHHasl Tepanusi UHIMOUTOPOM
AIl® u antaronucramu peuentopos anruorensuna II (APA II) cBs3ana ¢ 6osee BbICOKOM 4acTOTOM
pa3BUTHs apTepUAIbHOW TMIOTEH3MH, 0OMOpPOKa, TUIEPKATMEMUN U yXYIIIEeHUs (QYHKIHUU MOYeK
(BKJIIOYasi OCTPYIO MOYEYHYIO HEJOCTATOYHOCTD) IO CPAaBHEHUIO C NIPUMEHEHHUEM TOJIBKO OJIHOTO
npenapara, siaustomero Ha PAAC.

JlBoiiHas Osiokaja (Hampumep, npu coderanun uHruoburtopa AII® c APA 1) nomxnHa OBITH
OrpaHUYEHa OTJCJIbHBIMU CIy4asMU C TIIATEIbHBIM MOHUTOPUHIOM (D)YHKIIMU TOYEK, COAEPIKaHUS
KaJiusl ¥ peryJsipHbIM KoHTpoJieM AJl.

OnHoBpeMeHHOE TpuMeHeHne HHruouTopoB AIID ¢ nexkapcTBEHHBIMHU CPEICTBAMH, COJIEPKAILUMHU
QIMCKUPEH, MPOTUBOINOKA3aHO Yy MAalMEHTOB C CaXapHbIM JUabEeTOM W/WIM C yYMEPEHHOW WU
TKeNol modeyHol HemocratouHocThio (CK® menee 60 mu/mun/1,73 M? miiomany HOBepXHOCTH
TeJa) U He peKOMEHAYeTCs Y APYTUX MalueHTOB.

OnHoBpeMeHHOE TpUMeHeHre HHrHOuTopoB AII®D ¢ aHTaroHHcTaMH pelenTopoB aHrHOTeH3MHa 11
(APA 1II) npoTuBoOIIOKa3aHo y MalMEHTOB ¢ Aua0eTHYecKor HedpomaTHeld U HE PEKOMEHIYETCS Y
JPYTUX MalMEeHTOB.

Kanuiicbepecarowue ouypemuxu, npenapamol Kanus, Kanuticooepiicawjue 3amMeHumen Nuwesou
conu u opyaue JeKapcmeeHHvle Npenapamvl, CHOCOOHble YEelUdU8Amb COOepICaHue Kaius 6
Cbl8OpOMKeE KpOosuU

[Ipy OXHOBpPEMEHHOM TNPUMEHEHUH JIM3UHOIpHIA C KaluiicOeperalomumMu JIuypeTUKaMu
(CIUpPOHONAKTOH,  TpPUAaMTEpPEH, AaMWIOpPHJ,  JIUIEPEHOH),  IpenapaTaMM  Kajlus WU
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o . AOOCNEOOBATENEHOC TR Q00T
KaJMicoAepKalllUMU 3aMEHUTENSIMA TUIIEBOM TTOBAPEHHOMN Qonn‘lr‘;(p ‘IMA JTeKADCTBEHHBIMU

npernapartamu, CHOCOOHBIMH YBEIMUYMBATh COJAEP)KAaHUE Kalusi B CHIBOPOTKE KPOBM (BKIIOYAs
AHTAarOHUCTHI PELENTOPOB K aHruoreH3uHy lI, remapuH, TakponuMyc, LHUKIOCHOPHUH; IpenapaTsl,
cojiep KalIre KO-TPUMOKCA30J [TpUMETONpHM + CyIb(paMeToKCca30:]), HOBBIACTCS PUCK PA3BUTHUS
TUNepKalineMu (OCOOCHHO Yy MAaLMEHTOB ¢ HapylleHusMH (yHKuuMu mnouek). Ilostomy naHHbIE
KOMOMHAIIMM HA3HAYal0T C OCTOPOXKHOCTBIO, TOJ KOHTPOJIEM COJEpXKaHHUS Kalus B IUIa3Me U
(YHKIMH TOYEK.

VY NOXWIBIX MAalMEHTOB W MAIMEHTOB C HapylleHHeM (PYHKUIUHU MOYEK OJHOBPEMEHHBIH IpUeM
uHruouropos  Alld ¢ cynb(amMeToKkca3oa0M/TPUMETONIPUMOM  COMPOBOXKAAICA — TSKEIOH
THIIEpPKAIMEMHEH, KOTOpasi, KaK CUUTAETCs], OblIa BbI3BAaHA TPUMETOIPUMOM, TOITOMY JTH3HHOIPHUIT
ClIelyeT NMPUMEHATh C OCTOPOKHOCTBIO C MpernapaTaMu, COAEPKAIMMU TPUMETOIPUM, PETYIISIPHO
KOHTPOJIUPYSI COJIEp)KaHUE KalHs B TIa3Me KPOBH.

Kanuiinecoepeearowue ouypemuxu

[Ipy oOxHOBpPEMEHHOM NPUMEHEHMH JHM3MHONPWIA C KaluiHEecOeperalouMu IUypeTUKaMu
TMIIOKAJIMEMHUs], BbI3BAaHHAS UX IPUMEHEHHEM, MOXKET ObITh YMEHBIIICHA.

Lpyaue cunomen3zusHvle nekapcmeennvie cpeocmaed

ITpu onHOBpEMEHHOM IMPUMEHEHUH C Ba30AMIaTaTOpaMu, 6era-aipeHo010KkaTopamMu, OI0KaTopaMu
«MEJICHHBIX» KAJIBIIUEBBIX KAHAIOB, INYPETUKAMHU U IPYTHUMHU TUTIOTEH3UBHBIMU JIEKaPCTBEHHBIMHU
CpeACTBaMH YCHJIMBACTCSI BHIPAXKEHHOCTh aHTUTMIIEPTEH3UBHOTO JEMCTBUSA JIN3UHONIPUIIA.
IIpenapamuor aumus

IIpy oJHOBpEMEHHOM NPUMEHEHHMHU JIM3UHOINPHUIIA C MpenapaTaMu JIUTHS BbIBEIEHHE JUTUSA W3
opraHusMa 3ameyIsieTcsi (PUCK YCHIICHUS KapJHOTOKCHYECKOTO M HEWPOTOKCHYECKOTO JCHUCTBUS
mutus). OJHOBpEMEHHOE IPUMEHEHHE JIM3UHONPUIIA ¢ IIpenapaTaMy JUTUs He pekoMeHayercs. B
cilydyae HEOOXOAWMOCTH NMPUMEHEHUS JaHHOW KOMOWHAIMU CIIEAyeT PEryJsipHO KOHTPOJIHUPOBATH
KOHIIEHTPALIUIO JINTHUS B I71a3Me KPOBH.

Hecmepouonvie npomusosocnanrumenvuvie npenapamel  (HIIBII), exnouas cenrexmusHbvle
uneubumopwl yuxiooxcueenazvi—2 (LJOI'-2) u 6vicoxkue 0036l ayemMuIcaruyuioson Kuciomol (> 3
e/cymku)

Hecrepouanble MpOTUBOBOCHAIUTEIbHBIE MpeNapaTbl (B TOM YHUCIE CENEKTUBHbIE MHTHOUTOPHI
[HOI'-2) u aneTwicanuuuiIoBas KMCIOTa B Jo3ax Oosiee 3 I/CyTKH, CHMXKAIOT aHTUTUIIEPTEH3UBHBIN
s ekt Tu3nHOmpHIIa.

Y HEKOTOPBIX MAIUEHTOB C HAPYIIEHHON (YHKIMEH ToYeK (HanpuMep, Y TOKHUIIBIX MallieHTOB WIN
NAIMEeHTOB ¢ 00€3BOXKMBAHKUEM, B TOM UYHUCJI€ PUHUMAIOLINX JIUYPETUKH), TOIYUYaAIOIIUX TEPAMUI0
HIIBII (B TOoM wumcne cenexktuBHbIMM uHruOuTopamu [lOI'-2), ogHOBpeMEHHOE MNpPUMEHEHHE
uHrn6utropoB AII® umu APA II MmoxxeT BbI3BaTh AajibHeHIIee yXyALLICHHE QYHKIUU OYeK, BKIIOYast
pa3BUTHE OCTPOW MOUYEYHON HENOCTATOYHOCTH, U THUIEpKaauemuio. JlaHHble 3(p(eKTbl 00BIYHO
obpatumsl. OgHOBpeMeHHOe npuMmeHenne uHruouropos AIID u HIIBII nomkHO mpoBOIMTHCS C
OCTOPOXXHOCTBIO (0COOEHHO Y TMOKWJIBIX IMAIMEHTOB W y TAIMEHTOB C HApYyIMIEHHOH (yHKIHEH
noyek). [lanueHTbl MOJKHBI TOJMy4aTh aJeKBAaTHOE KOJMYECTBO >KUAKOCTH. PekomeHmyercs
TIIATEIBHO KOHTPOJIMPOBATh (DYHKITHIO ITOYEK, KaK B HaYaJle, TaKk U B IIPOIIECCE JICUCHHS.

He mpoTuBonoka3zaHo NpuMeHeHUe JTU3MHOIPUIIa B KOMOMHALIUY € alleTHIICATUIIMIIOBON KHCIOTOM B
KauecTBE aHTUArPETaHTHOT'O CPEJICTRA.

T'unoznukemuueckue nexapcmeennvie cpeocmea

OMHOBpEMEHHBIN TIpYEM JM3UHONPUIIA U MHCYJINHA, a TaKKe MePOPaTbHBIX THIOTIIMKEMHUYECKUAX
CpPEeACTB MOXET MIPUBOANUTH K Pa3BUTHIO rUNOraukeMun. Hanbomnpimuit puck pazBuThs HabIogaeTcs
B TEUEHHE IEPBBIX HEAEIh COBMECTHOTO TPUMEHEHHS, a TaKXKe y TalHWeHTOB C HapyIICHHEM
(GYHKIMU TIOYEK.

Tpuyuxnuueckue aHmuoenpeccanmol/HeuporenmuKu/cpeocmea ons obweti
anecmesuu/HapromuiecKue cpeocmea

[Tpr ogHOBpEMEHHOM TPUMEHEHUH C TPUIMKINYCCKAUMHU aHTHICIPECCAaHTaMH, HEHPOJIENTHKAMH,
cpeacTBaMu JUIsl oOuiel aHecte3nu, OapOUTypaTamMu, MHOpEJIaKCaHTaMU HaOII0JaeTCsl yCUIICHHE
aHTUTUIIEPTEH3UBHOTO JEMCTBUS JIM3UHONPUIIA.
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Anbda- u Oera-aApeHOMUMETHKH (CHMIATOMHMETHKH), TaKHe Kak SHUHEQpHH (aapeHasnuH),
M30MPOTEPEHON, J00yTaMHH, JOMNAaMUH, MOTYT CHHXaTb AHTUTUIIEPTCH3UBHBIA 3(deKT
JTU3UHOIPUIIA.

baxnoghen

YcunuBaer  aHTHruUnepTeH3uBHBbIH  3ddexr uurudburopor AllD. Crnenyer TIATETBHO
KOHTpoiupoBaTh AJl u, B ciiyuae HEOOXOJUMOCTH, KOPPEKTUPOBATH 103y AHTHUTUIIEPTEH3UBHBIX
Mpernaparos..

Omanon

IIpy OXHOBpEMEHHOM TPUMEHEHUHM JSTaHOJA YCHUJIMBAETCS AaHTUTHIIEPTEH3UBHOE JCiCTBHE
JTU3UHOIPUIIA.

Ocmpoeenbl

OcTporeHbl OcnabisioT aHTUTUIIEPTEH3UBHBIM 3G (EKT ITU3MHONpHUIA BCIEACTBHE 3aJEPKKU
KHUJIKOCTH.

Annonypunon, npoKauHamuo, yumocmamuku, UMMYHOOenpeccanmsl, 2II0KOKOPMUKOCMepouosl (npu
CUCTNEMHOM NPUMEHEHUU)

CoBMmecTHOE nnpuMeHeHne HHruouTopoB AlID ¢ annonypruHOIOM, MPOKAMHAMUJIOM, ITUTOCTATHKAMU
YBEIIMYMBACT PUCK PA3BUTHUSI HEUTPONICHUN/arpaHyIOIUTO3.

IIpenapamul 3010ma

[Ipy OogHOBpEMEHHOM NPUMEHEHWHW JIM3WHOIPHIIA W TPENapaToB 30J0Ta BHYTPUBEHHO (HATpUs
aypoTHOMaJIaT) OMKCAaH CUMITOMOKOMILIEKC, BKIFOUYAIOUINI TUIIEPEMHUIO JIUIA, TOIIHOTY, PBOTY U
camwkenue AJl.

Cenexmugnvie uHSUOUMOPLL OOPAMHO20 3AX6AMA CEPOMOHUHA

CoBMecTHOE TPUMEHEHHE JIM3WHOIPHIA C CEJEKTUBHBIMH HMHTHOMTOpPaMH OOpaTHOTO 3axBara
CEepOTOHMHA MOKET MPUBOAUTD K BHIPAKEHHON THIIOHATPUEMHUH.

Hneuoumopor mTOR (mammalian Target of Rapamycin) — muuienb panamuyuna 6 Kiemxax
MIEKONUMarouux) (Hanpumep, memcupoIumyc, CUpOIUMYC, 38ePOIUMYC)

Y nanueHToB, NPUHUMAKOIIMX OJHOBpeMeHHO HHruoutropsl AIlI® u wunrubutopsr mTOR
(TEMCHpPOTUMYC, CHPOJMMYC, 3BEpOJUMYC), HAOIIOJANOCh YBEIMYEHHE 4YacTOThl Ppa3BUTHUS
AQHTMOHEBPOTHYECKOTO OTEKA.

Hneubumopor ounenmuournenmuoasvl 1V muna (JII1-1V) (cnunmunsl), Hanpumep, cCumaiunmum,
CaKca2nunmuH, 8UI0AIUNMUH, TUHATUNMUH

Y  nauuMeHTOB, TNPUHUMABIIMX  OJHOBpeMEHHO MHruOuTopsl AIl® u  HHrHOUTOPHI
aanenTuawIenTiaassl [V (TmunTuHbI), HAOMIOAANOCh  YBEIWYEHHWE YacTOTHl  Pa3BUTHSA
AHTMOHEBPOTUYECKOT0 OTEKa.

Dcempamycmun

VYBe/ln4YeHne 4acToThl Pa3BUTHSI aHTMOHEBPOTUYECKOIO OTE€KA MPU OJTHOBPEMEHHOM NMPUMEHEHUU C
unrudutopamu AllD.

Hneubumopul netimpanvrou snoonenmudaszvl (HIII)

Co001a10ch 0 TOBBIIIEHHOM PUCKE Pa3BUTHSI aHTHOHEBPOTHYECKOTO OTEKA MPH OJHOBPEMEHHOM
npuMeHeHnr UHruouTopoB AIID u panekagoTpuna (MHTHOUTOP SHKE(DATUHAZEI).

[Ipy oaHOBpeMEHHOM NpUMEHEHHH HUHTUOUTOpoB AIlD C nexkapcTBEHHBIMU MpernapaTamu,
COZep)KAUIMMHU  CaKyOuTpuia  (MHTMOMTOp  HENPHWIM3WHA), BO3pAacTaeT pPHUCK  Pa3BUTHUSA
AHTMOHEBPOTHYECKOTO OTEKa, B CBS3H, C YEM OJIHOBPEMEHHOE NMPUMEHEHHNE YKa3aHHBIX MPETapaToB
npoTtuBonokazano. Muruburopsl AII® crnenyer HazHauaTh HE paHee, yeM depe3 36 yacoB Imocie
OTMEHBI TIPENaparoB, COJECpPKANMX cakyOouTpui. [IpoTHBONOKa3aHO Ha3HAuUEHHWE IpPENapaTos,
CoJIep KalINX CaKyOUTpWIiI, ManueHTaM, noiaydaromum HHruoutopsl AII®, a takxke B TeueHue 36
4acoB MOcJie OTMEHbI UHTHOUTOPOB AIID.

Txanesvlie akmusamopuvl NIA3MUHO2EHA

B oOcepBalMOHHBIX  HWCCIEJOBAaHUSAX  BBIABICHA  MOBBINIEHHAs  4YacTOTa  Pa3BHUTHUSA
AHTMOHEBPOTHYECKOT0 OTEeKa y MallMeHTOB, MPUHUMABIINX HHTHOUTOpHI AIID, mocie npuMeHeHus
aJTeriassl JUisi TPOMOOIUTHUECKON Teparuy UIIEMUYECKOT0 HHCYIIbTA.
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AHTaI_[I/II[I:I H KOJICCTUPAMUH CHUKAIOT BCACBIBAHUC JIM3UHOIIPUJIIA B KCITYJOYHO-KUIIICYHOM TPAKTC.

4.6 PepTHIBHOCTD, 0€PEMEHHOCTb U JIAKTALUSA

bepemeHHOCTD
[Tpumenenue npenapata JIN3NMHOIIPUJI npu 6epeMeHHOCTH POTHUBOITOKA3aHO.

Jlu3uHONPUI MPOHUKAET Yepe3 IIalieHTapHblid Oaprep. Ilpu ycTaHoBieHUU OEpeMEHHOCTH MPHEM
mpenapara clieyeT NpeKpaTuTh Kak MOXHO panbiie. [Ipuem mnruomropo AII® Bo II u III
TpUMeCTpax OEpeMEHHOCTH OKa3bIBaeT HEOIAronpuaATHOE BO3JCHCTBHE Ha IUIOA (BO3MOXKHBI
BbIpa)KEHHOE CHMXeHue AJl, moueyHass HEZOCTATOYHOCTb, TMIIEPKAIMEMHUS], THIOILIA3HUS KOCTEU
yeperna, BHyTpUYTpOOHast cMepTh). JJaHHBIX O HEraTUBHBIX BIMSHUSAX Mperapara Ha VIO B ClIydae
IIPUMEHEHHUs B | TpuMecTpe HeT. 3a HOBOPOKIECHHBIMU U TPYAHBIMU JE€TbMHU, KOTOPBIE MOIBEPIIIUCH
BHYTPHUYTpPOOHOMY BoO3eiicTBUI0O MHTHOUTOpOoB AIID, pekomMeHIyeTcsi yCTaHOBHTH TIIATEIHHOE
HaONo/IeHue JJii CBOEBPEMEHHOTO BBISBJICHHS BBIPQXKEHHOTO CHWKeHus AJl, omurypuu,
TUIEPKATTMEMUH.

[lepuoa rpy1IHOrO BCKapMJIMBAHUS

JlaHHBIX O IPOHUKHOBEHUH JIN3UHOIIPUIIA B IPYAHOE MOJIOKO HET. [Ipu HeoOXoqumMocTu Ha3HaYeHUsI
rpenapara B Iepuo/] JIAKTal[uu TPyAHOE BCKapMIIUBAaHUE CIIETYET MPEKPATUTD.

4.7 BausiHue Ha CcHNOCOOHOCTH YNPAaBJATH TPAHCHOPTHBIMU CpeacTBAaMH M padoTraTth ¢
MeXaHM3MOM

Her nanneix o BiamsHum npenapara JIM3MHOIIPUJI Ha cnocoOHOCTE K yHpPaBJICHHUIO
TPAHCHOPTHBIMH CPEJICTBAMU U MEXaHU3MaMHM, OJJHAKO HEOOXOAMMO YUHUTBIBATH, YTO BO3MOKHO
BO3HMKHOBEHHE I'OJIOBOKPY KEHHSI, IOATOMY CJIEIYyeT COONII0AaTh OCTOPOKHOCTb.

4.8 HexennaTenbHbIe peakuuu

Knaccudukanms gactotsl pazputust mobodHsix 3¢ dextor (BO3):

Ouenb yacto (> 10); wacto (> 1, < 10); mewacro (> 0,1, < 1); penxo (= 0,01, < 0,1); ouens peako (<
0,01), BkiIro4ast OTi€IbHBIE COOOIEHUS, YACTOTAa HEM3BECTHA (YACTOTY HEBO3MOXKHO OIPENETUThH 110
UMEIOLIUMCS TaHHBIM).

Hapywenus co cmoponvl kposu u numgamuueckou cucmemvl:

PEAKO: CHUKEHHE TeMOTJIO0NHA, CHUKEHHNE TeMaTOKPHUTA;

OUYEHb PEJIKO: TOJIaBJIICHUE NESATEIILHOCTH KOCTHOTO MO3ra, aHeMUs, JIEWKOIECHHs, HEHTPOIICHNUS,
arpa”yJjoluTO3, TPOMOOIMTONEHUS, DO3MHO(DUINS, HSPUTPONEHHUS, TEeMOJIUTHUYECKas aHeMus,
nuMdoaseHonaTus, ayTOMMMYHHBIE 3a00JIEBaHMUSI.

Hapywenus co cmoponsl uMMyHHOU cucmembvl.

OYEHb peaKo: aHadWIaKTHIeCKas/aHa(ITaKTONTHAS PEAKITHSL.

OHOOKpUHHbLE HAPYUWIEHUL:

peIKo: HeaJeKBaTHas CEKPEIrs aHTUINYPETUUECKOTO TOPMOHA.

Hapywenus memabonuzma u numanus:

OYEHB PEIIKO: THITOTITUKEMHUSI.

Hapywenus co cmoponvl HepeHoti cucmemb:

4acTO: TOJIOBOKPYKEHHE, TOJIOBHAS 00JTb;

HEYacTo: JaOWIBPHOCTH HACTPOCHHUS, TMApEecTe3usi, W3MEHEHHs BKyca, HapyIlIeHUs CHA,
TJLTIOIUHAIIIY, BEPTHUTO;

pEeAKo: CIOYyTaHHOCTh CO3HAHUS, HapylleHHe OOOHSIHHS, ACTCHHYECKUW CHHIPOM, CYIOPOKHBIE
MIOJICPTUBAHUS MBI KOHEYHOCTEH U T'Y0, COHIIMBOCTH;

OUYEHb PEJIKO: CUMIITOMBI JENPECCHU, OOMOPOK.

Hapywenus co cmoponul cepoya:
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HeyacTo: MH(GApKT MUOKapJa WIH IepeOpOoBaCcCKyIISPHBIHN I/IH'&/IJ:IIH-I‘-l %Qﬁ%ﬁ'}i&ggk%;{{lgﬁ“l I/IISI-|3|a

BBIPQ)KEHHOTO CHIKCHMS apTepUaAbHOTO JAaBJICHUS Y TMAlUEHTOB TIPYMIbl BBICOKOTO pHUCKA,
TaXHUKap/us, OUIyIIEeHUE cepaleOneHmus;

penko: Opanukapnausi, yCyryOJieHHEe CHMITOMOB CEpJCYHOW HEJIOCTaTOYHOCTH, HapyiieHue AV
IIPOBOJIMMOCTH (QTPUOBEHTPUKYJISIPHON POBOAMMOCTH), 60JIb B IPyIH.

Hapywenus co cmoponul cocy0os:

4acTo: opTocTaTndeckue 3P GeKThl (BKIFOYAs TUIIOTEH3HIO);

HEYacTo: CUMHAPOM PeliHo.

Hapywenus co cmopoHbl ObixamenvHoul cucmemsl, opeanos pyOHOU KIemKU U CPeOOCmeHUs.:
4acTo: Kallelb;

HEYacTO: PUHUT;

OYECHb PEAKO: CHHYCUT, OpPOHXOCHAa3M, aJUIEPrUYECKUil aIbBEOJIUT/203MHO(UIbHAS TTHEBMOHUS,
OJIbILIIKA.

Kenyoouno-kuweunvle HapyuweHus:

4acTo: Juapesi, pBoTa;

HEYacTO: TOIIHOTA, AUCTIETICHS, O0JIb B )KUBOTE;

PENKO: CYyXOCTh CIIM3UCTOM 000JI0UKH MOJOCTH PTa;

OYEHb PEJKO: MAaHKPEaTHT, >KeNTyxXa (rernaToLe/UIosipHas WM XOJIECTaTHYecKas), TIelaTurT,
[I€YEHOYHAs HEAOCTATOYHOCTh, MHTECTUHAJIBHBIM OTEK, aHOPEKCHS.

Hapywenus co cmoponul Kodtcu u noOKOINCHOU KIemyamKu:

HEYacTO: KOXKHBIN 3y/1, KOJKHAsI ChIIb;

pPelKO: TUIEPYYBCTBUTEIHHOCTH/AaHTHOHEBPOTHUECKUI OTEK JIMIA, KOHEYHOCTEW, Ty0, s3bIKa,
rOpTaHU W/WUJIM [NIOTKH, KpaluBHULA, aTONeNHs, [Icopuas;

OYCHb PEIKO: TOBBIIIEHHOE IOTOOTACICHHE, BaCKYJIUT, Iy3bIpyaTka, (OTOCEHCHOMIM3anus,
TOKCHUYECKHUH 3nuaepMaibHblii Hekponu3 (cunapom Jlaiiena), mynbTudopMHas spuremMa, CHHAPOM
Crusenca-J[>xoHcoHna, MynbTU()OPMHAs dpUTEMA, TICEBAOINM(POMA KOXKH.

Coobmanoch 0 CHHAPOME, BKIIOYAIOIIEM B ce0si OJUH WM HECKOJBKO CHUMIITOMOB: JIMXOPAJIKa,
BaCKyJIUT, MUAITHsI, apTPalTUs/apTPUT, TOSBICHUE IMOJIOKUTEIBHBIX AHTHHYKJICAPHBIX aHTUTEI
(AHA), yBenuuenue ckopoctu oceanus sputpouutoB (COJ), 303uHODMINA U JTEHKOLUTO3, CHIIIb,
(boToceHCcMOUIU3aLMs WIN JPYTUE KOXKHBIE TIPOSBICHMUSL.

Hapywenus co cmopoHbl mbluieunoll, ckeiemuoul U COeOUHUmMenbHOU MKAHU:

yacToTa HEU3BECTHA: apTPAITUs/apTPUT, MUAIITHUSL.

Hapywenus co cmopoHvl nouex u Mouesvbi8o0auux nymeil:

9acTo: HapyIIeHue (pyHKIUH MTOYeK;

HEYacTo: ypeMHus, OCTpasi oYeyHasi HeJJOCTaTOYHOCTb;

OYEHb PENIKO: aHypUsl, OJUTYPHSL, TPOTCHHYPUSI.

Hapywenus co cmopoHusl penpoO0yKmusHoul cucmembl U MOJIOYHbIX HCeNe3:

HEYaCTO: UMITOTCHIINS;

pPEAKO: THHEKOMACTHS.

Obwue napywenus u peakyuu 6 Mecme 66e0€HUsL:

HEYacTO: aCTEHUS, MOBBIIIEHHAS YTOMIISIEMOCTb.

Jlabopamophvie u uncmpymenmanbHvle OaHHbIE:

HEYacTO: MOBBIIICHUE KOHLIEHTPAIIM MOYEBHHBI B KPOBHU, THIIEPKPEATHHUHEMHUS, TUIIEPKATUEMHUS,
MOBBIIIEHUE aKTUBHOCTHU «TIEYEHOYHBIX» TPAaHCAMUHA3,

penko: runepounupyOuHemMus, runonatpuemusi, nopimeHne COD, MOJOKHUTEIbHBIE PE3YIbTATHI
TecTa Ha aHTUHYKJIEapHbIC aHTHUTEIA.

BaxHo coo0marh O TOJ03pEBAacMbIX HEXKENATeNbHBIX PEAKIUAX IMOCIe  PEerucTpalnuu
JIEKapCTBEHHOI'0 TIperapara C LeJbl0 OO0ecreueHus: HEeNpPepbIBHOIO MOHUTOPHHIA COOTHOIICHUS
«T0JIb3a — PHUCK» JIEKAPCTBEHHOro MpemnapaTta. MeAUIUMHCKUM pPa0OTHUKAM pPEKOMEHIYyeTCs
CO00IIaTh O JHOOBIX M0/I03PEBAEMBIX HEXKENATEeIbHBIX PEeaKIMIX JIEKAPCTBEHHOTO Mpernapara uepes
HaIlMOHAJIbHBIE CHCTEMBI COOOINEHHS O HEXKENAaTeNbHbIX pPEAaKIHUAX TOCYAapCTB — WICHOB
EBpa3uniickoro 3KOHOMUYECKOTO COK03a.
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Poccuiickas denepanus (MOCNEOQOBATENEHOCTE 0007)

Anpec: 109074, r. Mocksa, CiiaBsiHcKasl miiomaab, 1om 4, ctp 1

denepanbHas ciryx0a 1o Haa30py B cdepe 3apaBooxpaneHus Poc3apaBHaazop
Tenedon: +7 (800) 550 99 03

e-mail: pharm@roszdravnadzor.ru uian npr{@roszravnadzor.gov.ru

caiit http://www.roszdravnadzor.ru

4.9 Ilepeno3upoBka

CuMOTOMBI

BripaxxenHoe cHwxkenue AJl, komanc, HapylleHHE BOAHO-3JEKTPOJUTHOro OajaHca, MOoYeqHas
HE/I0CTaTOYHOCTh, YYallleHWE ABIXaHUS, TaXWKapAus, OLIyLIeHHE cepueOueHus, Opaaukapaus,
rOJIOBOKpY>KE€HHUE, OECIIOKOMCTBO, Kalllellb, CYyXOCTh CIM3UCTOM 00O0JIO0UYKH MOJOCTH PTA, COCTOSIHUE
TPEBOTH, MOBBIIIEHHAs PA3APAXKUTEIBHOCTD, COHJIMBOCTD, 33JI€P’KKA MOUEHCITYCKaHUs, 3a110p.
Jleuenue

Crnenuduueckuii aHTHAOT OTCYTCTBYeET. [IpoMBIBaHME *KelyiKka, TPUMEHEHHUE SHTEPOCOPOSHTOB U
cnaburenbHbIX cpelacTs. [lokazano BHyTpuBeHHoe BBeaeHue 0,9 % pactBopa Hartpus xjopuna. B
ciryyae YCTOMYHMBOU K JICYECHUIO Opanukapauu, HE00X0IUMO IIPUMEHEHHE
aJIeKTpoKapanoctumyistopa. Heob6xoaum koHTposb  AJl, BOJHO-3JIEKTPOJUTHOrO OasiaHca.
I'emonmanus s hexTuBeH.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA
5.1 dapmakoauHaMHuYecKue CBOHCTBA

dapmakoTepaneBTH4YecKasi TpyNna: WHIUOUTOp aHTMOTEH3MHIpEBpallammero (epmenra
(AIID).

KO ATX: CO9AA03

Wurunburop AII®, ymenbmaer oOpa3oBanue aHruoreHsuHa Il u3 anrmorensuna l. CHuxeHue
COJep’KaHusl aHrMoTeH3MHa Il BemeT K NPSIMOMY YMEHBIIEHHIO BBIJEIECHHS allbJOCTEPOHA.
VYMeHsbIIaeT gerpasanno OpaJuKMHUHA U YBEJIMYMBAET CUHTE3 MTpocTarjasaAnHoB. CHuXaeT ooiee
nepudepuyeckoe cocynucroe conporusnenue (OIICC), AJl, npeqHarpysky, 1aBIeHHE B JETOYHBIX
Kanuuisipax, BBI3BIBAET YBEJIUYEHHE MUHYTHOTO OoObe€Ma KPOBU U MOBBILIEHHE TOJIEPAHTHOCTU
MHOKap/a K Harpyske y nanueHtoB ¢ XCH. Pacmmpsier aprepun B O6onblieil CTeNeHH, YeM BEHHBI.
Hexkortopsie sddextsr 00bsicHsatoTcss Bo3aeiictBueM Ha PAAC. Ilpu qiuTeNbHOM TpPUMEHEHUH
YMEHBIIAETCSl TUNEepTpoduss MUOKapJa M CTEHOK apTepuil PE3UCTHBHOTO THMA. YIydllaeT
KpOBOCHA0K€HNE NIIIEMU3UPOBAHHOTO MHOKApAA.

WNuruburopsl AII® yanuHAIOT NPOJODKUTENBHOCTh XKM3HM y mauueHToB ¢ XCH, 3amemnsior
IporpeccupoBanre MucyHKINHU JIEBOTO JKEeTy0UKa Y MallMeHTOB, TepeHecInX HHPapKT MUOKapa
0e3 KIIMHUYECKUX MPOSBICHUN cep/IedHO HE0CTaTOYHOCTH.

Hauano nefictBus npenapara - yepe3 1 gac, JocTUraeT MakCuMyma depes 6—7 4acoB U COXPaHAETCS
B TeueHue 24 yaco. [IpogomkuTenbHOCTh AP peKTa 3aBUCUT TAK)KE OT BETUUUHBI IPUHATON 03I
[Ipu aprepuanpHOi runepreH3uu 3p(eKT oTMedaeTcs B MEpBble JHU TOCIEe Hayaua JICUEeHHUS,
crabuibHOE JieficTBHEe pa3BuBaeTcs yepes 1-2 Mecsna Tepanuu. [Ipu pe3koit oTMeHe JIM3UHONpHUIIa
He HaOJII0JaJI0Ch BBIPAXKEHHOTO NoBbIIeHus A/l

JIM3MHONPUI YMEHbBINAET CTENEHb aTbOYMUHYPHUU. Y MAIMEHTOB C TUIEPTIIMKEMHUEH ClocoOCTBYeT
HOpMaiu3auu (QyHKIMH TMOBPEXIEHHOTO TJIOMepylsgpHOoro »HpaoTenus. He Biauser Ha
KOHIICHTPALIMIO TJIFOKO3bI B KPOBH Y MALMEHTOB CaXapHBIM AMAa0ETOM U HE MPUBOAUT K yUallleHHIO
CJIy4aeB TUIOTIIMKEMUH.

5.2 dapmakoknHeTHYECKHE CBOICTBA
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Abcopbuus (MOCNEQOBATENEHOCTE 0007)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Ilocne mpuema BHYTph JIM3MHOIPHJ BCAachbIBaeTCs M3 KelynodHo-kumeyHoro tpakra (JKKT) B
cpenHeM Ha 25 %, HO abcopOuus MOXET BapbUpoBaTh OT 6 10 60 %. bruogocTynHOCTh cocTaBiseT
29 %. MakcumainbHas KOHUEHTpalnus B mia3Me KpoBH (Cmax) JocTuraercsa yepes 7 dacos. IIpuem
MU HE BT Ha abcopOLuto mpenapara.

Pacnpenenenue

JIuzuHoONpu HE3HAYUTENBbHO CBA3BIBAETCA C OenkaMu Iia3Mmbl KpoBu. [IpoHuniaemMocth uyepes
reMaTOodHIePAUTNISCKUH U IIAICHTAPHBIN Oapbep HU3Kas.

buorpanchopmanus

JluzuHonpui He OuoTpaHchopMupyeTcs B OpraHu3Me.

DIMMUHALNS

BriBoauTcs noukamu B Hem3mMeHeHHOM Bujie. [lepuon nonyssiBenenus (T1/2) cocrasisiet 12,6 yacos.
Kimupenc mumsunonpuna cocraBisger 50 wur/muH. CHIDKEHHE CBHIBOPOTOYHOM KOHIICHTPALMH
JTU3UHONpPUIIA MPOUCXOIUT NByX(hazHo. TepmuHanmbHas (a3a UIMTCS OJbIIE HAYAIBHOW H3-3a
CBSI3bIBaHUS MOJIeKy) UHruouTopa ¢ AIIdD; 310 He TPUBOIUT K KyMYJISIUH Mpenapara.
JInHeNHOCTh (HEIMHEHHOCTE)

He npumenumo.

Oco0bIe TpynIbl NAITUESHTOB

XpoHnuueckas cepoeunas Hedocmamoyrocms (XCH)

VY nammentoB ¢ XCH aGcomoTHass OMOAOCTYTHOCTh JTU3UHOIIPUIIA CHUYKAETCSl MpUMepHO Ha 16 %;
onHako AUC (momas moj KpUBOW «KOHIIEHTPAIUS — BpEMs») YBEITMYUBAETCS B CpelHeM Ha 125
% 110 CpaBHEHUIO CO 3JOPOBBIMU JOOPOBOJIBILIAMH.

Hapywenue ¢pynkyuu nouex

VY namuMeHToB € TOYEYHOM HEJOCTAaTOYHOCTHIO HaOMI0MAeTCs TOBBIIMICHHAs KOHIICHTPALUS
JU3WHONpUIIA B IUIa3ME KPOBH, OTMEUAETCSl YBEIMYEHHE BPEMEHU JOCTHXKEHHUS MaKCHMalbHOU
KOHIICHTPAIIUU U YBEIMYECHHUE NEPHOa MOTYBBIBEICHHUS.

Hapymenne ¢yHkiun mnoyek mnpuBoauT kK yeenuueHutro AUC u mepuona MONYyBBIBEACHUS
JU3UHOIIPUIIA, HO 3TH HM3MEHEHMSI CTAHOBATCS KIWHUYECKH 3HAYUMBIMU TOJBKO TOTJA, KOTJa
ckopocTh kiryooukoBoit punbrpanun (CK®) camkaercs Huxe 30 mu/muH. [Ipu nerkoii 1 ymepeHHOH
nouyeunoit HepoctatouHOCTH (KK ot 31 no 80 mu/mun) cpennee 3nauenue AUC yBenmnuuBaercs Ha
13 %, B TO Bpemsi kak mpu Tspkenoi modeuHoit HemocratouyHoctd (KK ot 5 mo 30 mu/mun)
HaOmronaeTcs yBenuuenue cpeanero 3nauenus AUC B 4,5 paza.

Hapywenue ¢pynkyuu neuenu

VY marueHToB ¢ MUPPO30M TMEYEHU OMOAOCTYITHOCTH JIM3MHOMpPHUIIA CHIKeHa mpuMmepHo Ha 30 %,
onHako skcnosuius npemnapara (AUC) yBennuuBaetcs Ha 50 % 1O CpaBHEHHUIO CO 30POBBIMHU
N0OPOBOJIBIIAMHU M3-3a CHUKEHUSI KIIMPEHCa.

Jluya noosicunoeo ozpacma

VY manueHToB MOXKUJIoro Bo3pacta (crapiie 65 jeT) KOHIEHTpaIUs JU3UHOINPUIA B IJIa3Me KPOBU U
AUC B 2 pa3a BblllI€, YEM Y NALUEHTOB MOJIOZOTO BO3pacTa.

6. PAPMAIIEBTUUECKHUE CBOVICTBA
6.1 IlepeueHb BcIOMOraTe/IbHbIX BelIECTB

JIM3UHOIIPWJIL, 5 mr, TabieTku

JlakT03B1 MOHOTHIpAT

Henmono3a Mukpokpuctannndeckas (tun 102)
Kpaxman kykypy3Hblit

Maruus creapat

JIM3UHOIIPUJI, 10 mr, TabneTKu

JlakT03BI MOHOTHAPAT
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emnrono3a mukpokpuctamumueckas (tam 102)

Kpaxman KyKypy3HbIit

Maruus creapat

JINBUHOITPUJIL, 20 mr, TabaeTKu

JlakT03bI MOHOTHAPAT

Hemnrono3a mukpokpuctamimueckas (tun 102)
Kpaxman kykypy3Hblii

Maruus creapat

6.2 HecoBmecTUMOCTH

He npumenunmo

6.3 Cpok rogHocTH (CPOK XpaHeHUs)

3 rona.

6.4 OcoOble MepbI IPEAOCTOPOKHOCTH NMPU XPAHEHUH

Xpanutb npu Temneparype He Boiie 25 °C B OpUTMHAIIBHON yMakoBKe (B Mayke) IS 3alIUThl OT
CBeTa.

6.5 Xapakrep u coepkaHue NePBUYHON YIAKOBKHU

TaoaeTku S mr, 10 mr u 20 mr.

ITo 10 TabmeTok B KOHTYpHYIO SIMEHKOBYIO YITAKOBKY W3 TUICHKH ITOJIMBHHUIXJIOPUIHON M (POJBIH
ATFOMUHHMEBOM IEYaTHOMN JIAKUPOBAHHOM.

1,2, 3,4, 5 KOHTYpPHBIX STYEUKOBBIX YIAKOBOKX BMECTE C JIMCTKOM-BKJIAJIBIIIIEM ITOMEIIAIOT B TTAUYKY
13 KapTOHa.

6.6 Oco0ble Mepbl MPEIOCTOPOKHOCTH MPU YHUUTOKEHUH HCIIOJIb30BAHHOTO JIEKAPCTBEHHOT 0
npenapara Wil 0TX0A0B, MOJYYEHHBIX MOC/Ie MPUMEHEHHUS JeKAPCTBEHHOI0 NMpenapara win
padoThI C HUM.

Heuncnonbp30BaHHBIN HeKapCTBeHHBIﬁ npenapar HWin OTXOAbl CJICAYCT YTUIU3UPOBATL B
YCTAaHOBJICHHOM HOPAOKE.

7. AEPKATEJIb PETUCTPAIMOHHOI'O YJIOCTOBEPEHMUSA

Poccuiickas @enepanus,

OBIIIECTBO C OI'PAHMYEHHOI OTBETCTBEHHOCTBIO «IIPAHA®APM» (00O
«ITPAHADAPM»)

443068, r. Camapa, yn. HoBo-Canosas, nom 106, kopmyc 81

ten. (846) 334-52-32, 207-12-61

dakc (846) 335-15-61, 207-41-62

e-mail: info@pranapharm.ru

www.pranapharm.ru

7.1 IlpeacraBuTre/ib AepKaTessi peruCTPALMOHHOIO YA0CTOBEPEHUS

[Iperen3un noTpeOUTENEH HAPABIISIOT O aJPECY:
Poccuiickas @enepanus,
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 13.04.2026 N2 7564
OBIECTBO C OFPAHWUYEHHOI OTBETCTBEHHOCTHIO- I PATFAGAPM)" (00

«ITPAHADAPM»)

443068, r. Camapa, yi. HoBo-Canosas, nom 106, kopnyc 81
ten. (846) 334-52-32, 207-12-61

dbakc (846) 335-15-61, 207-41-62

e-mail: info@pranapharm.ru

www.pranapharm.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPHUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA
JlexapcTBeHHBIH IpenapaT OTHOCUTCS K KaTETOPUU OTIIYCKA 10 PELENTy.

Oo6mas xapakrepucTrka Jekapcrerroro npemnapara JIN3MHOIIPUII noctynHa B eTUHOM peecTpe
3aperUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEIICTB EBpa3uiickoro "KOHOMHYECKOTO COK03a U Ha
ounmaneHOM caiite ynomHomoueHHoro oprana https://lk.regmed.ru/Register/EAEU_SmPC
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