COOTBETCTEYET ZKCNEPTHOMY OTUYETY
ot 12.09.2024 N= 19452

OBIIASI XAPAKTEPUCTHUKA JIEKAPCTREHHOFO TIPETAPATA"

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
do3ukap, S Mr, TaOJICTKH.

®do3ukapa, 10 Mr, TabIETKH.

®do3ukapa, 20 Mr, TaOJIETKH.

2.  KAYECTBEHHBIA U KOJTMYECTBEHHbLINA COCTAB
JleiicTByto11ee BEmecTBO: (hO3UHOMPHIT

dos3ukapa, 5 mr, TabJIeTKH

Kaxknas tabnerka comepkut 5 mMr (o3uHonpuiIa (B BUAe GO3MHONPHIIA HATPHS ).
BcmomorarenbHbIe BelIecTBa, HAJIWYUE KOTOPHIX HAI0 YYHTHIBATH B COCTaBE JICKAPCTBCHHOTO
rpenapara: JJakTo3bl MOHOTHIpAT (CM. pasnen 4.4).

dosukapa, 10 mr, TabeTKH

Kaxxnas tabnerka comepxut 10 mMr ¢o3uHomnpuiia (B Buae Ho3uHONPUIIA HATPUS ).
BcmomorarenbHbIe BelIecTBa, HAJIWYUE KOTOPHIX HAI0 YYHTHIBATH B COCTaBE JICKAPCTBCHHOTO
rpenapara: JIJakTo3bl MOHOTHIpAT (CM. pasnen 4.4).

dosukapa, 20 mMr, TabJIETKH

Kaxxnas tabnerka comepxut 20 Mr ¢o3uHomnpuiia (B Bue (hO3HMHOINIPUIIA HATPHUS ).
BcmomorarenbHbIE BelIecTBa, HAJIWYUE KOTOPHIX HAJI0 YYHTHIBATH B COCTaBE JICKAPCTBCHHOTO

npenapara: JJakTo3bl MOHOTHIpAT (CM. pasnen 4.4).

[TonHbIi mepedeHpb BCrioMoraTeNbHbBIX BEIIECTB NMPUBEIEH B pasnene 6.1.
3. JEKAPCTBEHHAS ®OPMA
Tabnerku.

dos3ukapa, 5 mr, TadJIeTKH

Kpyrnsie TabneTku MIOCKOMUINHAPUYIECKO (HOPMBI O€I0Tr0o MWIIM OUTH OeJI0Tro 1[BEeTa, ¢ MAaPKUPOBKOU
«FL 5».

Dosukapa, 10 mr, TabeTKn

Kpyrmsie TabneTKu MIOCKOMUINHAPUIECKO (HOPMBI O€I0T0 WIIM TOUTH OeJI0oro 1[BEeTa, ¢ MAPKUPOBKOU
«FL 10».

Dosukapa, 20 mr, TabIEeTKH

Kpyrabie TabneTku miIocKOUMIMHAPUYECKOH (hOpMbI O0€I10ro WM MouTH OeJIoro 1BeTa, ¢ MapKUPOBKON
«FL 20».
4. KIMHUYECKUE JTAHHBIE
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o1 12.09.2024 N= 13452
(NOCNEONCBATENBEHOCTL 0003)

4.1 Iloxa3aHusl K NPUMEHEHHU IO

COOTBETCTEYET ZKCNEPTHOMY OTUYETY

do3ukap nNoKa3zaH K IPUMEHEHUIO y B3pOCIbIX B Bo3pacTe oT 18 sier npu:

- AprepuanbHON TUIEPTEH3UM: MOHOTEpanMsi WIM B KOMOWHALUMU C JAPYTUMHU TUIIOTEH3UBHBIMU
CpeACTBaMH.

- XpOHUUYECKOM cepIeuHOM HEeAOCTATOYHOCTH: B COCTaBe KOMOMHUPOBAHHOW TEPAIIUH.

4.2 Pe:kxuM 103UPOBAaHUS H CIIOCO0 NPHUMEHEHU

PexxuM mo3upoBanus

J1o3y moiOuparoT HHIUBUAYATHHO.

Apmepuanvras cunepmen3us

Pexomenayemast HauanbHas Ao3a npenapara cocrapisier 10 mr 1 pa3 B cyTku. 3ateM 103y MOJOUPAIOT
B 3aBUCUMOCTH OT nuHamMuku cHkenust AJl. Tlonnepxkuaroias no3a cocranisier oT 10 g0 40 mr 1 pa3
B CyTKH.

[Ipy OTCYTCTBMM JOCTATOYHOTO AHTUTHIIEPTCH3UBHOTO 3(dexTa BO3MOKHO JTOMOITHHUTEIHHOE
Ha3HAYCHHUE TUYPETHKOB.

[Ipn nmpumenennu uHrHOMTOpOoB AII®D manueHTam, MONYYAIOMIUM TEpaINUI0 AUYPETUKAMH, MOKET
oTMeuaTbcsl peskoe nageHue AJl, 1 nmpoduiakTUKU KOTOPOro PeKOMEHAYETCSl MPEKPATUTh MpUeM
TUYPETUKOB 3a 2-3 AHS A0 MpearnoiaraeéMoro Hadana tepanuu npenaparom dozukapna. Ecou npuem
npemnapaTta @o3ukap HAYMHAIOT Ha (DOHE MPOBOIUMOM TEPAIUU AUYPETHKAMHE, TO €0 Ha4allbHas 1032
JOJKHA cOoCTaBiATh He Oomee 10 Mr 1 pa3 B CyTKM MpH peryaspHOM BpaueOHOM KOHTpOJE 3a
cocrosiHueM marnuenTta. [laruenTam ¢ BbicOKOM akTUBHOCTEIO PAAC, 0COOEHHO ¢ pEHOBACKYISPHOM
TUTIEPTEH3MEH, HAPYIICHUSIMH BOJIHO-IJIEKTPOJIUTHOTO OajiaHca, JEKOMIIEHCUPOBAHHON XPOHUYECKOM
cepaeuHoit HepocratouHocThio (XCH) wnm  Tsbkenoi apTepuanbHOW TUIEpTEH3UEH BBUAY
BO3MOKHOCTM BO3HMKHOBEHHUs BHe3anmHoOro cHwxkeHus AJ[ tepanuto mnpenapatom Do3ukapa
PEKOMEHIyeTCsl HAUMHATh 110J1 KOHTPOJIEM Bpaya.

MakcumanbHasi CyTouHas 1o03a cocrapiset 40 mr.

XpoHnuueckas cepoeynas HeOOCMAmMoOyHOCMb

Pexomenayemast HauanbHas no3a npenapara cocrasisier 10 mr 1 pa3 B cytku. Haumnate Tepanuio
cienyeT noJi KOHTpoJieM Bpayva. [Ipu xopoiield mepeHoOCUMOCTH 103y MOBBIIAIOT, yBenuuuBas ee 10 40
Mmr 1 pa3 B cyTku (MakcumanbpHasi cytouHas no3a). g nedenus XCH npenapar ®@o3ukap] 0ObIYHO
KOMOWHHPYIOT C AUYPETUKAMH |, TPHU HEOOXOMMOCTH, CEPACUYHBIMU TIIUKO3UIAMH.

Oco0nIe T'PYIIIBI TAITWUCHTOB

Iayuenmvi ¢ HapyweHuAMU GYHKYUU NOYEK U/UlU nedeHu
[Tockonbky BbIBEJIEHHE Mpenapara W3 OpraHu3Ma MPOUCXOAMUT JBYMS NYTSIMH, KOPPEKIHH 103
ManueHTaM ¢ HapyluleHHeM (YHKIIUH TOYeK WK TeYeHH 00bIYHO He TpeOyeTcs, OJHAKO PEKOMEHyeTCs

CO6J'IIO,Z[8.TB OCTOPOKXHOCTD.
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COOTBETCTBYET SKCNEPTHOMY OTUYETY
ot 12.09.2024 N= 19452
(NOCNEONCBATENBEHOCTL 0003)

Pexomennyercs HayanbHas 103a 10 Mr B CyTKH.

llayuenmul nodxcunozo 6o3pacma
Paznuunii B a3 (hekTHBHOCTH U OE30MACHOCTH TepaIluy MPermapaToM y MalMeHTOB B Bo3pacte 65 JieT u
CTaplie ¥ MOJIOJIbIX MalMeHTOB He HaOmoaaeTcsa. Koppekius 10361 A MOKUIIBIX HAI[IEHTOB OOBIYHO
He TpeOyercs. OAHAKO HENb3sl UCKIIOYUTHh OOJBIIYI0 BOCIHPHUMMYUBOCTH y HEKOTOPBIX MAIMEHTOB
MOKWJIOTO BO3pacTa K IMpernapaTry, B CBS3M C BO3MOXHBIMH SIBJICHHSIMHU TEPEIO3UPOBKU HU3-32
3aMEJIEHHOTO BBIBE/ICHUS IIpernapara.

eTH
besonacnocth 1 3 pexTuBHOCTD (ho3uHONpHUIa y aereit B Bo3pacte ot 0 10 18 yeT HE yCTaHOBJICHBI.
JlaHHBIE OTCYTCTBYIOT.

Cooco0 nmpuMeHeHust

BHYTpL, HCE3aBUCHMO OT BPpEMCHHU IIpHCMa IMHUIIH, KCJIATCIIbHO B OAHO U TOXKE BPCM:I.

4.3 IIpoTuBONOKA3aHUS

e [ umepyyBCTBUTENBHOCT, K (DOSMHONPWIY W JPYTHM KOMIIOHEHTaM Tmpernapara, IpyruM
naruouTopam AIID (B ToM unciie B aHaMHE3e).

e HacnencTBeHHbI WM MAMONATUYECKUM AHTMOHEBPOTUYECKMM OTEK; AHTMOHEBPOTHYECKUI
OTEeK B aHaMHe3€ (B TOM YHCIIE ITOCIIe PUMEHEHUS IpYTuX HHruouTopoB AllD).

e bepeMeHHOCTh ¥ MEPHO TPYJHOTO BCKAPMITHBAHHS.

e HenepenocuMocCTb JaKTO3bl, AEPUIMT JaKTa3bl, [IIOKO30-TalaKTO3HAsI MaabadbcopOLus.

e Bospacr 1o 18 ner (3¢pekTuBHOCT 1 6€30MaCHOCTh HE YCTAaHOBJICHBI).

e OpHOBpeMEeHHOE NMpUMEHEHHE (HO3UHONPUIA ¢ ATMCKUPEHOM U MpernapaTaMu, COAep KalluMu
QIMCKUPEH, Yy TMAalMeHTOB C CaxXxapHbIM JIua0eTOM W/HWIM YMEPEHHBIMH WM TSKEIbIMU
HapyleHUs MU (QYHKIUM TOoYeK (CKopocTh kiryOoukoBoi ¢uibrpammu (CK®) menee 60
mi/mus/1,73 M? IIomaay noBepXHOCTH Tela).

e OJHOBpEMEHHOE NMPUMEHEHHWE C aHTaroHuctamu peuentopoB anruorensuHa Il (APA II) y
ManueHToB ¢ auadetudeckoi Hedpomatued (cM. paszzpensl «BzauMopeicTBue ¢ Apyrumu
JIEKapCTBEHHBIMU cpefcTBaMu» U «OcoOble yKazaHUsm»).

e OpHOBpeMEHHOE MPUMEHEHHE C MHTMOUTOpaMH HEWTpaJbHOM SHAONENTHAA3bl (Hampumep, ¢
mpenapaTtamMi, COAEP)KAIlMMU CaKyOMTpHUI) B CBSA3M C BBICOKUM PHUCKOM DPa3BUTHUS
AHTMOHEBPOTHUYECKOTO OTEKa.

4.4 Oco0ble yKka3aHusi 1 MepbI IPEI0CTOPOKHOCTH NPH NPHMMEHEHUH

C 0CTOPOKHOCTBIO

AprepualibHasi THUIIOTEH3Ms, JIBYCTOPOHHHM CTE€HO3 IIOYEYHBIX AapTEPUH WIM CTEHO3 apTEepPUH

€IMHCTBEHHOM MMOYKH, MOYCHYHAA HCEAOCTATOYHOCTH; COCTOSIHHUC IIOCJIC TpPAHCIUIAHTAOUU IIOYKH;
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COOTBETCTBYET 3

ot 12.08

24 Ne 19452

o o Oc B4 HOCTR 00031
aopTaJbHBIM WU MUTPAJILHBIM CTEHO3; FI/II‘IeprI)(bI/I‘IeCKI‘A_}II‘ 00 ngﬁgtﬁabmlomﬁomima;

KCMEPTHOMY OTYETY

XpoHudeckast cepaeuHas HemocrarouHocth (XCH) II-IV  ¢yHkimoHansHOro Kimacca (1o
knaccupukanuu NYHA); numemunueckas 6osesns cepana (MBC); nepedpoBackynsipHbie 3a00s1eBaHUS
(B T.4. HEZOCTATOYHOCTH MO3TOBOTO KPOBOOOpAIIEHHS); CHCTEMHBIC 3a00JICBaHUS COCTUHUTEIIHLHOM
TKaHH (B T.4. CHCTEMHas KpacHas BOJYaHKA, CKICPOJACPMHS), YTHETCHHE KOCTHOMO3TOBOTO
KPOBETBOPEHHSI; MMMYHOCYIIPECCHBHAs TEpaIlusi, OJHOBPEMEHHOE MPHUMEHCHUE aJUIOIypPUHONA WU
pOKaMHAMM/IA, HJIM KOMOMHAIIMS YKa3aHHBIX OCJIOXKHSIONIMX (PaKTOPOB (TIOBBIIICHHBIH PUCK Pa3BUTHUS
HEWTPOIIEHUH U arpaHyJIOUTO3a); CaXapHbI AUadeT; THIepKaTNEeMHs; OJHOBPEMEHHOE TPUMEHEHHE C
KalnuicOeperamumMy  IUypeTUKaMy, TpernapaTaMd Kalus, KaluicoAepKalliMU 3aMEHHUTEIIMHU
NUIICBOM  COJIM;  OJHOBPEMEHHOE NPUMEHEHHE C  TpernaparaMH  JIMTUS;  OTSTOLICHHBIN
AJUIEProJOTMYECKUil aHaMHE3 WM AHTHOHEBPOTHUYCCKHI OTEK B aHaMHE3e; OJHOBPEMEHHOEC
NPOBEJCHUE JIECCHCUOMIN3AIMK; OJHOBPEMEHHOE IpOBe/IeHHe adepe3a JIMINONPOTEHHOB HHU3KON
TUIOTHOCTH C HCIIOJIb30BAaHHEM JIEKCTPaH Cyib(ara; OJHOBPEMEHHOE NPOBEACHUE TI'eMOIUain3a C
UCII0JIb30BAHUEM BBICOKOIIOTOYHBIX MEMOpPaH; COCTOSIHUS, cornpoBoxaaromuecs camkenrneMm OIK (B
T.4. TUapesi, pBoTa, MPEALICCTBYIOIICE JICUCHHE AUYPETUKAMH, COOJIFOJICHUE TUEThl C OrPaHUYCHHEM
TIOBAapEHHOH COJIHM), TUTIOHATpUEMHS (PUCK JIEeTUApATallii, apTePUATBHON TUIIOTEH3UH, XPOHUYECKON
MOYEYHOH HEJOCTATOYHOCTH); MPHUMEHEHNE BO BpeMs OOJBIIUX XHUPYPTUUECKHX BMEIIATEIbCTB WU
NpU TPOBEACHUH OOIIeH aHecTe3uH; MPUMCHEHHE y MAIlMEHTOB HErPOUIHOW pPAachl; NMPUMEHEHUE Y
MOXHJIBIX TTAIIMCHTOB.

Oco0ble yKa3zaHusg

Apmepuanvras cunomen3us

VY mnanueHToB C HEOCHOXHEHHOW (opMol apTepuanbHOW THUIEPTEH3UH BO3MOXHO pa3BUTHE
apTepHalibHOM TMIIOTEH3UHU B CBSA3M C IpUMEHEeHUeM Go3uHomnpmia. CuMnToMaTnyeckast apTepuaibHas
TMIIOTEH3Us TpU NpUMeHeHMH HHruoutopoB AIID wame pa3BuBaeTcsd y MNalLUMEHTOB Ha (QoHE
MHTEHCUBHOTO JICUEHUS TNYPETUKAMH, TUETHI, CBI3aHHOW C OTpaHUYEHNEM II0BAPEHHOMN COJIM, WX IIPU
MIPOBEACHUM nanu3a. TpaH3uTOpHas apTepraabHas TUIIOTEH3US HE SBIISIETCS IPOTUBOIIOKA3aHUEM IS
pUMeHeHUs! (po3nHOIpHUIIa MOCIe MPOBeAeHUS Mep o BoccTaHoBieHUIo OLIK.

VY nanueHToB ¢ XPOHMWYECKOH cepAeyHON HEAOCTaTOYHOCTHIO JieueHue MHruoutopamu AIID moxer
BbI3bIBATh M30BITOYHBI aHTUTHIIEPTEH3UBHBIN 3()()EKT, KOTOPBII MOXKET NMPUBECTU K OJIUTYPUH HITH
A30TE€MHUH U B PEIKHX CIIy4asiX K OCTPOU TOYEYHON HETOCTATOYHOCTH C JIETAIBHBIM HCX010M. [ToaTomy
MIPH JIEUEHUU XPOHUYECKOU CepJIeUHOI HEJ0CTaTOYHOCTH (PO3UHONPUIOM HEOOXOAUMO BHUMATEIHHO
Ha0JI0AaTh 3a MAllMeHTaMH, OCOOCHHO Ha MPOTSHKEHUH MEPBHIX 2 HEJeNb JICUEHHs], a TaKKe P JTF0O00M
YBEITUYEHUH J03bI (PO3MHONPUIIA UK AUypeTHKa. MOXKeT moTpeOoBaThCsi CHUKEHUE 03Bl TUYPETHKA
y MAalKMeHTOB C HOPMAaIbHBIM MM HHU3KUM AJl, paHee MOJy4aBIIMX TEPaNHI0 IUYpPETHYECKHUMHU

Cpe€aAcTBaM HJIM UMECIOMUX THUIMOHATPHUEMMHIO. ApTepI/IaJ'II)HaSI THUITIOTCH3UA KaK TaKOBasA HEC SBJISICTCA
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COOTBETCTEYET ZKCNEPTHOMY OTUYETY
o1 12.09.2024 N= 13452

. Noc NB L HOCT B Q003 .
MPOTUBOIIOKA3aHUEM [IJIs1 JTaJbHEUIIEro MpUMEHEHHUS d)03nﬁghDHJ;L1EM"Xg%@éKOJ 'éélljﬂeq'}IOH

HezmocTatouyHOCTH. Hekoropoe cHikeHue cucteMHoro AJl siBisieTcs OOBIYHBIM M KEJIaTeIbHBIM
¢ (dekToM B Hayaje MPUMEHEHUS MPU XPOHHUYECKON CepAeuHON HenocTaTodHOCTH. CTENeHb 3TOro
CHIDKEHUS MaKCHMallbHa HA PaHHUX JTalax JICYCHHs ¥ CTAOMIM3UPYETCs B IIpeesiax OJHON WK ABYX
HeZenb OT Havaja JjiedeHus. AJl OObIYHO BO3BpallaeTCsl K HCXOJHOMY YpPOBHIO 0€3 CHUKEHUS
TepaneBTHYECKON IPPEKTUBHOCTH.

[epen HauaoM JieueHus TpeOyeTCsi MPOBECTH aHAJIN3 IPOBOAMBIIEHCS paHee TUIIOTCH3UBHOM TEpaIHH,
CTeNeHU MOoBbIeHuss AJl, orpaHUYEeHUs PAllMOHA IO COJH W/WIN KUAKOCTU U JPYTHX KIMHUYECKHX
oOctosiTensCTB. [10 BO3MOXKHOCTH, CllelyeT NPEKpaTHTh IPOBOAMUBIIYIOCS paHee TUIIOTEH3UBHYIO
TEPANNI0 3a HECKOJBbKO JHEH 10 Haydajia jedyeHus. [ yMEHbLIEHUS BEPOSTHOCTH BO3HHUKHOBEHUS
apTepUaIbHON TUMIOTCH3UU JAUYPETHUKU CIIEIyeT OTMEHUTH 3a 2-3 AHs 10 Havana JjiedeHus. J[o u BO
BpeMs JIeUeHUS HEOOXOAMMO KOHTpoiupoBaTh AJl, GyHKIUIO MOYeK, coaep)KaHHe HWOHOB Kajws,
KpeaTMHUHA, MOYEBHHbI, KOHIICHTPAIMU DJIEKTPOJIUTOB M AKTHUBHOCTH IEYCHOYHBIX (PEPMEHTOB B
KpOBH.

Aopmanvusitl unu MUMPALbHBIN CIMEHO03/2unepmpouyeckas 06CmpyKmusHas KapouomMuonamus

Kak u Bce nekapcTBEHHBIE CpEACTBa, OONANAIONINE Ba30JUIATUPYIONIUM NEHCTBHEM, MHTHUOUTOPHI
AII® gomkHBI ¢ 0COO0H OCTOPOKHOCTHIO MPUMEHATHCSA Y MAIMEHTOB ¢ OOCTPYKIMEH myTel OTTOKa
KpPOBH U3 JIEBOT'O JKEJTy10UKa.

Hapywenue ¢pynkyuu nouex

VY nanueHToB ¢ apTepUalbHOM TMIIEPTEH3UEN C OTHO- WM IBYCTOPOHHUM CTEHO30M IIOYEYHBIX apTEPUM
WIM CTEHO30M apTepUu EIWHCTBEHHOW MOYKH BO Bpems JedeHus uHruOutopamu AllD moxer
MOBBIIIATHCS KOHLIEHTPALMs a30Ta MOYEBUHBI KPOBH U KPEAaTUHUHA CHIBOPOTKH KPOBU. DTU 3PPEKTHI
O0OBIYHO OOPATUMBI U MPOXOIAT MOCIIE MpeKpaleHus JedeHuss. Heooxoaum KOHTPob QYHKIIMH TTOUeK
y TaKMX MallMEHTOB B MEPBbIC HEIEIHU JIEUCHUS. Y HEKOTOPBIX MAllMEHTOB MOBBIIICHHE KOHLEHTpAIUi
a30Ta MOYEBMHBI KPOBU U KPEaTUHHHA CHIBOPOTKH KPOBH (0OBIYHO HEOOJIBIIOE U MPEXOASIIEE) MOXKET
HaOo1aThCs Aake 0e3 0YEeBMIHOTO HApYLIEHUS (PYHKIMH MOYEK NMPU OJHOBPEMEHHOM IMPUMEHEHUU
(do3uHONpUIa U ANYPETUKOB. MOKeT MOoTpeOOBaThCS CHIKEHUE 10361 (PO3MHOIIPHIIA.

VY nanueHToB ¢ TSKeN0W XpOHUYECKON Cep/IeUHON HEOCTATOUHOCTRIO (DYHKITHUS ITOYEK MOXKET 3aBUCETh
OT aKTUBHOCTU PEHHMH-aHTHOTEH3UH-aJIbJI0CTEPOHOBOI CHCTEMBI, MO3TOMY JIEYEHHE WHTMOUTOpaMHU
AII® MOXeT conpoBOKIATHCS OIUTYpPUEH U/UITK MPOTPECCUPYIONIEH a30TEMHEN, U B PEIKUX CITydasX -
K OCTPOM MOYEYHON HEJOCTATOYHOCTH U JIETATBHOMY UCXOIY.

Tpancnnanmayus nouxku

OneiT mpuMeHeHHUs (HO3WHOMPHUIA Y MAIMEHTOB, HEAABHO TMEPEHECIINX TPAHCIUIAHTALMI0 TIOYKH,
OTCYTCTBYET.

Hapywenue ¢pynxyuu nevenu
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COOTBETCTEYET ZKCNEPTHOMY OTUYETY
. _or 12 _f 2024 N2 j-_'-i" :
B penxux cnyuasx npu npumeHeHur HHrHOuTOpoB AlID OTMe‘l{l —l 1\1_ L_HQEIHJM ;rlel'('ﬂ'meM

KOTOPOTO SIBJISIETCS XOJIECTATUUYECKAs JKEITyXa. 3aTeM CIIe1yeT MOJIHUEHOCHBIN HEKPO3 IE€YEHH, MHOT' /1A
C JIETAJIbHBIM UCX0A0M. MexaHu3M pa3BUTHs JAHHOTO CUHpoMa He usyueH. [Ipu nosiBienny 3ameTHON
KEJITYIIHOCTH ¥ BBIPAKEHHOM TOBBIIICHUH aKTUBHOCTU ()EPMEHTOB IME€YCHH JieueHHE (HO3UHOMPUIOM
clelyeT IPEeKpPaTUTh U HA3HAYUTh COOTBETCTBYIOIIEE JICUEHUE.

VY manueHToB ¢ HApYUICHUAMH (DYHKIMM TIE€YEHH MOXKET OTMEYAThCS MOBBIIMICHHAs KOHIIEHTPAIUS
¢do3uHOMpMIIa B TUTazMe KpoBu. [lpu muppose medeHw (B T.4. aKOTOJIBHOM) KaXYIIUICS 0oOImuit
kiupenc ¢o3uHonpunara cHukeH, a AUC npubau3utenbHo B 2 pasa BhILIE, YEM y MAMEHTOB 0e3
HapyUeHU pyHKIUY MTEUYEHH.

Heimponenus/azpanynoyumos/mpomboyumonenus/anemust

Bo3MoXHO pa3BHTHE arpaHyJIOLUTO3a M MOJaBIeHHE (DYHKIMH KOCTHOTO MO3Ta BO BpeMS JICUCHUS
unruburopamu AIID. DTH ciiydan 0TMEYaroTCs Yallle y MalueHTOB ¢ HApYIIEHHOW (QYHKIUEH MoueK,
0COOCHHO TMPH HATMYMU CUCTEMHBIX 3a0oneBanuii coenuuuTenbHoil Tkanu (CKB wnu ckieponepmusi).
Ilepen nauanom tepanuu uHruOutopamu AIID u B mporecce JieyeHUs MPOBOIAT ONPEICIICHUE
JICHKOIMTOB | JICHKOITUTapHOU (hopMytbl (1 pa3 B MecsI| B iepBbIe 3-6 MeCsIeB JICYCHHS U B IEPBHIMA
roJ mpuMeHeHus: (O3UHOINPUIIA y MALMEHTOB C MOBBIIICHHBIM PUCKOM HEHTPOIIECHUH).

Peaxyuu eunepuyecmeumenvrocmu/aneuoHespomuyeckuii omex

Co001manocs 0 pa3BUTHH AaHTHOHEBPOTHUYECKOTO OTEKa KOHEYHOCTEH, JINIIa, TY0, CIIM3UCTBIX 000JI0UEK,
SI3bIKa, TJIOTKU WJIM TOPTAaHU y MalMEeHTOB Npu npuMeHeHuu ¢o3uHonpuia. [Ipu oTeke A3bIKka, II0TKU
WIA TOPTAaHU MOXKET pa3BUBAThCS OOCTPYKLUS JbIXaTeIbHBIX MyTEH € BO3MOXHBIM JI€TAJbHBIM
ucxonoM. B mono0HbIX ciaydasx HEoOX0IUMO MpekpalleHue npuema (O3MHONPUIA U MPOBEACHUE
HEOTJIOKHBIX MEPONPUITHUN, BKJIOYas MOAKOKHOE BBEJIEHHE pacTBOpa JMHUHEPpUHA (aapeHaInHa)
(1:1000), a Taxke NpUHATHE APYTUX MEP HEOTIOXKHOU Tepanuu. B OONBIIMHCTBE CllydyaeB OTeKa Julia,
CIIM3UCTON 00OJIOYKM POTOBOM MOJNOCTH, Ty0 M KOHEYHOCTEH NpeKkpallieHue npuema (Hho3uHompuiIa
MIPUBOAMIIO K HOpMAJIM3AIUN COCTOSTHUSL;, OJIHAKO MHOT]a TpeOOBaIoCh Ha3HAUEHHE COOTBETCTBYOIIEH
Tepanuu.

Omex causzucmoti 060104KU KULUEUHUKA

Bo Bpems npuema uHruoutopo AIID penko oTMeyancsi OT€K CIM3UCTONH OOOJIOUKHM KHUIIEYHUKA.
[TanreHTsI sxanoBanych Ha 00U B )KUBOTE (TIPH TOM TOIIHOTHI M PBOTHI MOTJIO HE OBITh), B HEKOTOPBIX
Clly4asiX OTEK CIM3UCTON 00O0JIOUKM KHMIEYHHMKA BO3HMKAI Oe3 oTeka Juua, akTuBHOCTh Cl-3cTepassl
Obuta B HOpMe. CUMITOMBI MCYE3alH IOcie MpeKpauieHus: npumeHeHus nHruoutopos AlID. Otek
CIIM3UCTON OOOJIOYKM KHUIIEYHHWKA JOJDKEH OBITh BKIIOYEH B AuDdepeHlnnanbHyl0 JUAarHOCTUKY

MalMCHTOB, IPUHUMAIOIINUX WHT I/I6I/ITOpBI AHCD, MMPCABABIAIOIINX JKalToObI Ha 3.6I[OMI/IH8.JIBHBIC 0ouu.
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COOTBETCTBYET 3

ot 12.08

24 Mz 19452

. nlale OBA HOCTH 0203
[TaryenTh, MMEIOLIKME B aHAMHE3€ aHTHOHEBPOTHYECKUIA mex,-%‘cmﬁggﬁb 4 CT%MOMIIHTHGHTODOB

KCMEPTHOMY OTYETY

AII®, moryT OBITH B 0OJIBILEH CTENICHH MOIBEPIKEHBI PUCKY Pa3BUTHSI aHTHOHEBPOTUYECKOTO OTeKa Ha
¢done tepanuu narnOuTopamu AllD.

VY npezacraBuTeEsNE HETPOUIHOM PACHI CIy4Yau Pa3BUTUS AHTHOHEBPOTHYECKOTO OTEKA IIPU IPUMEHEHNUN
uHruouTopoB AII® ormeuanucs ¢ 60bIIEH YACTOTOH 110 CPABHEHUIO C MPEICTABUTEISIMU APYTUX Pac.
YBenn4YeHne prcKa pa3BUTHs aHTHOHEBPOTUYECKOTO OTEKa HAOII01aI0Ch y TAIIMEHTOB, OTHOBPEMEHHO
npuHUMaromuX HHruoutopsl AIID u Takue JekapcTBEHHBbIE CpeACTBa, Kak MHruomropel mTOR
(TeMCHpOIUMYC, CHPOJIMMYC, 3BEpOJIMMYC), MHIMOMTOpBl aunentupuinentugassl IV tuna
(cHTarnMNTUH, CaKCarJIMOTHH, BWIJATJMITUH, JHUHANIMOTHH), 3CTPaMyCTUH, HMHIHOUTOPBI
HEHTpaIbHOW YHIIONENTHIA3bI (PalleKaA0TPUII, CAaKyOUTPHIT) i TKaHEBBIE aKTUBATOPHI IJIa3MHUHOT €HA.
Anaghunaxkmuueckue peakyuu 60 epems nposedeHUs 0eceHCUubUIU3ayuu

VY IBYX NAIMEHTOB BO BpEMs MPOBEACHMS JECCHCUOWIN3ALUU S70M MEPEeNOHYaTOKPBUIBIX Ha (oHE
npuema uHruouropa AIID sHamampuna ObUIM OTMEUYEHBI KHM3HEYIpOXKarollue aHapUIAKTOUTHbIE
peakuuu. Y TeX K€ MalUEeHTOB JAaHHBIX peakUui yaanoch U30ekaTh MPHU MOMOIIM CBOEBPEMEHHOIO
MIPUOCTAaHOBIIEHUS npuemMa nHruouropa AIl®; ogHako, OHM MOSBUIMCH BHOBB TOCIIE HEHAMEPEHHOTO
B0300HOBNEHHUsT mnpuema uHruburopa AIID. Cneayer mnposBiasTh 0co0yH OCTOPOXHOCTb IPHU
IIPOBE/ICHUH JIECEHCUOMITN3AIMM NAlIMEHTOB, IPUHUMAOIUX HHruouTopsl AIID.

Anagunakmoudnvie peakyuu 60 6pems npogeoeHus agepeza IUNONPOMEUHOE HUKOU HIAOMHOCHU
(JIIIHII-aghepesa)

VY nanuenroB, npuHuMaronmx HHruOuTopsl AIID Bo Bpems mnposenenus JIITHII-adepesa c
HCIOJIb30BaHUEM JIEKCTPaH cylb(haTa, pelko HaOIIOAAINCh ONAcHbIe IS )KU3HU aHa(pHIAKTOUTHbIE
peakuuu. Pa3BuTHE NaHHBIX peakuil MOXKHO MPEIOTBPATUTh, €CJIM BPEMEHHO OTMEHSATh MHTHOUTOP
AII®D o nmauana xkaxmoit mporeaypsl JIITHII-adepesa.

I'emoouanus c ucnonv3o8anuem 6biCOKONOMOYHLIX MEMOPAH

IIpu mpoBeseHuU remMoauann3a y MalMEHTOB, Modydaroumx uHruoutopsl AllD, cnexyer mzberath
MIPUMEHEHUSI BBICOKOIIOTOYHBIX MOJUAKPUIIOHUTPUIIOBBIX TUATU3HBIX MeMOpaH (Hampumep, AN69),
MIOCKOJIBKY B TaKUX CIy4yasX IOBBIIIAETCS PUCK pa3BUTHUs aHaUIAKTOMIHBIX peakiuil. B Takux
cllyyasix HEOOXOJMMO HCIOJb30BaTh JUAIM3HBIE MEMOpaHbl JPYroro THUNA WJIM MPUMEHSThH
TMIIOTEH3UBHBIE CPEACTBA JPYTUX KIIACCOB.

Kaweno

[Ipu npumenennu HHru6UTOpOB AIID, BKITIOUas PO3MHONPUII, OTMEUAJICS HENPOAYKTUBHBIN, YIOPHBIN
Kalleb, MPOXOASAIIUI 1ToC/Ie OTMEHBI Tepanui. [Ipy nmosBiaeHUH Kanuisd y NaueHTOB, IPUHUMAIOIINX
uHruburopsl AIlI®D, crnemyer paccMarpuBaTh 3Ty TEpaluio Kak BO3MOXKHYIO TNPUYMHY B PaMKax
npoBeeHus AUPPepeHInanbHOro JUarHosa.

Xupypeuueckue emewiamenvcmea/obwujasn anecmesus
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COOTBETCTBYET SKCMEPTHOMY OTYETY
ot 12.09.2024 Ne 1945

Nurn6utopsr AIID mMoryT ycunmBaTh aHTUTUIIEPTEHIUBHOE zx%c;Tl-ap—Ilg&)EEng E[%']:’IQPI:HLJIJH/IXEZ;I]HHSI

npoBezeHust obmiel aHecresuu. Ilepen XUpypruyeckuM BMEIIATEIbCTBOM (BKIIIOYAsi CTOMATOJIOTHIO)
HEOO0XOMMO TMpenyNnpenuTh Bpada/aHecTe3nosora o mnpuMeHeHnH uHTHOuTOpoB AllD. Crnemyer
co0JIr01aTh OCTOPOKHOCTD MPH BBIIOJHEHUN (PU3HMUECKUX YIPa)KHEHUH WM TPH JKapKoi MOroje u3-3a
pHUCKa AeruapaTaluy U apTepuanbHON THIIOTEH3UH BesleacTBUe yMenbieHus OLK.

Tunepranuemus

Otmeuanuch ciayyau IIOBBILIEHUS COJEP)KAHUS HMOHOB KalMsl B CBHIBOPOTKE KpOBU IHAlMEHTOB,
npUHUMaroIuX HHruourops! AII®, B T.4. pozunonpui. I'pynmy pucka B 3TOM OTHOILEHHH COCTABIISAIOT
HAIMEHThl ¢ IOYEYHOW HEeJIO0CTaTOYHOCTBIO, CaxapHbIM AMabeToM 1 Tuma, a Takke HNPUHUMAOIINe
Kanuiicoeperamolye AMypeTUKH (TaKue KaK CIIMPOHOJIAKTOH, 3IIJIEPEHOH, TPHaMTEPEH WM aMIIJIOPUN),
npernaparsl Kajusl, KaJuicoAepiKallue NHIIEBbIe JT00aBKH WM JIPyTHE JIEKAPCTBEHHBIE CPEICTBA,
MOBBIIIAOLINE COJIEPKAaHUE HOHOB KallHs B CBIBOPOTKE KpoBU. [Ipy HEOOX0JMMOCTH OHOBPEMEHHOIO
OpUMeHeHHUsT (o3uHOIpUIa M MEPEeYUCICHHBIX BBIIIE KAJIMHCOJAEPXKALIMX WM MOBBIIAIOLIINX
coJiep’KaHue Kallis B IJIa3M€ KPOBU JIEKAPCTBEHHBIX CPEACTB CIIEAYET COOIIOAATh OCTOPOKHOCTH U
PEryJIsIpHO KOHTPOJIUPOBAThH COJAEPKAHUE KAJIUSI B CHIBOPOTKE KPOBH.

eotinas 6roxada penun-aneuomen3uH-anboocmeponosoti cucmemst (PAAC)

He pexomeHnnyercss OJHOBPEMEHHOE NPUMEHEHHE JIEKaPCTBEHHBIX CPEACTB PA3JIMYHBIX TPy,
BozaeicTByrommx Ha PAAC (aBoitHas Onokama PAAC), MOCKOIBKY OHa acCOIMUPOBANIACh C
MOBBIIIEHHOW YacTOTOW Pa3BUTHS HEXKENATEIbHBIX peakUWi, TAKUX KaK apTepuanbHas TUIOTEH3HS,
TUMEepKAIMEMUs], CHU)KEHHE (QYHKIMH MoYeK (BKJIIOYas OCTPYIO ITOYEYHYHIO HEIOCTaTOYHOCTD).
OnHoBpeMeHHOE MpHMeHeHHe uHruouropo AIID c¢ mnpenapaTamu, coAep)KallMMU aTUCKUPEH,
MIPOTUBOMNOKA3aHO y MAIlMEHTOB C CaXapHbIM JMAa0ETOM W/WJIM C YMEPEHHOM WMIIM TSDKEIOW MOYeyHOU
HegocratoyHocThio (CK® wmenee 60 wmu/mun/1,73 M2 mnijomaau MOBEPXHOCTH Tejla) U HE
PEKOMEHAYETCS Y APYTUX MMALIUEHTOB.

OnHoBpeMeHHOE MpuMeHeHHe UHruouTtopoB AIID c aHTaroHucramm peLenTopoB aHTHMOTeH3MHa 11
MIPOTUBOMNOKA3aHO Yy MAIMEHTOB € IuabeTH4YecKoil HeppomaTHed M HE PEKOMEHIYETCs Y IpYrux
MAIMEHTOB.

OmHuuueckue paznudus

WNuruburopsr AIl® wmenee 3¢¢dekTuBHB y TNpeAcTaBUTENCH HETpOMAHON, YeM Yy MalueHTOB
€BPOIEOHTHOM pachl, YTO MOXKET OBITH CBSI3aHO ¢ OO0JIbIIEH pacpOCTPAaHEHHOCTHIO HU3KON aKTUBHOCTH
pEHMHA y MpEeICTaBUTENIE HETPOUTHOM Pachl.

BcnomorarenbHbIE BEIECTBA

IIpenapam @o3ukapo cooepaircum 1aKmo3vbl MOHOUOPAM
[Ipenapar ®o3ukapa COACPKUT JIAKTO3bI MOHOTHApaT. llarmmeHTaM C peaKo BCTPEHAROIIMMUCS

Hacja€aCTBEHHBIMHA 3a6OHeBaHI/I${MI/I, TaKMMHU KaK HCIMCPCHOCUMOCTDH TaJlaKTO3bI, HECIICPCHOCUMOCTD
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COOTBETCTBYET 3

ot 12.05

24 Ne 19452

JIAKTO3bI BCJICICTBHC ,Z[e(i)I/IHI/ITa JJaKTa3bl MKW CHHAPOM FJ'IIOIJ(-B;IO:-;I'@EIQIQ:IB?HB%%&'I%H[%E&D%HQI;II, HC

KCMEPTHOMY OTYETY

cllelyeT IpUHUMATh JaHHbIN JIEKapCTBEHHBIN ITpenapar.

4.5 BzaumoneiictBue ¢ JIPYruMH JIEKAPDCTBEHHBIMHM INpenapartamMm M Jpyrue BHIbI
B3alMMOJAEHCTBUSA

eotinas 6nroxada peHuH-aH2UOMEeH3UH-AIbOOCMEPOHOBOL CUCTEMb]

B nuteparype coobmianoch, 4YTO y MAalMEHTOB C JAMAarHOCTHPOBAHHBIM aTEPOCKICPOTHUYECKUM

3a00JIeBaHNEM, CEpACYHON HEIOCTATOUYHOCTHIO MJIM CaxapHbIM JHA0ETOM C MOPAKEHHUEM OPTaHOB-

MUIIIEHEH, IBOMHAs 0JI0Kaa pEHUH-aHTHOTeH3UH-aIb10cTepoHOoBOM cructeMbl (PAAC) ¢c npuMeHeHnEM

APA 1I, unrubutopoB AII® wnmm amuckupeHa (MpsSMOW HHTHOUTOP PEHHMHA) aCCOIMUPYETCS C

MOBBIIIEHHOW YacTOTOM pAa3BUTHUS apTepUATbHOW THIIOTEH3MHM, OOMOpOKa, TUNEPKAJIHUEMUU U

HapymeHus: (yHKIUU TOYeK (BKIIOYAas OCTPYIO IMOYEYHYIO HEIOCTATOYHOCTH), MPU CPAaBHEHHH C

MPUMEHEHHEM OJHOTO Tpemnapara, Binusitoiero Ha PAAC. JIBoiiHyto Gnokany (Hampumep, Ha3HAYCHHE

unaruoutopoB AIlD c¢ APA Il wium anuckupeHoM) clieyeT MPOBOJAUTH TOJBKO B OTIEJIBHBIX

OIIpeICNICHHBIX CUTYALUsX, PETYJISIPHO KOHTPOIUPYSI (PYHKIHIO TOYEK.

OpnnoBpemeHHoe npuMeHeHne MHruouTopoB AlID ¢ nexapcTBEHHBIMHU CpPEICTBaMH, COAEp KAaIUMU

QIMCKHUPEH, MPOTUBOMOKA3aHO Y MAMEHTOB C CaXapHbIM TUA0ETOM W/WUJIHM C YMEPEHHOU WU TSKEION

nmovyeuyHor HemoctaTouyHOCThI0 (CK® menee 60 mur/mun/1,73 M2 muomaan MOBEPXHOCTH TeJla) U HE

PEKOMEHIYEeTCsl Y APYTUX MMAllUEHTOB.

OpnoBpemenHoe npumeHeHue HHruoutopo AIID c¢ APA II mporuBonoka3zaHo y MalUEHTOB C

nuabeTnyeckoi HedpornaThei u He PeKOMEHIyeTCsl Y APYTUX NallueHTOB.

Kanuiicbepezarowgue ouypemuxu, npenapamel Kauus, Kaauicooepicaujue 3ameHumentt NUWeol colu u

opyaue 1eKapCcmeeHHble npenapamel, CHOCOOHbLE YEETUUUBAMb COOEPIHCAHUE KANUSL 8 Cbl8OPOMKe KPOBU

[IpenapaTtel kanusi, KanuicOeperawoomue AUYPETUKH (aMWJIOPHUJ, CIHUPOHOJIAKTOH, JIUIEPEHOH,

TpUAMTEpEH), Tpenaparbl Kalus, KaIUWCOAEp)KAlUe 3aMEHHUTEIN TMHUIIEBOW COJIM W JIpyTHe

JIEKapCTBEHHBIE TIPeTapaThl, CHOCOOHbBIE YBETUYUTD CO/IEPKAHHUE KallMs B CHIBOPOTKE KPOBH (BKIIIOYAs

AHTarOHUCTHI PELENTOPOB K aHrMoTeH3uHy ll, remapuH, TakpoiMMycC, LMKJIOCHOPUH; Ipenaparsl,

coJiepKalife KO-TPUMOKCA30Jl [TPUMETONPUM + Cyiab(aMEeTOKCa30J1]) MOBBIMIAIOT PHUCK pa3BUTHUS

TUIIEPKATUEMUU.

VY NanueHToB ¢ XpPOHUYECKOH CepJeuyHON HEJOCTAaTOYHOCTHIO, CaxapHbIM TUA0ETOM, OJIHOBPEMEHHO

MPUHUMAIOIIKX KanuicOeperaroiye AMypeTUKH, KallueBble, KajauiicoeprKaliue 3aMEeHUTENN COJIU WU

IpyTHe CpEeICTBa, BbHI3BIBAIOLINE THIEPKATMEMUIO (Hampumep, remnapuH), HHruouropsr AllD

MOBBIIIAIOT PUCK PA3BUTHSI TUIIEPKAIUEMHUH.

Kanuiinecoepezarowue (muazuonvie u «nemegvley) Ouypemuxu

[Ipn onHOBpeMEHHOM NpHUMeHeHuu (O3UMHONpUIA C JAUYPETHUKaMH, OCOOEHHO B Hayaje Tepanuu

JIUYpPETHUKAaMU, a TAaK)K€ B COYETAHUU CO CTPOrOW JUETOM, OrpaHUYUBAIOLIeH MOTpediieHne HaTpus, WK
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o1 12.09.2024 N= 13452

C reMoavainu3oM, MOXET pa3BHUTHCA BBIPAXKXCHHOC CHH)I(GHHénAif,-lgcgﬁé:ﬁﬁgElﬂII:IEB'B%I%:&IIE{C I'IIi!(.DICJ'Ie

COOTBETCTBYET SKCNEPTHOMY OTUYETY

npreMa Ha4aJlbHOU /10361 (HO3UHOIIpUIIA.

pyaue cunomensusnvle nekapcmeentvle Cpeocmea

['unoTeH3uBHbIE TMpenapaThl, OMNUOWJHBIC aHAJIbI€TUKH, JIEKAPCTBEHHBIE CpPEACTBA JJs OOIIen
aHeCcTe3UH YCUJIMBAIOT AHTUTHIIEPTEH3UBHOE JIeHCTBUE (PO3UHOIIPUIIA.

IIpenapamul rumust

VY manueHToB, NOMyYaromuX (O3MHONPUI OJHOBPEMEHHO C TIpemaparaMu JIUTHsS, BO3MOXKHO
MOBBIIICHNE KOHIEHTPAMU JUTHS B IUIa3ME€ KPOBH M PHUCK Pa3BUTHUS HHTOKCHUKAIMHM JIUTHEM
(pekoMeHayeTCs TIIATEIbHBI MOHUTOPUHT COJIEPKAHUE JIUTHS B I1JITa3Me KPOBH).

Hecmepouonvie npomugosocnanumenviusie npenapamol (HIIBII), exnrouas cenekmugnvie UH2UOUMOPbI
yuknooxcueenasvl-2 (LJOI-2) u evicokue 003b1 ayemuncaruyuiosoli kuciomsl (> 3 o/cymku)
W3BectHO, uTto unaomeranud u apyrue HIIBIL, B T.4. cenekTuBHbIE HHTHOUTOPHI IIMKJIOOKCUT€HA3HI-2
(IOI'-2) u amerwmicanuiiioBas KHUCIOTa B J03€, MpeBbIMAaNmeld 3 T B CyTKH, MOTYT CHIXKAaTh
AHTUTHIIEPTEH3UBHOE JeicTBHe MHTHOMTOpPOB AIID, 0COOCHHO y MAlMEHTOB C HU3KOPEHUHOBOM
apTepHalibHOM runepreH3ueld. Y NalMeHToB crapiie 65 JieT, ¢ TUIoBojieMueil (B T.4. NP JICUEHUU
IUypEeTHKaMu), ¢ HapylmeHHsMH (YHKIMH MOYeK, ogHoBpeMeHHoe Ha3HaueHue HIIBIIL, Bxirouas
cenektuBHble HHTUOUTOPHI LIOI'-2 1 unrnéuropoB AIID (B T.4. ¢o3uHOMpHUIA) MOKET IPUBOJUTH K
YXyAUICHUI0 (PYHKIUHU TOYEK, BIUIOTH O OCTPOW IMOYEHHOH HenocTaTOYHOCTH. OOBIYHO JaHHOE
coCTOstHUE sBIseTCsl 00paTuMbIM. CrieyeT TIaTeaIbHO KOHTPOJIUPOBATh (PYHKIIMIO MOYEK Y NAlUEHTOB,
npunuMaromux ¢osunonpun u HIIBIT.

T'unoznuxemuueckue nexapcmeenHvle cCpeocmea

@DO3MHONPUII  YCUJIUBAET TUIOTIMKEMUYECKHH 3()PexT Npou3BOAHBIX CYJIb(MOHUIMOYEBUHBI,
MHCYJIMHA.

Annonypunon, npoxauHamuo, Yumocmamuky, UMMYHOOEnpeccanmsl, 2I0KOKOPMUKOCmMepouosl (npu
CUCTNeMHOM NPUMEHEeHUU)

@DOo3MHONPWII YCHJIMBA€T PUCK pa3BUTUS JIEHKONEHUH/arpaHyjaolKUTo3a IpU OJAHOBPEMEHHOM
NPUMEHEHUH C  QJIOMYPUHOJOM, IIUTOCTaTUUYECKMMM CPEACTBaMH, HMMYHOJENpPEcCaHTaMH,
MPOKAWHAMHUJIOM.

Ocmpoeenbl

DCTPOTEHBI OCTAOJISIIOT aHTUTUIIEPTEH3UBHBIN 2 (EKT HO3UHOIPIIIA W3-32 CTOCOOHOCTH 3aIePKUBATh
BOY.

Hneubumopor mTOR (mammalian Target of Rapamycin — mexanucmuieckas MulleHb panamuyura 8

KIemKax MIeKonumarowux) (Hanpumep, memcupoIumMyc, CUpoIUMyc, 36epoaumyc)
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ot 12.09.2024 N= 19452
VY TMAlHeHTOB, NPUHUMAIOUIMX OXHOBPEMEHHO WMHTHOMT '5'1:"'%' Ei"ﬁTEvﬂlli*E%ﬁTJﬁf'l “HMTOR

COOTBETCTEYET ZKCNEPTHOMY OTUYETY

(TEeMCUPOJIUMYC, CHPOJUMYC, 3BEPOJIUMYC), HAOMIOJANIOCh YBEJIMYEHHUE YaCTOThl PA3BUTHS
AQHTMOHEBPOTHUYECKOTO OTEKA.

Hneubumopor ounenmuournenmuoasol 1V muna (JIII-1V) (erunmumusl), Hanpumep, Cumaziunmu,
CaKca2nunmuH, 8UI0AIUNMUH, TUHALTUNTNUH

Y  nanueHToB, NPUHUMABIIUX  OJHOBpeMEHHO  HWHruOWTopel All® ©w  HHTUOUTOPHI
munentuauinentuaazsl [V tuna  (TTUnTHHBI), HAOMIOJANOCh YBEIMYCHHE YacTOThI Pa3BUTHS
AHTHMOHEBPOTUYECKOTO OTEKa.

Oempamycmun

YBenuueHne 4acToThl Pa3BUTHS aHTHOHEBPOTHYECKOTO OTEKA MPH OJHOBPEMEHHOM MPUMEHEHHH C
uaruouropamu AIlO.

Hneubumopul netimpanvroi snoonenmudasvl (HII)

Coo0mianoch 0 MOBBIIMIEHHOM PHCKE Pa3BUTHUS AHTMOHEBPOTUYECKOTO OTEKa MPH OAHOBPEMEHHOM
npuMeHeHHH HHruOuTOpoB AIID 1 pamnekanoTpuia (HHTHOUTOPHI SHKE(aTHHA3EI, TIPUMEHSIEMBbIH IS
JIEYCHUST OCTPOH AHapen).

[Ipu opHOBpeMEHHOM NpUMEHEHUH UHruouTOpoB AllD ¢ 5ekapCcTBEHHBIMU MpenapaTamu,
CONepKallMMH  CakyOuTpus  (MHTHOMTOp  HENpWIM3WHA),  BO3pAacTaeT  PHUCK  Pa3BUTHUS
AHTHOHEBPOTHUYECKOTO OTE€Ka, B CBS3U C YeM OJHOBPEMEHHOE NMPHMEHEHHE YKa3aHHBIX MPErnapaTroB
npotuBonoka3aHo. Muruburtopel AII® cnenyer HazHauaTh HE paHee, 4eMm depe3 36 4dacoB mocie
OTMEHBI MpEernapaToB, COJEPKAIINX CAaKyOWUTpPHII, MalMeHTaM, MoJydaromuM HUHruoutopsl AllD, a
Takxe B TeueHue 36 yacoB nocie oTMeHbl UHruouTopos AIID.

Trkanesvie akmusamopwvl NIA3MUHO2EHA

B o0cepBalinoHHBIX HCCIICIOBAaHUSAX BBISBIICHA IMOBBIMICHHAS YaCTOTA PA3BUTHS aHTHOHEBPOTUIECKOTO
OoTeKa y TAaIlMeHTOB, MNPUHUMABIIUX HWHrHOUTOpHl AIID, mocne mnpUMEHEHHs alTeriasbl s
TPOMOOIUTHYECKON Tepariy UIIEMUYECKOTO HHCYIIBTA.

DapmakokuHemuyecKue 83aUMo0elucmausl

OnHOBpEeMEHHOE TMPUMEHEHUE AHTAIUJI0B (B T.4. ATIOMUHUS WM MarHus THUIPOKCHI), a TaKKe
BETPOTOHHOTO CPEJCTBAa CHMETUKOHA MOKET CHI)KATh a0COpOLINI0 (O3MHOMPHIIA, TOITOMY YKa3aHHBIE
MpemnapaTsl ClieyeT MPUHIUMATh C UHTEPBAJIOM HE MeHee 2 4.

BruogoctymHOCTE (hO3UHOIIPHUITA TIPH OJHOBPEMEHHOM MTPHUMEHEHHUH C XJIOPTATHIOHOM, HU(ETUITHHOM,
MPONPAHOJIONOM,  THAPOXJIOPOTHA3HIOM, ITUMETHIAMHOM, METOKJIONPAMHIOM, MPOTAHTEINHA
OpOMHIOM, TUTOKCHHOM U Bap()apuHOM HE MEHSETCS.

4.6 ®epTUIBLHOCTD, 0€PEMEHHOCTDb U JIAKTALMS

bepemeHHOCTH
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COOTBETCTBYET 3

ot 12.09.2024 N= 19452
do3uKap/l MPOTUBOMOKA3aH BO BPeMsl OEpEMEHHOCTH HDI/IM@'I—QIHII/'I'E’MT' &Jﬂtﬂﬁb -Ec_)' IB'T(I)‘ID::OIM u

KCMEPTHOMY OTYETY

TPETbeM TpUMECTpe OEpPEeMEHHOCTH BBHI3BIBACT TIOBPEXKICHUWE WM Jake rubens mmuona. Ecium

OepeMeHHOCTh OOHapyx)eHa Ha (oHe Tepanuu npenaparom Do3ukapi, CIeayeT Kak MOKHO ObIcTpee

MPEKPATUTh MIPUEM TIperapara u IEPerTH Ha aIbTEPHATUBHYIO TEPaIHIO.

Ecmm (B penkux ciywasx) anbTepHaTuBbl MHTHOUTOpaM AIl® i1 manuMeHTKH HET, CleayeT

MPOUH(OPMHUPOBATH €€ O TTOTEHITUATBHOM BpE/Ie TEPATUH IS Pa3BUTHSI TUIO/Ia M TIPOBECTH TIIATEIHHOE

yJIBTPa3BYKOBOE UCCIICIOBAHUE HA MTPEIMET BBISIBJICHHS MMaTOJIOTHUH TUIOAA.

Bnusnue na nnoo

Hapymienne pa3Butust modek miojaa, CHIKeHue A/l mioga 1 HOBOPOXKIEHHOTO, HapyIIeHHe (DYHKITMH

MOYEeK, TUIIePKATHUEMHsI, TUIIOTUIA3Hs KOCTEH deperna, OJIMTOTHAPAMHUOH, KOHTPAKTypPbl KOHEYHOCTEH,

THUIOIUIA3HS JIETKUX.

[Ipu oOHapyKeHUU OMUTOTUIPOAMHUOHA Teparuto rnpenapatom Po3ukapa He OTMEHSIOT TOJIBKO B TOM

clly4ae, €Clii OHO IIPOBOAMUTCA IO )KM3HEHHBIM MoKa3aHusiM. CieayeT, 0JIHaKo, UMETh B BUILy TO, YTO

OJIUTOTHIPOAMHHUOH HHOTJIAa OOHAPYKUBACTCSI TOJIBKO NMPH HATUYHH HEOOPATHMBIX MOBPESKICHUN Y

IUIoJ1a.

HoBopoxaeHHbie, MaTepu KOTOPBIX MPUHUMAIIA HHTHOUTOPBI AIID Bo BpeMst 0epeMEHHOCTH, TOJKHBI

ObITh THIATENLHO OOCIENIOBaHBI B OTHOIICHWU THUIOTEH3MU, OJIUTYpUU U TUINEepKaauemuu. Ecimu y

HOBOPOXKJCHHOTO OTMEUAETCSI OJIUTYPHUST HEOOXOIMMO HAIIPABUTh YCHIIUS HA KOHTPOJIb apTEPUATHLHOTO

JABJICHUS W TTOJICPKKY TTOUeYHOH niepdy3un. 3aMeHHOE TIepeTMBaHNe KPOBU WJIH TUATA3 MOTYT OBITh

HEOOXOIUMBI JUISI BOCCTAHOBIIEHUSI apTEPHUATbHOTO JMABJICHHUS U 3aMELICHUS HapylIeHHOW (QpyHKUIUU

nouek. O3MHONPUIT MEJICHHO BBIBOAUTCS U3 IUPKYIUPYIOMIEH KPOBH y B3POCIBIX MPU MPOBEACHUH

reMOJIMalin3a U IEPUTOHEATLHOTO auaiu3a. OmbITa 10 BRIBEICHUIO (DO3UHOTIPUIIA U3 IIUPKYITHPYOIIEH

KPOBH Y HOBOPOKJICHHBIX HET.

JlakTamnus

[Tockonbky mpemnapat oOHAPYKUBAETCS B TPYIHOM MOJIOKE, TIperapar He cIeayeT MPUMEHSTh B IEPUO/T

TPYJAHOTO BCKAPMITHBAHWSI.

4.7 BausiHue Ha CHOCOOHOCTH YNPABJATH TPAHCNOPTHBIMH CpeACTBAMH M padoTaTth ¢
MeXaHH3MaMH

HeobOxonumMo co0mroaaTh 0CTOPOKHOCTh MPHU yHPABICHUH TPAHCIIOPTHBIMH CPEICTBAMHU U padoTe ¢

MEXaHH3MaMH, TPEOYIOIUMHU MOBBINIIEHHOW KOHIIEHTPAIIMA BHUMAHUS U OBICTPOTHI TICUXOMOTOPHBIX

peaKkuuii.

4.8 HexennaTeibHbIe peakiuu

Pe3roMe HexxenaTeabHbIX PeaKIIUM

HexenarenpHbie p€aknuu NepCeHUCIICHbI HUXE B COOTBETCTBHUH C KHaCCH(i)HKaHHeﬁ 10 OCHOBHBIM

CHUCTEMaM M OpraHaM M 4acTOT€ BCTPEYAeMOCTH, KOTopas Obljla ONpe/esieHa ClIeAyIoLuM o0pa3oM:
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odeHb vacto (>1/10), gacto (>1/100, Ho <1/10), Hewa¢cTO (>1/ 1%‘6‘&'1%*1'?7%;6&?%6' l"z-li?'l'd'ﬁb'(')', HO

<1/1 000), ouens peako (<1/10 000), vacrora Hem3BeCcTHA (HA OCHOBAHUHU UMEIOIINXCS TAHHBIX OIICHUTH
HEBO3MOYKHO).

HHd)eKHMOHHble u napasumapHsle 3a001e6aHUs.

Yacmo — uHeKInn BEpXHUX JbIXaTeIbHBIX TyTeH, papuHTUT, pUHUT, BUPYCHBIE HHpEKIUU. Yacmoma
Heu36ecmHa — THEBMOHUS, JIADUHIUT, CHHYCHUT, TPaXCOOPOHXMUT.

Hapywenus co cmoporbsl kposu u ]ZuMd)Cll’l’lu’iQCKOlZ cucmemvl.

Yacmoma Heuzsecmna — H03UHODUIUS, JEHKONEHHs, BOCHAJeHUE JUM(ATUYECKUX Y3J0B,
HEUTPOIICHUSI.

Hapywenus co cmoponbl obmena seulecme U NUMAaHuA.

Yacmoma Heuzsecmua — 0OOCTPEHHUE TEUEHUS IMOJArpPhl, PACCTPOWCTBO aIMETHTa, KOJeOaHHUsI MacChl
Tesa, TUIepKaTueMusl.

Hapvmesz CO CMOPOHbL NCUXUKU.

Yacmo — n3MeHeHue HaCTPOEHNUs1, HapyIlIEHUE CHa,
Yacmoma neuzeecmna — Nenpeccusi, pacCTpONCTBA MOBEIEHUS, CIIyTAHHOCTh CO3HAHMUSI.

HaDVLbleHM}l CO CmMOpPOHbL H€D6H012 cucmemowl.

Yacmo — roNoBOKPYKEHHUE, TOJOBHAs 00JIb, TAPECTEIHSL.

Heuacmo — 06MOpOK.

Yacmoma HeuzsecmHa — WUIEMHYSCKUN WHCYJbT, TPAH3UTOpPHAs HINEMHYECKas aTaka, TpPeMop,
HapylleHHe CHOCOOHOCTH TMOAJEPKUBATh PABHOBECHUE, HAPYIICHUE MaMSTH, COHJIHMBOCTh, OCTPOE
HapyIIeHHEe MO3TOBOI0 KPOBOOOPAIIICHUSI.

Hapywenus co cmoponsl opeana 3penus:

Yacmo — HapyllIeHUs 3pEeHUs/3pUTENbHbBIE paCCTPOICTBA.

HapvmeHu;l CO CMOPOHbL opeara ciyxa u ﬂa61/lp1/leHbl€ HAPYVWEHUA.

Yacmoma neuzgecmua — 00Jb, IIYM B yIIIaX, HAPYIIEHUs BECTUOYIISIPHOTO arnrmapara.

Hapywenus co cmoponbl cepdua:

Yacmo - ouryuieHue cepAleOrneHus, apuTMUu, CTEHOKap Ius.
Yacmoma neuzsecmua - MHPAPKT MUOKAp/a, TAXUKAPAHsI, OCTAHOBKA CEp/IIa, HApYIICHUE CepAeuHON
MPOBOJIUMOCTH.

Hapywenus co cmoponbl COCV@OG.‘

Yacmo — BeIpaxkeHHOE CHUKEeHUE AJl, opTocTaTnueckas rurnoTeH3usl.

Heuacmo — mok.

HYacmoma neuzgecmna - TUNIEPTOHUYECKUN KPU3, KIIPWIMBBD KPOBH K KOXE JIMIA, KPOBOU3JIUSIHUSA,
TUTIEPTEeH3Us, 3a001eBaHus epuHEPUIECKUX COCYIOB.

Hapywenus co cmoponbl ObIXAmMEnbHOU cucmemsl, opcaros ZDVOHOZZ KlemKku u cpe()ocmeHuﬂ:
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X

Yacmo - cyxou Kalliellb, HapyILIEHUs] CO CTOPOHBI CUH

Yacmoma neussecmua — OJIbIIIIKa, OPOHXOCTIA3M, 3aCTOU B JIETKUX, TUCHOHHSI, HOCOBBIC KPOBOTCUCHUS,
CUHYCHUT, O0JIb B 00JIACTH TPYIHON KIETKH.

Hapywenus co cmoponbt .?fC‘eJZV()O‘-IHO-KuWellHOZO mpaxkma.

Yacmo - TOIHOTA, PBOTA, 1Uapest, 00k B )KUBOTE, AUCIICTICUS, TUCTEB3US.
Yacmoma Heuzgecmua - TAHKPEATUT, OTEYHOCTD S3bIKa, AUC(HArus, HAPYIIEHUE CO CTOPOHBI MOJIOCTH
pTa, B3IyTUE KUBOTA, 3al10p, METEOPU3M, CYXOCTh BO PTY.

Hapywenus co cmoponsl newenu u DfC@Jl'-t€6bl600ﬂl/l4ux nymeu.

Yacmoma neuzgecmua — renaTur.

Hapywenus co cmoporbl koorcu u NOOKONCHBIX MKAHEU:

Yacmo — KOKHaS ChIIb.

Heuacmo — aHTMOHEBPOTUYECKUMA OTEK.

Yacmoma HeuzéecmHa — TOBBIIIEHHOE MOTOOTAEICHUE, KPOBOU3IHUSIHUE B KOKY (9KXHUMO3), KOXKHBIN
3y, I€PMATUT, KPAITUBHUIIA.

Hapywenus co cmoponbl CKENeMHO-MbIUEYHOU U COCOUHUMETbHOU MKAHL.

Yacmo — cKeneTHO-MbIIIeuHasi 60J1b, MUAJTHA.
Yacmoma Heuzgecmna — apTPUT, MbILIIEUHAs CI1a00CTb.

Hapywenus co cmoporbl nouex u MOU@GblGOa}ZWMX nymeﬁ:

Hacmo — HapyLIEHUs] MOYEUCITYCKaHUS.
Yacmoma Heuzgecmua - pa3BUTUE WIM YCYTyOJI€HHME CHMIITOMOB XPOHHUYECKOW MOYEYHOU
HEJIOCTATOYHOCTH.

Hapyuwenus co cmoporbl n0i108bix 0p2anos 1 MOIOYHOU HCENE3bL:

Yacmo — cexcyanbHasi AUCHYHKIIHSL.
Yacmoma Heuzgecmna — HApyIUIEHUS] CO CTOPOHBI IIPEICTATEIbHOM Kee3bl.

061/(4146 paccmpoﬁcmea U Hapyuiernusd 6 mecmie 66€0eHUs.

Yacmo — NOBBIIIIEHHAsI YTOMJIIEMOCTb, 00JIb B TPYTHOM KJIETKE, OTEKU, ACTCHUSI.
Yacmoma neuzeecmna — niepupepuyecKkue 0Teku, 60Jb, TUXOpaKa.

ﬂa60pamoprle U UHCIMPYMEHNATIbHbLE oanmble:

Yacmo - TOBBIIIEHWE aKTUBHOCTU '"TEYEHOUYHBIX" TpaHcaMUHa3, runepOunnpyounemus. Heuacmo -
IMOBBIIICHNEC KOHOCHTPpAIUH MOYEBUHEBI, THIICPKPECATUHUHCMUS.

Peoko — TUIIOHATPUEMHUSA, CHUKCHUC reMoriao0uHa u réMaToKpuTa.

Yacmoma HeuzsecmHa - TIOBBIIIIEHUE CKOPOCTH ocenanus sputpouuton (COI).

Bausnue na nnoo
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Hapymienne pa3Butust mouek miaojaa, CHkeHue A/l maoga u %ﬁb})&%ﬂéﬁﬁ;%m&}&r@ : 'V'H'KHI/II/I

[IOYEK, TMIEPKATUEMUS], TUIIOIJIA3Usl KOCTEH ueperna, OJUTroruIpaMHUOH, KOHTPAKTypa KOHEUHOCTEH,
TUIOIIa3uUs JIETKUX.

COO6H_I€HI/IG 0 IMOA03PEBACMBIX HEKECIATCIIbHBIX PCAKIIHUAX

BakHo coo0mmarh 0 moo3peBaeMbIX HEXENATeIbHBIX PEAKIUAX MOCIIE PETUCTPAIIUN JICKAPCTBEHHOTO
mpermapara ¢ IeNbio 00eCredeHUs HEMPEPHIBHOTO MOHHTOPHHTA COOTHOIICHHS «IOJbh3a — PHUCK»
JIEKapCTBEHHOTO Mpemnapara. MeAWIMHCKUM pPabOTHHKAM PEKOMEHIyeTCsS COoo0maTh O JIFOOBIX
MO03PEBAEMBIX HEXKEIATEIbHBIX PEAKIIMAX JICKAPCTBEHHOTO IIpernapara yepe3 HallMOHAIbHBIE CHCTEMBbI
COOOIICHUS O HEXKENIaTEeIbHBIX PEaKIIUIX TOCYAapCTB — WIeHOB EBpa3uiickoro 3KOHOMHYECKOTO CO03a.
Poccuiickas @enepanus

109012, r. MockBa, CinaBsiHcKast Tuiomiaib, 1. 4, ctp. 1

®denepanbHas cinyx0a mo Hag30py B cdepe 3npaBooxpanenus (PocsnpaBuaazop)

Tenedon: +7 (800) 550-99-03

On.aoura: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru/

4.9 Ilepeno3upoBka

CuMOTOMBI

Boipaxkennoe cumxenune AJl, Opagukapaus, IIOK, HapylIeHHWE BOJHO-3JIEKTPOJMTHOTO COCTOSHHUS,
OCTpasi TOYEYHas HEJOCTATOYHOCTh, CTYIOpP, BPEMEHHAs THIEPBEHTHJLIIMS JIETKUX, TaXWKapaus,
OIIYIICHUE Cep/IIIeOneHNsI, TOTIOBOKPYKEHHE, OECITIOKONCTBO U Kallleb.

Jleuenne

[TanrenTa ciegyeT NOMECTUTh B MajaTy HMHTEHCHMBHOM TepamnuM, C TIIATEJbHBIM KOHTPOJIEM
COJIEp’KaHusl AJIEKTPOJIUTOB W KpeaTMHHHA. [[ns cHukeHus abcopOuuu mnpemnapata HEOOXOAMMO
MIPOMBIBaHUE JKEITy/IKa, Ha3HAUYeHUe aacopOeHTOB W HaTpus cynbdara B Tedernne 30 MHHYT mocie
npuema ¢o3uHonpuia. B ciaydae BelpaxkeHHOro CHUkeHHUs A/l yJI0XKHUTh MalMeHTa, HOrM MPUIIOAHATh
U TIPOU3BECTH BHYyTpHBeHHoe (B/B) BBeaeHue 0,9% pacTBopa HaTpus XJIOpHIA, B/B BBEAECHUE
KaTexoJaMUHOB. [Ipu BeIpaskeHHOH OpalnKapIny - BBEJCHHE aTPOIHHA, B HEKOTOPBIX CITyJasX MOXKET
noTpeOOBaThCsl MPUMEHEHHE DIIEKTPOKApIUOCTHMYIIsiTopa. Do3WHONpHUIAT HE BBIBOAWUTCS B XOJIE
JMaIN3a I IEPUTOHEATBHOTO THaN3a.

5. ®APMAKOJIOTHMYECKHUE CBOMCTBA

5.1 ®apmakoaMHaMHYeCKHe CBOMCTBA

dapmakoTepareBTU4ecKas TpyIia: aHrHoTeH3uHIpeBpaiatoniero pepmenta (AIID) uarudurop.

Koxg ATX: CO9AA09

MexaHu3M JSUCTBUS U d)aDMaKOHI/IHaMI/I‘-IeCKI/Ie B(bd)eKTBI
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KCMEPTHOMY OTYETY

(apMakoJIIOTHYECKH AaKTUBHOTO coeAuHeHus ¢o3uHonpwiara. [lomagas B opraHu3sM dYejoBeKa,
dbo3uHOMpPUIT TIpeTeprieBaeT (EPMEHTATUBHBIA THAPOIU3 W TpeBpamaercs B (O3WHOMPHUIIAT.
®do3uHonpuiat, Onarogaps Hanmuuuioo ¢GocPUHATHON Tpynmbl, ABISETCS  cleUU(DUUECKUM
KOHKYPEHTHBIM HMHTHOMTOPOM aHruoTeH3uHnpeBpamatoniero ¢epmenta (AIlD). Bcenencrsue
uHrn6uposanus AIl®, po3uHONPUIAT MPETIATCTBYET MPEBPAIEHUI0 aHTHOTeH3uHA | B anrnoreHsus 11,
obmagaromuil  cocynocyxupatomum aeictsueM. Wurubupoanue AII® npuBOIUT K CHIKESHHIO
KOHIEHTpaluuu aHruoreHsuHa Il B 1uasme KpoBH, UYTO OOYCIOBIMBAET YyMEHbBILIEHUE €ro
Ba30IIPECCOPHON AKTUBHOCTH M CHIDKEHHE CEKpeluuu anbaoctepoHa. CHIKEHUE CEeKpeuuu
aJIbJIOCTEPOHA MOXKET IPUBOJAUTH K HE3HAUUTEIBHOMY YBEIMYEHHIO COACpKAHMSI MOHOB Kajlus B
CBIBOPOTKE M CHMIKEHHUIO COAEpkAHUS MOHOB HATPUS U 0O0beMa *KuAKocTU. CHI)KEHHE KPOBOTOKA B
MOYKax U cKopocTH kiryboukoBoit ¢punbrpanun (CK®) kak npaBuio, He HAOIIOAAETCA.

do3uHOMpHUIAT 3aMeNIsIeT MeTaboIn3M OpaJlMKMHUHA, 00J1a/1al0IEero MOILTHBIM Ba30JMIATHPYIOIIUM
JeICTBHEM, 3a CUET 3TOT0 €r0 aHTUTUIIEPTEH3UBHOE AelicTBUE ycunuBaeTcs. CHUKEHHUE apTepruaibHOro
nasieHus (AJl) He compoBOXIaeTcsi U3MEHEHHEM 00beMa IUPKYJIUPYIOLEH KpPOBHU, MO3TOBOIO M
MOYEYHOIO0 KPOBOTOKA, KPOBOCHA0XKEHHUS BHYTPEHHHUX OPIraHOB, CKEJIETHBIX MBI, KOXH,
pedekTopHON aKTUBHOCTH MHOKapaa. [locme mnpueMa BHYTPh aHTHTUIIEPTEH3UBHBIA A ekt
pa3BuBaeTcsa B TeueHue | dyaca, JocTUraeT MakcuMmyMa uepe3 3-6 dacoB M coxpansercs 24 daca.
AHTUTUIIEPTEH3UBHOE JIEHCTBUE Mpenapara MpOsBIsSETCS B OJMHAKOBON CTENEHU B IMOJIOXKEHUU
MalMeHTa CTosl U Jjeka 0e3 3HaYMTENbHOTO IMOBBILIEHUs 4acTOThl cepieuHbix cokpameHuit (HCC).
OprocTtaTnueckas TUIIOTEH3Us U TaXMKapAus MHOTJAa OTMEYAIOTCS Y NMAlUEHTOB C TMIIOBOJIEMHUEN WU
HaxoJAmuxcsl Ha OeccoseBoil auere. s JOCTHXKEHHUS MAaKCHMaJIbHOTO TEPANEBTUYECKOTO JIEHCTBUS
MOKeT ToTpeOoBaThCsi 3-4 Henenu JiedeHHsl. AHTUTUIIEPTEH3UBHBIE 3(PQeKThl (o3uHompuiIa u
TUA3UIHBIX IUYPETHKOB JOMOJHSIOT ApYT Apyra. D) (eKTHBHOCT aHTUTUIIEPTEH3UBHOTO ACHCTBUS HE
3aBHCHUT OT BO3pacTa, I0JIa U MAcchl Tena. Y Ipenapara HET CHUHAPOMa OTMEHBI JaXe IPU PE3KOM
MpeKpamieHuu jedeHus. [lpu XpoHUYEeCKON ceplieyHON HEAOCTaTOYHOCTU TMOJOKUTEIbHBIN 3 deKT
npenapata Po3uKap JOCTUTAeTCs, IIaBHBIM 00pa3oM, 3a CUeT TOPMOXKEHHS pPEHUH-aHTMOTEH3UH-
anpaocteponoBoii cuctemsl (PAAC). [lonaBnenne aHrHOTEH3UHITPEBPAILAIONIETO (pepMEHTa IPUBOIUT
K CHWKEHMIO KaK [IpeIHarpy3KH, TaKk U IOCTHArpy3KHU Ha MUOKAp/,.

[IpenapaT cnocoOCTBYET MOBBIIMICHUIO TOJIEPAHTHOCTU K (PU3NYECKOW Harpy3ke, CHUKEHHIO CTETIeHU
TSHKECTU XPOHUYECKOW CepACYHON HETOCTATOYHOCTH.

5.2 dapmakokuHeTHYECKHE CBOHCTBA

Abcopbrus

[Tocne mpuema BHYTpb abcopOiusi coctaBisger nmpuomusutTenbHo 30-40%. Crenens abcopOumu He

3aBUCUT OT IIpHEMa MU, HO €€ CKOPOCTb MOXKET 3aMCJIATHCA ITPU IMTPHUEME IIPEIiapaTa BO BPEMA €bI.
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depMEHTATUBHBIN  TUAPONIN3  (O3WHONPHIIA C o6pa303'emlnle:M—|Et% %Hg%lilra' Trrboncxoz[m

MPEUMYIICCTBEHHO B TICUCHU W CIIM3UCTON 000JIOUKE KEIyTOYHO-KUIIIEYHOTO TpakTa. MakcuManbHas
KOHIIEHTPAIIMs B TUIa3Me KPOBU JIOCTHTAETCS MPUOIU3UTEIHHO Yepe3 3 yaca U He 3aBUCUT OT MPUHATON
JIO3EL.

Pacopenenenune

Do3uHOIIPWIIAT CBI3BIBACTCI C OenkamMyd KpoBU Ha: 95%, MMEET OTHOCUTEIBHO MAJbIA 00BEM
9
pacmpesielieHus U B He3HAYUTEIbHOW CTETICHH CBSI3aH C KJIIETOUHBIMH KOMIIOHCHTAMH KPOBH.

BI/IOTDaHCd)ODMaHI/IH

Yepes 1 uwac mocne nepopanbHOro mnpuema ¢os3uHonpuiara Harpus, meHee 1 % QosuHonpunara
OCTaeTcs HEU3MEHEHHbIM, 75% MeTabonu3upyloTcsi B akTUBHBIA (posuHompunar 15-20% B Buze
HEaKTUBHOIO TJIIOKypoHuAa (o3uHompuiara, a ocrtaBmuecs 1-5% B BUAe aKTUBHOIO 4-THIPOKCH
MeTa0oHTA.

OnuMUHaAIMS

®o3uHOIPUIIAT BBIBOJUTCS U3 OPraHU3Ma B PABHON CTENEHU MIEYEHbIO U TOUYKAMH.

VY mauueHToB ¢ apTepuanbHOW TUIEPTEH3HEW C HOpMajibHOW (PYHKIMEHW MOYEK U IEUYEHU MEepPUOJ
nonyBbiBesieHus (T12) ¢oszunonpunata cocraBisger npubausutensHo 11,5 yacoB. Y mnanueHToB ¢
XPOHUYECKOHN CEpIACYHON HEOCTATOYHOCTBIO 3HaueHue T1/2 cocTaBisier 14 gacos.

QOco0ble rpynibl MalueHTOB

Y nanueHToB ¢ HapyIIeHHOH (yHKIuel nouek (kiupenc kpeatunnna (KK) menee 80 mn/mun/1,73 m?)
o0t KIupeHc (Go3MHONpPUIaTa MPUMEPHO BABOE HIDKE, YEM Y MAIlMEHTOB C HOPMaIbHOH (yHKIMEH
noyek. B To jxe Bpemst BcachlBaHUE, OMOIOCTYTHOCTD U CBS3bIBAHHME C OEIIKaMU I1a3Mbl KPOBH 3aMETHO
He u3MeHsoTCs. CHHMKEHHOE BBIBEIEHHE C MOYOH KOMIIEHCHUPYETCS! IOBBIIIEHHBIM BBIBEIECHHEM
MEeYEHBI0. YMEPEHHOE YBEIIMUEHUE TUIOMIAJAN Mo/l KpUBOH «KkoHIeHTparus-speMs» (AUC) B mmazme
KpOBHM (MeHee, YyeM BJIBOE, 10 CPAaBHEHHIO C HOpPMOMH) HaOIIOAAaeTcss y NalMEeHTOB C IOYEYHOM
HEJO0CTaTOYHOCTBIO PAa3IMYHOM CTENEHH, BKJIOYas MOYEYHYI0 HEJOCTaTOYHOCTh B TEPMHUHAIBHOU
cramuu (KK menee 10 mun/mun/1,73 m?).

VY nanueHToB ¢ HapyIIeHHOW (PYHKIMEN neyeHu (Ipyu alKoroJIbHOM WM OMIMapHOM LIMPPO3€) CKOPOCTh
rUponn3a (PO3UHOMPUIIA MOKET OBITh CHIIKEHA, OJTHAKO CTEMEHb I'MIPOJIN3a 3aMETHBIM 00pa3oM He
u3Mensierca. O0umii kupeHc Gpo3uHONpHIIaTa U3 OpraHu3Ma TaKuX MAIMEHTOB COCTABISET IPUMEPHO
MIOJIOBUHY I10 CPAaBHEHUIO C MAallMEHTaMU C HOPMaJIbHOM (yHKIMEH eUYeHH.

6. ®APMAIIEBTUUYECKHUE CBOMCTBA

6.1 Ilepeyenb BcnOMoOraTe/ibHbIX BellleCTB

JIAKTO3bl MOHOTUPAT

KpOCKapMeJu103a HaTpus

KpaxMaJl KyKypy3HbIH NpekenaTHHU3UpoBaHHbIH (Kpaxmai 1500)
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(NOCNEONCBATENBEHOCTL 0003)

LEJUIF0JI03a MUKPOKPHUCTATITTUNYCCKAs

COOTBETCTEYET ZKCNEPTHOMY OTUYETY

TIULepUIT AuOereHar

Marausi creapar

6.2 HecoBmecTUMOCTH

He npumenumo

6.3 Cpok rogHocTu (CpoOK XpaHeHus1)

2 rona.

6.4 OcoOble Mepbl MPEI0CTOPOKHOCTH NPU XPAHEHUH

XpaHuTh Ipu TeMiieparype He Boiie 25 °C.

6.5 XapakTep u cojepkaHue MEPBUYHON YIIAKOBKH

ITo 7, 10 i 14 Tabnerok B 6auctepe. [1o 4 6mucrepa o 7 Tabietok wim 1o 3 6aucrepa o 10 Tabnetox
wiu 1o 2 Onucrepa o 14 tabneTok BMeCTe ¢ MHCTPYKIHMEH M0 METUIIMHCKOMY NMPUMEHEHHIO B MAYKy

KapTOHHYIO C KOHTPOJIEM MIEPBOTO BCKPHITHS.

6.6 OcoOble Mepbl MPEIOCTOPOKHOCTH MPH YHUUYTOKEHUH HCHOJb30BAHHOIO JIEKAPCTBEHHOIO
npenapara ujim 0TX0J10B, NOJTy4YeHHBIX M0c/Ie IPUMEHEHHUs] JeKaAPCTBEHHOI 0 Npenapara v Apyrue

MAaHUIIYJIAOUHA ¢ MpemapaTom

Oco0ble TpeOoBaHUsI OTCYTCTBYIOT.

7. JEP/KATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
Wcnanmus

Axtasuc ['pynn IITC exd.

Hanbmpays 1, 220 Xadbuaphoepayp

7.1 IlpeacraBuTeNb JepPKATEIS PETHCTPANMOHHOIO YI0CTOBEPEHHA

IIperen3un norpeduTene HaIPaBIATh 110 AAPECY:

Poccniickas @enepanns

00O «TeBa»

115054, Mockga, yi. Banosas, 35
Ten. +7 (495) 644 22 34,

®axc +7 (495) 644 22 35

info@teva.ru

8. HOMEP PETUCTPAIMOHHOI'O YAOCTOBEPEHUA
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9. JIATA NEPBHYHOI PEFMCTPALIMM (MOATBEPKAERMS PEFHCTPAIMN,

HEPEPETUCTPALIIN)
JlaTa repBoii perucTpanmu:

10. JATA HEPECMOTPA TEKCTA

OOmast xapakTepuCTHKa JeKapCTBeHHOTo mpenapara dosukapn AocTynHa Ha HHGOPMAIMOHHOM
noptane EBpa3wiickoro SKOHOMHYECKOTO CO103a B HMH(POPMALMOHHO-KOMMYHHUKALIMOHHOW CETH

«naTeprer» http://eec.eaeunion.org/
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