COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 02.09.2024 N= 18413
(MOCNEOCBATENEHOCTE 0002)

OBLIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOTI O TIPEITAPATA

1. HABBAHMUME JIEKAPCTBEHHOTI'O IIPEITIAPATA
TPUITJIATEH3 5 mr + 2,5 mr + 8 mr, TabieTkn

TPUITJIATEH3 10 mr + 1,25 Mr + 4 mr, TabneTKn
TPUITJIATEH3 10 mr + 2,5 mr + 8 mr, TabneTku

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIN COCTAB

JelicTBytolye BENIeCTBAa: aMIIOAUIIMH + WHIAIAMUJ, + EPUHIOTIPUIT

TPUITJIATEH3 5 mr + 2.5 mr + 8 mr, TabJIETKH

Kaxxias TabieTka COACpKUT 5 Mr amioaumnuHa (B Buae Oe3uiara), 2,5 Mr uHganaMuaa u 8 mr
nepuHIonpuia 3poyMuHa.

TPUITJIATEH3 10 mr + 1.25 mr + 4 mr, Ta0JeTKu

Kaxxnas tabnetka cogepkut 10 mr ammionunuHa (B Bujae Oe3wmiara), 1,25 Mr uaganamuaga u 4 mr
nepuHIonpuia 3poyMuHa.

TPUITJIATEH3 10 mr + 2.5 Mr + 8 mMr, TabJIeTKH

Kaxxnas Tabnerka cogepxut 10 mr amnonununa (B BUAe Oe3uiata), 2,5 Mr uHAanamMuga u 8 mMr
MepUHIONPHUIIA SpOyMUHA.
[TonHbIM CMMCOK BCIOMOTATENIbHBIX BEIIECTB CM. B pazzene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Ta0meTku

TPUITJIATEH3 5 mr + 2.5 Mr + 8 mr, Ta0JIETKH

prrJ'IBIe ABOAKOBBIITYKJIBIC Ta0JIETKY OEI0T0 MIIM IOYTH 0eI0ro OBETa.

TPUITJIATEH3 10 mr + 1,25 Mr + 4 mr, TabiieTku

prrJ'ILIe ABOSIKOBBIITYKJIbIC TaOJIETKU OEI0T0 WIIH IOYTH 0eJIoro OBECTA.

TPUITJIIATEH3 10 mr + 2.5 Mr + 8 mMr, TabJIeTKH

Kpyriible JBOSKOBBINTYKJIbIE TaOJIETKH 0€JI0T0 UM OYTH OesIoro 1BeTa.
4. KIMHUYECKASA NTH®OPMALIUSA

4.1. lloxa3aHusl K NPUMEHEHHIO

IIpenapat TPUITJIATEH3 npuMeHnsercs [uist 1edeHus B3pOCIIbIX MALMEHTOB B BO3pacTe OT 18 neT.
B kaudecTBe Tepanuu y MalMeHToOB C apTEPUAIBHON TUIIEPTEH3UEHN ITPU CHUKEHUH apTEPUAIBHOTO
nasnenus (AJl) Ha poHe mprema aMJIOAMIIMHA, MHAIAMUIA U TIEPUHJIONIPIIIA B TEX XKE J03aX.
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4.2 PeskuM 103MPOBAHMSA U CIIOCOO NMPUMEHeHus

PexxuM n1o3upoBanus

ITo 1 Tabnetke 1 pa3 B CyTKu.

Hoza mpemapata TPUIIJIATEH3 monbupaercs mociie paHee MPOBEIESHHOTO TUTPOBAHUS JI03
OTJIETTbHBIX KOMIIOHEHTOB. MakcuMaibHasi CyTo4uHast 1o03a — | TabneTtka B 1o3upoBke 10 mr + 2,5
MT + 8 MT.

Oco0ble rpyIinbl NALMEHTOB

Ilayuenmoi ¢ napywenuem yHKYUU NOUEK

TPUTIJIATEHS3 npoTuBOnoOKa3aH maeHTaM ¢ TsDKEJTbIM HapylieHneM QyHKIIUH MoYeK (KITUPEHC
kpeatuHuHa (KK) menee 30 mu/mMun).

[Tanmentam ¢ ymepenHsiM HapymeHueM ¢yaknun modek (KK 30-60 mn/mun) TPUITJIIATEH3
MPOTHBOITOKA3aH B JO3UPOBKax S5 Mr + 2,5 Mr + 8 mr u 10 mr + 2,5 mr + 8 mr.

PexkoMeHnyercss HaUMHATH TEPANUIO € O00pa 103 MOHOKOMIIOHEHTOB.

[TocTosiHHOE MeEAMIIMHCKOE HaONIO/IeHUE JOJKHO BKJIKOYATh B Ce0sl PEryyspHbIA KOHTPOIb
KOHIEHTPAllMU KpeaTUHUHA U KaJlus B IJIa3Me KPOBH.

CoBMecTHOE MPUMEHEHHE C ATHCKHUPEHOM MPOTUBOMOKA3aHO y MAIlMEHTOB C YMEPEHHBIM HIIU
TSOKENBIM ~ HapylleHneM (QYHKIMH TModeK (ckopocTh KiyooukoBoi ¢uibTpauun (CKO)
<60 mn/MuH/1,73 M? TITONTAIM TOBEPXHOCTH Tena) (cM. pasnen 4.3).

Ilayuenmul ¢ Hapywenuem gynkyuu nevenu

[Tanmentam ¢ TsokenbiM HapymeHueM ¢Gyuknuu nedenn TPUTTIIATEH3 nporuBomnokasaH.

Y namueHToB C JIETKMM WM YMEPEHHbIM HapylleHHeM (QYHKIMM [I€YeHH Ipemnapar
TPUIIJIATEH3 nomkeH Ha3HAayaTbCsl C OCTOPOKHOCTHIO, TAK KaK OJIHO3HAYHBIE PEKOMEHIAIIUN
IO JI03UPOBKE aMJIOAUIIMHA JJIsl JAHHOM TPYIIbI MallMEHTOB HE YCTAHOBJICHHI.

Tayuenmwl nodxxcunozo eospacma
BriBenenue nepunaonpuiaTa y NalMeHTOB MOKUIIOTO BO3pacTa 3aMeIeHO (CM. pazzaen 5.2).
Tepamnus qomKHA TPOBOAUTHCA C yU€TOM (DYHKIIUU MOYEK.

emu
bezonacuocth u 3pdexruBHoCcTh Ipenapara TPUITJIATEH3 y nereit B Bo3pacte ot 0 1o 18 ner
HE yCTaHOBJICHBI. J[aHHBIE OTCYTCTBYIOT.

Cnocob IIPUMCHCHUA

BHYTpB, IpeAIIOUYTUTCIIBHO YTPOM IIEpCA IPUEMOM ITUIIIH. P CKOMCHAYCTCA NPOTJIOTUTD Ta6J'IeTKy
OCJIMKOM, HC pa3’KCBbIBAsA U HC U3MEJIbYasl, 3alliMBasd CTAKAaHOM BOJBI.

4.3. IIpoTuBONOKA3aAHUSA

e [ 'uUmepuyyBCTBUTENBHOCTh K aMIIOJUIHNHY, IPYTMM HPOM3BOJIHBIM JUTHIPONHUPHUANHA,
UHAANAaMUy, JPYTUM TPOU3BOAHBIM  CyJdb(OHAMHUAA, MEPUHIONPHIY, APYTHM
MHTUOMTOpaM aHruoTeH3uHnpeBpauiatomero ¢epmenta (AIlD), wim k mobomy u3
BCIIOMOT'aTEeJIbHBIX BEILECTB, NEPEUUCICHHBIX B pasaene 6.1.

e [lanMeHThl, HAXOAIINECS HAa TeMO/INAIN3E.

e Herneuenas cepaeyHas HEIOCTaTOYHOCTh B CTAIMU JEKOMIICHCALIMH.
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e Tskenoe HapyuieHHe GYHKINUU TOYEK ( MeHe@fj:M}ﬁv\:n!'ﬁﬁ;TEn bHOCTE 0002)

e VYmMmepennoe Hapymenue ¢yHkrun mouek (KK wmenee 60 ma/mMuH) s JO3HPOBKH
KOMOMHauu nepuHaonpmwia u uaganamuaa 8 mr/2,5 mr (1. e. TPUTIJIATEH3 5 mr + 2,5
mr+ 8 mr u TPUITJIATEH3 10 mr + 2,5 mr + 8 mr).

e AmnruoneBpornueckuii orek (orek KBunke) Ha ¢(one mpuema umuruoburopo AllD B
anamHese (cm. pazzaen 4.4).

e HacnencTBeHHBIN/MANOTATHIECKAN aHTHOHEBPOTHYECKUH OTEK.

e bepemenHocTs (cM. paznensl 4.4 u 4.6).

o [leuenounas sHIIE]ATOTATHS.

e Tskenoe HapylieHue GYHKINH TEYCHH.

e [unokanmuemus.

e Tsxenas aprepuanbHas runoreHsus (cucronuueckoe AJl menee 90 MM pr. cT.).

e Illok (BKITFOYAst KApAMOTCHHBIN).

e  OOCTpyKIUS BRIHOCSIIIETO TPAKTA JIEBOTO XKETy10UKa (Hanmpumep, KITMHAYECKH 3HAYMMBIH
CTEHO3 YCThS a0PTHI).

e ['emomuHamMu4ecKu HeCTaOUIIbHAS cep/eyHasi HEJOCTaTOYHOCTD MOCIIE OCTPOro HH(papKTa
MHUOKap/a.

e CoBMeCTHOE NPUMEHEHHE C AJTUCKUPEHCOAEpKAaIlUMU TMpernaparaMu y NalHUeHTOB C
caxapHbIM Ua0ETOM W/WIIM YMEPEHHBIM WM TSDKEIBIM HapylIeHHeM (YHKIHUU TOYeK
(CK® <60 mn/mur/1,73 M? momaam HOBEpXHOCTH Tena) (cM. pasaensl 4.5 n 5.1).

e (CoBMeCTHOE TPUMEHEHHE C aHTAaroHUCTaMu perentopoB anruorensuHa II (APA 1I) y
MaIMEeHTOB C TUA0CTUIECKON HePPOIIaTUEH.

e (CoBMecTHOE TpPUMEHEHHE C KoMOuHanuen BaicaptaH + cakyoutpwi. [Ipemapar
TPUIIJTATEH3 Henb3s npuHUMATh paHee, 4eM uepe3 36 4 mocie NpuMeHEeHUs OoCaegHEN
71036l KOMOMHAITMHY BajJicapTaH + cakyOuTpui (cM. Takxke pa3aeinsl 4.4 u 4.5).

e DKCTpakopmopajibHas Tepamnusi, NPUBOAAIIAS K KOHTAaKTy KPOBH C OTPULATEIBHO
3apsHKEHHBIMU TTOBEPXHOCTSAMU (CM. Takxke pazjen 4.5).

e BrlpaxkeHHbII JBYCTOPOHHHUH CTEHO3 TOYEUHBIX apTepuil WM CTEHO3 apTepuu
€IMHCTBEHHON (DYHKIIMOHUPYIOIIEH MOYKH (CM. Takke pasnen 4.4).

e CoBMecTHOE NpHUMEHEHHE C TMpernaparaMy, CHOCOOHBIMH BBI3BaTh MHOJUMOPGHYIO
KEITYA0UKOBYIO TAXUKAPIUIO TUIIA KITUPYITH.

e CoBMecTHOE MPUMEHEHHE C MpenapaTamu, yanuHsommmu uatepsai QT.

e (CoBMecTHOE NMPUMEHEHHE C KaMHCOeperalmuMy IMypeTuKaMy, penaparaMu Kajius U
JUTHS, Y TAIIMEHTOB C MOBBIIIEHHBIM COJEpKaHUEM Kallus B IJ1a3Me KPOBH.

4.4. Oco0ble yka3zaHusi 4 Mepbl MPEI0CTOPOKHOCTU MPHU NMPUMEHEeHUH

C 0CTOPOKHOCTELIO

Hanuuue Ttonbko onHOW (yHKIIMOHHMpYIOIIEH IOYKHM, HapyHIEHUs BOJHO-JIEKTPOIUTHOTO
OanaHca, cUCTEeMHbIE 3a00JI€BaHMs COEJUHUTENBHOM TKaHH, Tepamusi UMMYHOCYIPECCOPaMH,
AJUIONYPUHOJIOM, MPOKaWHAMUIOM (PHCK pa3BUTHUS HEUTPONEHMH, arpaHyJoLUTO3a), OCTPbIN
nHpapKT MUOKapjaa (1 B TedeHHe 1 mecsna mocie MH(apKTa MHOKapAa), CUHAPOM cilabocTu
CHHYCOBOTO y3/a (BbIpaKE€HHasl Taxu- M OpaJukapius), MpH OJHOBPEMEHHOM Ha3HAUYE€HUHU C
uHrHOUTOpaMu Wi uHAyKTopamu uzodpepmenta CYP3A4, nerkoe m ymMepeHHOE HapylleHHe
(YHKIMM TOYeK, YrHEeTeHHE KOCTHOMO3TOBOI'O KPOBETBOPEHHUS, CHH)KEHHBIH 00beM
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LMPKYJIUPYIOLIEH KpoBY (IIPUEM MyPETUKOB, JUETA C Jdipainttertten nbEapeiton cor FBota,

auapest, TeMOANANIN3), THIEPYPUKEMHsI (OCOOCHHO COTPOBOKIAIOIMIASACSA TMOAArPOM U ypaTHBIM
He(ppPOIUTHA30M), COBMECTHOE NPUMEHEHHE JAHTPOJICHA, OJCTPaMyCTHHA, JAOWIBHOCTD
apTepUANbHOTO JaBJCHUA, TEpel] Mpoueaypoil adepesa JMMONPOTEMHOB HU3KOH IUIOTHOCTH
(JITTHIT) ¢ momo1bto aeKkcTpana cyiib(ara, COCTOSHUE MOCIE TPAHCIUIAHTALIUY TTOYKH, TTAlIUEHThI
HETPOMIHOM pachl, HIIeMHUYecKass OO0Je3Hb Ccepaua, lepeOpoBacKyyspHble 3a00JeBaHu,
pEHOBACKYJIsipHAsl TUIEPTEH3MUsI, CaXapHbIi AUa0eT, XpOHUYECKasl cepAeyHasl HeJO0CTaTOYHOCTh
(III m IV ¢ynkumonanpHbIM Ki1ace mo kinaccupukanuun NYHA), onHOBpeMEeHHOE pUMEHEHHE
KamuicOeperawmux JUypeTUKOB, TPernapaToB Kallvs, KaJUHCOJCpXKaIluX 3aMEHUTENCH
MUIIEBON COJMM W JIUTHSA, XUPYPTHUYECKOE BMEIIATENLCTBO/OOMIasl aHEeCTe3usl, TeMOIUAIIN3 C
HCIIONIb30BAHAEM ~ BBICOKONIPOTOYHBIX ~MeMmOpaH (Hampumep, AN69®), onHOBpeMeHHOE
MPOBEJIEHUE  JECEHCHOMIM3UpYIOIIEeW  Tepanuu  ajulepreHaMu  (Hampumep,  siIoM
MEePEMOHYATOKPBLIBIX), AOpTaJIBHBIN CTEHO3/MUTpAITbHBIH creHo3/runeprpoduueckas
OOCTpYKTHBHAs KapAMOMHUONATHsI, TOKUIIONW BO3pAacT.

Bce Mepnl mpeaocTOpoKHOCTH, CBSI3aHHBIE C MPUEMOM OTHAEIbHBIX KOMIIOHEHTOB Ipenapara,
ClIeyeT Y4YUTHIBATh NPU NMPUMEHEHUH UX (UKCHPOBAHHON KOMOMHAIMM B COCTaBE Ipernapara
TPUITJIATEHS.

Awmitogunng

XpoHnuueckas cepOeynas HeOOCMAamoyHOCMb

JleueHue MalMEHTOB C XPOHUYECKOW CEpAEYHOM HEAOCTATOYHOCTBIO CIIEAYeT MPOBOJUTH C
OCTOPOKHOCTBIO.

[Ipu npuMeHeHnr aMI0AUIIMHA Y TTAIIMEHTOB C XPOHUYECKON CeplIeYHOM HEeA0CTaTOYHOCTHIO 111
u IV ynkmmonansHoro kimacca no kinaccuduramum NYHA BO3MOXHO pa3BUTHE OTEKA JIETKHX.
brokaTopel «MEUIEHHBIX» KaJbIIMEBBIX KaHAJOB, BKIIOYas aMJIOJUIUH, HEOOXOAUMO C
OCTOPOKHOCTBIO IPUMEHSATH Y AI[UEHTOB C XPOHUYECKON CepACYHOM HEAOCTATOYHOCTHIO B CBSI3U
C BO3MOKHBIM YBEIMUEHUEM PUCKA CEPJIEYHO-COCYAUCTHIX COOBITHI U CMEPTHOCTH.

VY nanueHToB C TKENION XPOHMUYECKOW cepaeyHo HemocTaTouyHOCThI0 (IV QyHKIIMOHAIBHBIN
kiacc no kinaccudukanuu NYHA) jedenue N0DKHO HayMHATHCS ¢ Oojiee HU3KUX 103 U TOJ
THIATEeNIbHBIM Bpa4eOHBIM KOHTPOJIEM.

[TanuenTsl ¢ apTepuanbHOM THIEPTEH3WEH U HIIEMHYECKON OOJEe3HBIO cepilla HE JIOJIKHBI
mpekpamaTrh npuem OeTta-aapeHobmokatopoB: HHruoutrop AllID nomkeH HCHIOIb30BaTHCA
COBMECTHO C OeTa-aJJpeHO0I0KaTOpaMHu.

T'unepmonuueckuii kpus
D¢ddexTrBHOCT, U OE30MACHOCTh MPUMEHEHHS aMJIOJUIUHA MPU TUIEPTOHUYECKOM KpHU3e HE
YCTaHOBJICHA.

Muananamun

Ileuenounas snyeganonamus

[Tpu Hanuuum HapymeHui pyHKIUY TeYeHN TPHEM THA3UIHBIX U THA3UA0NO0JOOHBIX TUYPETUKOB
MOJKET MPUBECTH, OCOOCHHO B CIIydae 3JIEKTPOJIMTHOrO AucOanaHca, K pa3BUTHIO MEYEHOYHOU
sHIe(aTonaTuy, KOTopas MOXKET MPOrpeccUpoBaTh 10 MEUYEHOYHOH KOMBL. B naHHOM ciyuae
CJIELy€eT HEMEMJIEHHO NIPEKPATUTD NTPUEM TNYPETHKA.

@OMOUyGCWZGUWZeﬂbHOCWlb
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Ha (oHe npreMa THa3HIHBIX M THA3HIOMOZ00HBIX nnypéll-‘lﬂnlc:m;l Eo0BIHATOTh. E'Iéll’rycilfa(%a%l;ﬁTHH

peakiuu  ortouyBcTBUTENEHOCTH (cM. pasgen 4.8). B choyuae pa3BUTHS  peakiuu
(oToUyBCTBUTENFHOCTH Ha (OHE TpUeMa IMpemnapara CIeayeT MPeKpaTuTh Jliedenue. l[lpu
HEOOXOMMOCTH TPOJOJKEHUS TEepanuu IUYPETUKAMH PEKOMEHAYETCS 3allUINaTh KOXHBIC
MTOKPOBHI OT BO3JICHCTBYSI COTHEUHBIX JIYICH HUJIH UCKYCCTBEHHBIX YIBTPA(HOICTOBBIX JIydeH.

XopuouoanvHblii 6b1nom, 0OCMpas MUONUS U MOPUYHAS 3AKPIMOY20NbHAS 2TIAYKOMA

CynphoHaMuabl WIM TPOU3BOIHBIE CYIb(OHAMUIA MOTYT BBI3BIBATH HAMOCHHKPA3UUECKUE
peaKknuy, MPUBOAAIINE K PAa3BUTUIO XOPHOHMJAIBHOTO BBINOTa C JSPEKTOM OIS 3pEHus,
KpaTKOBPEMEHHONM MMOINUM U OCTPOM 3aKpBITOYrOJbHON TIJlayKoMbl. CHUMITOMBI BKJIIOYAIOT
CHIDKEHHME OCTPOTHI 3peHMsI UM 00Jb B Ija3axX, KOTOpPble BO3HUKAIOT, KaK MPAaBUJIO, B TEUCHHE
HECKOJIBKMX 4YacOB MJM HEJCNIb II0CIE Hadajga IpHEeMa JIEKapCTBEHHOro mnpemnapara. Ilpu
OTCYTCTBUM JIEUEHMsI OCTpasi 3aKpbITOYTrOJbHAsl IJIayKoMa MOXET NPUBECTH K HeoOpaTHMMOM
norepe 3peHus. JledeHne 3akiodaeTcsl B INEPBYI0 OuYepelb B Kak MOXHO Oojee ObIcTpoM
IIpEKpalleHu  NPUMEHEHUs Impenapara. Ecam  BHYTpPUIJIa3HOE  JABJIEHHE  OCTAeTCs
HEKOHTPOJIMPYEMbIM, MOXKET MOTPeOOBaTHCS HEOTIOKHOE MEAMKAMEHTO3HOE JIEYEHHE WU
XUPYpPru4ecKkoe BMemaTenbcTBO. PakTopaMu pHUCKAa pa3BUTUS OCTPOM 3aKPBITOYTOJIBHOU
IJ1ayKOMBI MOT'YT OBITh aJJIEPTUYECKUE PEAKIINH Ha CYIb(OHAMMU/IBI WM MIEHUIMILIINH B aHaMHE3e.

Cooepoicanue UOHO8 KabYUsl 8 NAA3Me KPOSU

TI/Ia?;I/I)IHI)Ie n TI/IaSI/IJIOHOJIO6HBIe JNYPETUKU MOT'YT YMCHBIIATH BBIBCACHUC HOHOB KaJlbIUs
IMOYKaMH W HNPUBOJUTH K HC3HAYUTCIbHOMY W BPEMCHHOMY IOBBIIICHUIO COJACPIKAHHA MOHOB
KaJIBIHS B IJIa3Me KPOBH. BBIpakeHHAS TMITEPKAIbIIHEMHUSI MOXET OBITh CIICICTBHEM paHee He
JMArHOCTUPOBAHHOTO THIIEpPIapaTupeo3a. B  Takux ciiydasx CIeIyeT OTMEHHTH IpUEM
JNYPETHUECKUX CPEJCTB M MPOBECTH HCCIIEA0OBaHME (DYHKIMH TMAPAIIUTOBHIHBIX JKElie3 (CM.
pasznaen 4.8).

Maenuti 6 nnazme Kkposu

bouio mokazaHo, YTO THa3uABl U THA3UIOMOAOOHBIE AUYPETUKH, BKIIOYas HWHIAMAMMU],
YBEJIMUMBAIOT SKCKPELIMIO MarHus ¢ MOYOU, YTO MOXKET MPUBECTH K TUIIOMAarHUEMHH (CM. pa3/IeIibl
4.5 u4.8).

Mouesas kucroma
VY manueHTOB ¢ TOBBINIEHHON KOHIIGHTpAllMe MOYEBOW KHCJIOTHI B IJIa3Me KpOBU Ha (oHe
Tepanuyu MOXKET YBEJIMYUBATHCS YaCTOTa BOZHUKHOBEHUS MTPUCTYTIOB MOAArPhI.

Ilepunponpun

Kanuticbepezarowue ouypemuru, npenapamel Kaaus, Kaiuucooeprcawue 3aMeHumenu nuueso
conu u nuwjesvie 000asKuU

He pexomenayercss OJHOBpeMEHHOE Ha3Hau€HUE TEPUHIONPHIA U KaluhicOeperarommx
JIUYPETHKOB, a Tak)Ke MpenaparoB Kalus, KAIUWCOIEpKalUX 3aMEHHUTENeH MUIIEBON CONU |
MUIIEBBIX 100aBOK (cM. pasaen 4.5).

eotinas 6a1oxada peHuH-aneuomeH3uH-arboocmeponogoti cucmemst (PAAC)

Wmerorcss naHHble 00 YBEIMUYEHMHM pPHUCKAa BO3HMKHOBEHHS apTEpHAJIbHON TIHIIOTEH3HH,
THIIEPKATUEMHIH U HapyIleHus: QYHKIUH MMOYeK (BKIFOYasi OCTPYIO TIOYEYHYIO HEJOCTaTOYHOCTh )
IIpU OJHOBpEeMEHHOM npuMeHeHnH UHTHOUTOpoB AIID ¢ APA II unu amuckupenom. ITosromy
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nBoitaast 6iokana PAAC B pe3ynbrate coueTaHls I/IHFI/IGIEJ[!OI]:Ja-llgﬁ('B %A%Iﬁﬁﬂ;iﬁgkﬂrb%hOM

He pekoMenayetcs (cM. pasnensl 4.5 u 5.1). Ecinu nBoitHast 6;okana Heo0X0MMa, TO 3TO AOJKHO
BBITIOJTHATKCS [TO/I CTPOTUM KOHTPOJIEM CIICIIUATKICTA TP PETYIISIPHOM KOHTPOJIE (GYHKITHH TIOYEK,
YPOBHS 3JIEKTPOJIUTOB B T1a3Me KpoBu U Al.

OpnHoBpemMeHHOE NpuMeHeHne UHrHouTopoB AII® ¢ aHTaroHuCTaMH PEeLENnTOPOB aHTMOTEH3UHA
Il mpoTHBOTIOKA3aHO y MAIIMEHTOB C AMA0ETUYECKON He(hpoaTHel 1 He PEKOMEHIyeTCs Y IPyTUX
IIaITMCHTOB.

Hevimponenus/azpanynoyumos/mpomboyumonenus/anemus

NmeroTcst cooOmieHust 0 pa3BUTHH HEUTPOIICHNHU/arpaHyJIOHUTO3a, TPOMOOIUTONICHUN U aHEMHUHU
Ha QoHe npuema UHruouTopoB AlID. V nanueHToB ¢ HOpMaIbHON NMOYEYHOU QYHKIMEH U MpH
OTCYTCTBUM JAPYTUX OTATOLIAIONINX (PAKTOPOB HEWTponeHus pasBuBaerca peakxo. C ocoboit
OCTOPOKHOCTBIO CJIEYET MPUMEHSAThH MEPUHAONPUI Y MALIMEHTOB C CUCTEMHBIMU 3a00JI€BaHUSIMU
COECIMHUTENbHON TKaHH, Ha (OHE MpuUeMa HMMYHOJENPECCAHTOB, aJUIONYpUHOJA WU
MIPOKaMHAMMU/JIA UJTU TIPU UX COYETaHUH, OCOOEHHO Y MAIMEHTOB C HAPYUIEHHOW (QYHKIMEH MOoYeK.
Y HEKOTOpBIX U3 3TUX NAIIMEHTOB Pa3BUBAINCH TsDKEIbIe MHPEKIUH, B pAJIE CIIy4aeB yCTONYUBBIE
K MHTEHCUBHOW aHTHOMOTHKOTepanuu. Ilpu Ha3HaueHuM NepuHAONpUIA TAaKUM MalleHTaM
PEKOMEHIyeTCsl MEePUOANYECKU KOHTPOJIUPOBATh JIEMKOUUTH B KPOBU, M HAIIMEHTHI JTOJIKHBI
co001IaTh Bpayy O JIOObIX MpHU3HAKaX MH(EKIMOHHBIX 3a0oseBaHuil (Hanmpumep, 60b B TOpIIE,
nuxopazaka) (cMm. pazaen 4.8).

Penosackynapnas eunepmensus

Y mnmanMeHToB C JBYCTOPOHHUM CTEHO30M I[IOYEYHBIX apTepuil MM CTEHO30M apTepuu
€IMHCTBEHHON (DYHKIIMOHHMPYIOUIEH MOYKH MPpU NMpuUMeHeHnn HHruoutopoB AIID Bospacraer
PHUCK apTepHaIbHOM THMOTCH3UH M MMOYEYHOU HeJocTaTodHOCTH (cM. pazaen 4.3). [IlpumeHeHue
JIUYPETUKOB MOXKET ObITh JOMOJHUTENbHBIM (DaKTOpoM pHcKa. YXyHueHue (yHKIMH MOYeK
MOXKET HaOJIoAaTbcs yK€ MPU HE3HAYUTEeNbHOM HW3MEHEHHWU KOHIIGHTpAlMM KpeaTMHHHA B
CBIBOPOTKE KPOBH, JIaXKe Y MAI[IEHTOB C OJJHOCTOPOHHUM CTEHO30M MOYEYHON apTEepHH.

Tosvluiennas wy8cmeumenbHOCMb/AHSUOHEBPOMULECKULL OMeK

[Tpu mpueme wmarnOuropoB AIID, B TOM YHCle MEPUHIONPHIIA, B PEAKHX CIydasX MOMKET
pa3BUBATHCS AaHTMOHEBPOTHYECKOT'O OTEKa JIMIA, KOHEYHOCTEH, T'y0, s3bIKa, TOJOCOBOW IIEIH
W/WIHA TOPTaHU. DTO MOXKET MPOU30HTH B JIF000M mepro/] Tepanuu. [Ipu NosBICHIHA CUMIITOMOB
IpHUEM Ipernapara J0JDKEH ObITh HEMEIUICHHO TPEKpallleH, a MaleHT T0JDKeH HaOIoaThes 10
TeX IOp, MOKA MPU3HAKH OT€KAa HE UCUYE3HYT MOJHOCThI0. ECIU OTeK 3aTparuBaeT TOJIBKO JIMIIO U
ryObl, TO €ro MPOSBJICHUS OOBIYHO MPOXOISAT CAMOCTOSTEIBHO, XOTSI JIJIS JICYCHUST CUMIITOMOB
MOTYT IPUMEHSTHCS aHTUTICTAMHUHHBIC CPEJICTBA.

AHTHOHEBPOTUYECKUNH OTEK, COMPOBOXKIAIOIIMNACA OTCKOM TOpPTaHH, MOXET TPUBECTH K
neTtanpHOMY ucxoay. OTek si3bIKa, TOJIOCOBOH IIENU HIIM TOPTAaHU MOXKET MIPUBECTU K OOCTPYKIIUU
JBIXaTeNbHBIX MyTEH, B 3TOM cllydyae HEMEJUIEHHO NOJKHAa ObITh MpOBEIEeHA WHTEHCUBHAsS
tepanus. [Ipy MosSBIEHUN TaKUX CHMIITOMOB CIIeyeT HEMEJIEHHO BBECTH PACTBOP dIUHEPpUHA
(anpenanmuua) 1:1000 (0,3-0,5 mu1) w/miam obecrednuTh MPOXOAUMOCTD BIXATEIBHBIX MyTEH.
[TarueHT MOMKEH HAXOOUTHCS MOJA MEAMIIMHCKUM HAOMIOJEHUEM JO MOJHOTO M CTOWKOTO
MCYE3HOBEHHS CHUMIITOMOB.

Y manMeHTOB HETPOMIHOW pachl OTMedYajgach Oojiee BBICOKash 4YacTOTa Pa3BUTHUS
AHTMOHEBPOTUYECKOT0 OoTeka Ha (oHe mpueMa MHruoutopoB AIID mo cpaBHEHUIO C JAPYTUMU
pacamu.
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MOKET OBITh TIOBBIIIICH PUCK €r0 PA3BUTHS MPU MpUeMe mpemapata (cM. paznen 4.3).

HmeroTcst cooOIIeHust 0 PeKUX Caydasx pasBUTHS aHTHOHEBPOTHYECKOTO OTeKa KUIIEYHUKA Ha
¢done tepanuu uHruouTopamu AlID. IIpu 3TOM y manueHTOB OTMEYanach 0OJbh B KUBOTE KaK
M30JIMPOBAHHBIA CUMIITOM MJIM B COYETAHUU C TOLIHOTOM UJIM PBOTOM, B HEKOTOPBIX Cillydasx 0e3
MIPEIIECTBYIONIEr0 aHTHOHEBPOTUUECKOI 0 OTEKa JIMLA U ITpU HOpMaibHOM ypoBHe Cl-3cTepassl.
JInarHo3 yCTaHaBIMBAJCS C TIOMOUIbIO KOMIIBIOTEPHOW Tomorpaduu OpromHoi obiacT,
yJIbTPa3BYKOBOI'O HCCIIEA0BAaHUS WJIM B MOMEHT XUPYPrudeckoro BMemaTesbecTBa. CUMITOMBI
MIPOXOAMIIH TIOCIIE TIpeKpaeHus npruemMa nHruoutopos AlID. [TosTomy y manueHToB ¢ 60JIbIO B
o0ylacTi KUBOTa, mMoiydaromux uHruouropel AlID, npu npoBenenun auddepeHInaTbHON
JMarHOCTUKM HEOOXOJMMO YYWUTBHIBAaTh BO3MOYKHOCTh Pa3BUTUS aHTMOHEBPOTUYECKOI'O OTEKa
KHUILIEYHHKA.

B cBs3u ¢ MOBBIINIEHHBIM PHUCKOM Pa3BUTHUSI AHTMOHEBPOTHYECKOTO oTeka (cMm. pazaen 4.3)
MIPOTUBOINIOKa3aHO COBMECTHOE MPHUMEHEHHE IEepUHAONpUIa C KOMOMHalued BajcapTaH +
cakyOutpui. [IpumeHeHre KOMOMHAIMU BajicapTaH + CaKyOMTpUJI BO3MOXKHO HE paHbIlle, YeM
yepe3 36 yacoB mocie mpuema nocienHeil 103bl nepuHponpuia. Ecnu tepanus komOuHanyen
BaJIcapTaH + caKyOUTpuUJI MpeKpallieHa, NpuMeHeHHe ePUHIONpUIa Heb3s HAaUUHATh paHee yeM
yepe3 36 4dacoB mociie Mmpuema MocjeaHed N03bl KOMOMHAIMM BajcapTaH + CaKyOUTpPHII CM.
paznenst 4.3 u 4.5).

CoBmecTHOe mpuMeHeHHe HHruOuTOpoB AIID c wmHrHOMTOpaMu Henpwin3uHa (Hampumep,
pauekagotpuiiom), wuHruouropamu mTOR (Hampumep, CHpPOJIUMYCOM, 3BEPOIUMYCOM,
TEMCUPOJIMMYCOM) U  TIMOTUHAMH  (HampuMep, JIMHATJUOTHHOM,  CaKCArJUITHHOM,
CUTArJUNTHHOM, BWIJArJIUNTHHOM) MOXKET MPUBECTH K IOBBIIIEHHOMY PHCKY pa3BUTHUS
AHTMOHEBPOTUYECKOI0 OTeKa (HampuMep, OTEeKY AbIXaTeIbHBIX MyTEN WK SA3bIKa, C HAPYIIEHUEM
nbIXanus win 0e3 Hero) (cm. paszaen 4.5). Creayer cobmomaTh OCTOPOKHOCTE MPH Ha3HAUYCHUH
panekagorpuiaa, HHrHonTopoB MTOR (HanpuMmep, cupouMyca, IBEpOIUMyca, TEMCHPOINMYCa)
U TJIUNTHHOB (HAampuMmep, JUHATIIUMIITHHA, CAKCArJIMITHHA, CUTATNIMITHHA, BUJINATJIANTHHA) Y
MalMEeHTOB, Y)Ke MPUHUMAIOIMX HHruouTop AIID.

AHnaghunaxmouonwvie peaxyuu npu npogedeHuU 0eceHcudUIU3ayuUn

HmeroTcst  oTAenbHBIE  COOOIIEHHS O Pa3BUTHH  JUIMTENBHBIX, YIPOKAIOMIMX  KU3HH
aHa(DUIAKTOMIHBIX pEaKIUi y NAIHMEHTOB, MONydYaroImux WHruouTopel AIlD Bo Bpems
JECEHCHOWIN3UPYIOMICH TEparuu SIIOM  MEPeNOHYATOKPBUIBIX HACEKOMBIX (TTUeINbI, OCHI).
WNuruduropsr AII® HEOOX0IUMO MPUMEHSITh C OCTOPOXKHOCTBIO Y TAIIMEHTOB C OTSATOIICHHBIM
AJUICPTrOJIOTMYECKUM aHAMHE30M WM CKJIOHHOCTBIO K aJUICPrHYSCKHM PEAKIHsIM, TTPOXOISIIIX
MPOIEIypPhl JISCCHCUOMIN3AIUKN, a TaKXkKe ClIeAyeT u30erarb NpuMeHeHus uHruOutopa AllD
ManueHTaM, MOoJy4YaloluM UMMYHOTEPAIHIO S0M NEPeroHYaTOKPhUIBIX HAaceKOMbIX. OIHAKO,
aHa(PUITAKTOUTHOM PEaKIMyu MOXKHO M30€XaTh IyTeM BPEMEHHOM OTMeHbI nHruouropa AIlD e
MeHee 4eM 3a 24 Jaca JI0 Havaja MporeIypbl JeCEHCHONIN3aInH.

Anagunaxmouonsvie peakyuu npu nposedenuu agepesa JIITHIT

B penkux ciyuyasx y manMeHTOB, Moirydaromux uHruoutopsl AII®D, npu nposenenun adepesa
JIIHIT ¢ wucnonb3oBaHMeM JeKCTpaHa cyjb(aTa MOTYT Ppa3BUTHCS YIPOKAIOIIME KU3HU
aHauIakTOUAHbIE peakuuu. [l mpemoTBpalleHus aHaWIAKTOMIHOW peakIUH CleayeT
BPEMEHHO IpeKpalats Tepanuio naruouropom AIID nepen kaxaoi npoueaypoit adepesa.

Temoouanus
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VICIIONIb30BAHUEM  BBICOKOIPOTOYHBIX MeMOpan (Hanpumep, AN 69%) Obui  oTMedeHBI
aHauakTouaHble peakiun. [1o3ToMy jkenaTeabHO UCIOIb30BaTh MEMOpaHy JIpyroro THIa Win
MPUMEHSTh AHTUTUTIIEPTEH3UBHOE CPEACTBO IPYToil (papmMaKkoTepaneBTHUECKON TPYTIIIHL.

Ilepsuunwiii eunepanboocmeporusm

[TarueHTBI ¢ TMEPBUYHBIM THIICPAIBIOCTCPOHU3MOM, KaK TPABHIO, HE BOCIHPHUUMYHUBHI K
AHTUTHUIICPTCH3UBHBIM IIperapaTam, JIEHCTBHE KOTOPHIX OCHOBAHO HAa WHTHOWPOBAHWW PEHUH-
AQHTMOTCH3WHOBOM CHUCTeMbl. TakuMm o00pa3oM, TNPHUMEHECHHWE JAHHOTO Tpernapara y TaKuxX
MAIUEHTOB HE PEKOMEH Ty ETCH.

bepemennocms

[IpotuBonoka3zan mnpuem uHruOutopos AIl® Bo Bpems OepemenHoctu. Ilanuentkam,
IUTAaHUPYIOIIUM OEpEMEHHOCTb, CIeyeT NEPEUTH Ha JPyTrHe BUAbl aHTUTUIIEPTEH3UBHOM Tepanuu
C YCTaHOBJIEHHBIM Ipo¢uieM Oe30MacHOCTH MNpU IpHeMe BO BpeMs OepeMmeHHocTH. l[lpu
MOATBEPKIEHNN OEpeMEHHOCTH IipueM MHruoutopoB Alld crenyer HEMEUIEHHO MPEKPATUTh U
B Cllydae He0OOX0IMMOCTH HayaTh albTE€PHATUBHYIO aHTUTUIIEPTEH3UBHYIO TEPATIUIO (CM. pa3ieibl
4.3 1 4.6).

Kaweno

Ha ¢one tepanuu mnruéutopom AIID moxker Bo3HMKATh cyxoi kamienb. Kamenb amuTenbHO
COXpaHseTcs Ha (oHe Mpuema IMpernapaToB TOW TPYMIbI U MCUE3aeT Mocie UX oTMeHbl. [lpu
MOSIBJICHUH y MALMEHTa CyXOro Kalulsl CIeQyeT NOMHUTh O BO3MOXHOM SITPOT€HHOM XapaKTepe
atoro cumnroMa. Ecinu Bpad cumtaet, uro Tepanus nHruontopom AIID HeoOXoauMa mamnueHTy,
MOHO pacCMOTPETh BO3MOXKHOCTb MPOJIOJKEHUS IIPUEMa Iperapara.

Mumpanvnoiii CMeHO3/a0pmanvHblil cmeHos/2unepmpoghuyeckast o0bcmpyKmuseHas
Kapouomuonamus

Nurubutopsr AII® 10KHBI ¢ OCTOPOKHOCTHIO HAa3HAYaThCs MAIMEHTaM ¢ OOCTPYKIMen
BBIHOCSIILIETO TPAKTa JIEBOTO KEIYA0UKa.

Omuuueckue paznudus

[lepunnonpun, kak u apyrue UHruoutopsl AIID, oueBHIHO, OKa3bIBa€T MEHEE BBIPAKEHHOE
TUIOTEH3UBHOE JICHCTBUE Y MAllMEHTOB HETPOUIHON pachl MO CPABHEHUIO C MPEACTABUTEISIMU
Ipyrux pac. Bo3aMoxkHO, 3TO paznuuue 0O0yCJIOBIEHO TE€M, YTO Y MAI[MEHTOB C apTepHUaIbHOU
TUIEepTEeH3MEeN HErpOUTHOM pachl Hale OTMEUaeTCsl HU3Kasi akTUBHOCTh PEHUHA.

Xupypeuueckoe emeuamenvcmego/Obwasn anecmesus

[Ipumenenne wunruburopoB All® y mnanMeHTOB, NOJIBEPralolUXCsS XUPYPTUYECKOMY
BMEIIATEIILCTBY C TMPUMEHEHHEM OOIell aHecTe3uu, MOXKET MPUBECTH K BBIPAKEHHOMY
cHIbKeHHI0 AJl, 0cOOEHHO TMPH HUCIIONIB30BAHUU CPEACTB JUTsl OO0IIel aHeCTe3MH, OKa3bIBAOIINX
AHTUTUINIEPTEH3UBHOE JIEIICTBUE.

PekoMenayercss mo BO3MOXXHOCTH TMpeKpaTuth mpueM uHruOutopoB AllD amuTenbHOTrO
JENCTBUS, B TOM YHUCIIE€ IEPUHIONPHUIIA, 32 OJHU CYTKU IO XUPYPrU4eCKOro BMEIIATEIbCTBA.

Ilayuenmul ¢ penoacKyIApHOU cunepmeH3uell
MeronoM nedeHnss peHOBACKYJIIPHOM TUIIEPTEH3UH SABIISIETCA pEBAcKysipu3anys. TeM He MeHee,
ucnosib3oBaHue MHruoutopoB AIID MokeT OBITH MOJE3HO Yy MAIMEHTOB, KaK OXXHUIAIOIIUX
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BMEIIATEIbCTBA HEBO3MOXKHO.

IIpu npumenenun npenapata TPUIIJIATEH3 y mnanueHToB ¢ MMEWOIIMMCA WIH €
MIPEANOIAaracMplM CTEHO30M II0YEYHOW apTepUu JICYEHHME CIIEAyeT HayuHaTbh B YCIOBHSX
CTallMOHAapa C HU3KUX J103 MPU MOCTOSHHOM KOHTpOJie (YHKIUU IIOYEK U YPOBHS Kajlus B KPOBH,
TaK KaK y TaKUX IMalMEHTOB MOXKET pPa3BUTHCS (YHKIHMOHAJIbHAsI MOYeYHasi HEIOCTAaTOYHOCTD,
KOTOPAasi UCYE3AET IPH NIPEKPALCHUN TEPAITH.

Amepocknepos

Puck apTepranbHON THIIOTCH3UU CYIIECTBYET Y BCEX MAIMEHTOB, OJTHAKO OCOOYIO0 OCTOPOKHOCTh
CllelyeT cOONI0aTh y TAIMEHTOB C HMINIEMHYECKOW OOJIE3HBIO CepAla M HEIOCTaTOYHOCTHIO
MO3TOBOT'O KPOBOOOpAIIeHHus. Y TaKUX MAIUCHTOB JICUCHUE CIIEyeT HAYMHATH C HHU3KUX JI03
npernapara.

TepuHgonpri/MHIAIIAMAL

Ipenapamul rumus
O)IHOBpeMeHHOG IIPUMCHCHUEC KOM6I/IHaHI/H/I NEPHUHAOIIPUIIA U UHAAITaMHK 1a C ITperapaTaMu JINTUA
HE peKoMeHayeTcs (cM. pasnen 4.5).

ApmepuanvHnasn cunomen3us u Hapyuienue 600H0-3]1eKMpOIUMHO20 baianca

Hannune ucxonHOW TMIOHATPUEMHUU CBA3AHO C PUCKOM BHE3AIMHOIO Pa3BUTHUS apTEpHATBHOMN
TUTIOTEH3WN (OCOOCHHO Y MAIMEHTOB CO CTEHO30M IMOYedyHOoW aprepuu). [loatomy criemyer
MIPOBOJUTH CUCTEMATHYECKYIO OLICHKY KIMHUYECKUX MPU3HAKOB OOE3BOKMBAHUS U CHHUKEHUS
CoZIepKaHUsl AIEKTPOJIUTOB B IUIa3M€ KPOBH, HaIpHUMEp, IOCIE IUApEd WIM PBOTHL. Takum
ManueHTaM He0OXO0IUM PETYJIAPHBIA KOHTPOJIb COIEPIKAHUS SIEKTPOIUTOB TUIa3Mbl KPOBH.

[Ipu BbIpakeHHOW apTepUANbHON TMIIOTEH3UU MOXKET MOTPeOOBAThCS BHYTPUBEHHOE BBEJICHUE
0,9 % pacTBOpa HaTpUs XJIOPUJA.

Tpan3utopHas aprepuanbHasi THIIOTEH3US HE SBJSIETCS IPOTUBOIIOKA3aHUEM IS MPOJAOKEHUS
tepanuu. [Tocne Boccranosnernst OLIK u AJl MOXXHO BO30OHOBHTH TEPAITUIO, UCIIOJIB3YSI HU3KHE
7036l KOMOWHAIUKU, JM00 HCIOJIB30BaTh KOMIIOHEHTHI IpernapaTa B pPeXUME MOHOTEPAIUU.
['mnonaTtpuemus Ha HAYAJIBHOM 3Talle MOYKET HE COIPOBOXKIATHCSA KIMHUYECKUMU CUMIITOMaMU,
MO3TOMY HEOOXOIUM PpEeryJspHbI JTabOpaTOpHBI KOHTPOJb. boiee wyacTblii KOHTPOIIb
CoJiep>KaHUsl MOHOB HAaTpUs MOKAa3aH NalMEeHTaM MOXKHIOrO BO3pacTa M MalUeHTaM ¢ [UPPO30M
nedeHu (cM. paszaens 4.8 u 4.9).

Tepanus 110OBIMM MOYETOHHBIMH IpeNapaTaMd MOXKET BbI3BaTh TUIIOHATPUEMHIO, MHOTIA C
OUYEHb CEPbE3HBIMHU IOCIIEACTBUSAMH.

['umonaTpueMust ¢ TUIIOBOJIEMUEH MOXKET OBITh MPUUMHON 00E3BOKMBAHUS U OPTOCTATUUECKON
runoteH3ud. OJIHOBpEMEHHasi IMOTEPsI HOHOB XJIOpa MOXET IMPUBECTH K BTOPUYHOMY
KOMIIEHCATOPHOMY METabOJIMYECKOMY ajKalo3y: 4YacToTa U CTeleHb J3Toro addekra
HE3HAYHUTEIIbHBI.

Iayuenmwi ¢ caxapuvim ouabemom

VY nanueHToB ¢ caxapHbIM auadeToM Tuna 1 (ormacHOCTh CIIOHTAHHOTO YBEIMYEHUS COJIEpKaHUS
MOHOB KaJlus) JIeYEHHE JAOJDKHO HAYMHATBCS C OoJjiee HU3KUX J03 U MOA THIATEIbHBIM
MEIULUHCKUM KOHTPOJIEM.
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TUIIOTIIMKEMUYECKUE CPEACTBA Ul IpUeMa BHYTPb MM MHCYJIMH, B TEYEHHUE NIEPBOrO Mecsua
Tepanuy HEOOXOMUM pEryJSpHBIH KOHTPOJb KOHIIEHTPALMU TIIOKO3bl B IUIa3M€ KPOBH.
Heo6x01mMo KOHTPOJIMPOBATh YPOBEHB IUIIOKO3bI B KPOBH Yy MAIIMEHTOB C CaXapHBIM JUa0ETOM,
0Cc00EHHO TPY HAJIMYWHU TUIIOKAJTMEMUH.

AMIOIUIINH/IEPUH IO DU

Ileuenounas neoocmamoyrnocmeo

B penkux cnyyasx Ha poHe npriema nHruouTopoB AIID BO3HHMKAET XOJIECTATUYECKAS KEITyXa C
MPOTPECCUPOBAHUEM 10 (YIBMHHAHTHOTO HEKpO3a TEUeHH, MHOTJA C JICTAJIbHBIM HCXOJOM.
MexaHu3M pa3BUTHS ATOrO CHUHApOMA HesiceH. [Ipu MosiBIEHMHU >KENTYXU WU 3HAUYUTEIBHOIO
MOBBIIIEHUS aKTUBHOCTH «II€YEHOYHBIX» (PEPMEHTOB y MAIMEHTOB, IPUHUMAIOIINX UHTUOUTOPBI
ATI®, cnenyet nmpekpatuTh pueM uHruouTopa AIID u obpatuthes k Bpady (cM. pazaen 4.8).

VY nanueHnToB ¢ HapyuieHueM QyHkiuu nederu 112 1 AUC amnogunuHa yBennuubaetcs. [Ipuem
aMmJIOAMIMHA HEOOXOIMMO HadaTh C Haumbojee HHU3KMX JI03 M COONoJaTh  Mepbl
MIPEIOCTOPOKHOCTH KaK B HayaJe JeUeHus, Tak ¥ P yBeIU4eHUH A03bl. [laninentam ¢ Tsxenoin
MEYEHOYHONM HEIOCTaTOYHOCThIO TMOBBIIATH J03Y CIEAYeT IOCTENeHHO, obecreynBas
THIATENbHBI MOHUTOPUHT KIMHUYECKOT'O COCTOSHUSI.

He npoBomunoce uccnenoBanuii npenapata TPUIINIATEH3 y mnamueHTOB ¢ TNEYEHOYHOUH
HEJOCTAaTOYHOCTHIO. YUHUTHIBAs BIUSHUE Ka)KJI0OTO KOMIIOHEHTA, BXOJISAIIETO B COCTaB IIpernapara,
o otxensHOCTH, npenapat TPUIIJIATEH3 npotuBonokasan nanueHTaM ¢ TSHDKEJIOH CTENEHbBRO
MEYCHOYHOM HEIOCTaTOYHOCTH, a Takxke TpeOyeT 0co00i OCTOPOXKHOCTH NpU Ha3HAUYEHUU
MalMeHTaM C YMEPEHHOH U JIETKON CTENEHbIO0 MEYEHOYHON HE0CTATOYHOCTH.

AMJITOIMTIIVH/WHIATAMU Y T PUHIOTIPUIT

Hapywenue ¢pynxyuu nouex

[Tpenapar npoTUBOMOKA3aH MAlUEHTaM C TsDKesbiM HapyiieHrneM ¢yakiun novyek (KK menee 30
MJI/MHH) (cM. pazzaen 4.3).

VY manueHToB ¢ yMepeHHbIM HapymenueM ¢yHkinu nouek (KK 30—60 mur/MuH) mpoTHBOIIOKa3aHO
npumenenne mpenapara TPUIIJIATEH3 B po3upoBkax, coaepkamux 8 MI MEpUHAONPUIIA U
2,5 mr napanamuna (t.e. go3upoBku npenapara TPUITJIATEH3 5 mr + 2,5 mr + 8 mr u 10 mr +
2,5 mr + 8 mr).

VY HEKOTOpBIX MAlMEHTOB C apTePUAIBbHON THIEepTeH3Uel 0e3 MpeAlIecTBYIOIIEr0 0OYeBUIHOTO
HapyuieHus: (yHKIHUU MOYEK MOTYT MOSBUTHCS JabOpaToOpHble MpHU3HAKU (YHKIIMOHATBHOU
MOYEYHON HEN0CTAaTOYHOCTH Ha (OoHE Tepanuu. B sToM ciydae jedeHue MpenapaTtoM Cleayer
MPEKPATUTh C JaJbHEUIIEH BO3MOXKHOCTHIO BO300HOBUTH KOMOMHUPOBAHHYIO TEpaIuio,
UCIONIb3Ysl HM3KHE J03bl IMpernapara, JMOO HCIONb30BaTh KOMIIOHEHTHI MperapaTa B peKuMe
MOHOTEPAIHH.

TakuMm manueHTaM HEOOXOIUM PEryNSPHBIA KOHTPOIb COAEPIKAHMS MOHOB KaIUsS M KpEeaTMHUHA
B CBIBOPOTKE KPOBU — Uepe3 2 HEJIENIU MOCie Hayana Tepaniy U B JaTbHENIIeM Kaxaple 2 MecsIia.
[ToueyHast HEAOCTATOYHOCTH B Yallle BOSHUKAET Y MAIMEHTOB C TSHKEION XPOHMYECKOHN cepaeuHon
HEJOCTAaTOYHOCTHIO WJIM MCXOJHBIM HapylieHHeM (YHKIIMHM MOYeK, B TOM YHCIIe MPU CTEHO3e
MOYEYHON apTepHH.

IIpenapat TPUIIJIATEH3 He pexoMeHI0BaH MalMeHTaM ¢ JBYCTOPOHHUM CTEHO30M IOYEYHBIX
apTepHil WM CTEHO30M apTepHH eTUHCTBEHHON (DYHKIIMOHUPYIOIIEH TTOYKH.
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Cy1ecTByeT pucK apTepuanbHON TMIIOTEH3UU WK noteatiott %%@rﬁjggﬂk)@&q};ﬁmjﬁ et

XpPOHUYECKOM CEpJIEYHOM HEAOCTaTOYHOCTH, OOE3BOKMBAHUS M CHMKEHHUS COJEp’KaHus
JIEKTPOJIMTOB B IUIA3ME€ KPOBU M T.[.): IIPU HEKOTOPBIX NATOJOTMYECKUX COCTOSHUSAX MOMKET
oTMeydathcsi 3HauuTenbHas akTuBauusi PAAC, 0COOCHHO NpH BBIPAKEHHOH THIIOBOJIEMHH U
CHWKCHUH COJICP)KAHUS DJICKTPOJIUTOB IUIa3Mbl KpoBU (Ha (hoHe OeccoyieBOW IHETHl WU
JUINTENBHOIO MpUeMa JUYPETUKOB) Y MAIMEHTOB C UCXOJHO HU3KUM AJl, CTEHO30M MOYE€YHOU
aprepud (B TOM 4HCJI€ JIBYCTOPOHHHM), XPOHHUYECKOH CEpJEYHON HEJOCTaTOYHOCTHIO WIIU
LUPPO30M IEUYEHHU C OTEKAMU U ACLIUTOM.

bnokama PAAC unru6uropamu AII®D MoxeT COMpOBOXKAATHCS PE3KUM CHIKeHHeM A/l n/mmm
MOBBIIIEHUEM KOHLIEHTPALMU KPEaTWHUHA B IIJJa3M€ KPOBHU, CBHJIETEJIbCTBYIOLIUM O Pa3BUTUU
(YHKIIMOHATIBHOW MOYEYHON HEIOCTaTOYHOCTH. JTH SIBICHUS Yallle HaONI0Aal0TCs MU MpUeMe
MepBOM J03bI Npenapara Uik B TEUEHUE MEPBbIX JABYX HeZenb Tepanuu. Horaa aTu cocTosHus
pa3BHUBAIOTCS OCTPO U BpeMs X Hauyaja MOXET BapbUpoOBaTh. B Takux ciayyasx BO30OHOBIATH
TEepanuio pPEKOMEHJYeTcs HadyuHas c Ooyiee HU3KUX [103, MOCTENEHHO WX YBenuuuBas. Y
nanuentoB ¢ MUBC u nepeOpoBackysipHbIMUA 3a00JIeBaHUSIMH pe3koe CHibkeHue AJl moxker
MIPUBECTH K UHPAPKTY MHOKApAa UM HApYIIEHUIO MO3TOBOr0 KPOBOOOpAIllEHN .

TuazuaHble U THA3KUIONOA00HBIE TNYPETUKU IPPEKTUBHBI B ITOJIHON Mepe TOJIBKO y MAIUEHTOB C
HOPMaJIbHOW MJIM HE3HAYUTENIbHO HapyILIeHHON (pyHKIMel 1movek (KOHIIEHTpals KpeaTHHUHA B
MJ1a3Me KPOBH Y B3POCIIBIX TTAITUEHTOB HIDKE 25 Mr/i uiu 220 MKMOJTB/T). Y TTAIMEHTOB MOKHIIOTO
BO3pacTa ypOBEHb KpEaTHHHHA CJIeIyeT OLIEHUBATh C YU€TOM BO3pPacTa, MacChl Teja U MoJia.

B navane nedyeHuss AMypeTHKaMH y MAIlMEHTOB M3-3a TMIIOBOJEMUM U THIIOHATPUEMHH MOMKET
HAOJII01aThCSl BPEMEHHOE CHIDKEHHE CKOPOCTH Kiy0oukoBoii ¢unbrpanun (CK®) u moBbIeHne
KOHIIEHTPAllMi MOYEBUHBI U KPEaTHHHHA B TUIa3Me KPOBH. JTa TpaH3UTOpHas QyHKIMOHAIbHAS
MoYeyHasi HEeIOCTaTOYHOCTh HE OMacHa JUIs MalUeHTOB C HEU3MEHEHHOW (yHKUueH Modexk,
OJIHAKO Yy MAIMEHTOB C HMCXOJHOW IOYEYHOW HEIOCTATOYHOCTBIO €€ BBIPAXKEHHOCTh MOKET
YCUIIUTBCS.

[TanMeHTsI ¢ MOYEYHON HETOCTATOYHOCTHIO MOTYT IPUHUMATh AMJIOAWIINH B CTAHJAPTHBIX 103aX.
N3meHeHns nua3MeHHbIX KOHIIEHTPALMM aMJIOAMIIMHA B IJIa3ME HE KOPPEIUPYIOT CO CTENEHBIO
HapylLIeHUs] PYHKIINU MTOYEK.

CnenuanbHbiX HccienoBaHuid mo npuMeHeHuto npenapara TPUIIJIATEH3 npu mnouedHoit
muchyHKIuM He npoBoawiiock. [Ipu npumenenun npenapata TPUITIJNIATEH3 npu mHapymeruun
GYHKIMM TOYEK CleqyeT Y4HUThIBaTh A(PQEKThl, OTMEUYEHHbIE IPU MpHUEME OTAEIbHBIX
KOMIIOHEHTOB IIpernapara.

CoOeporcanue uonos Kanus 6 niazme Kposu

CoBMecTHas Tepanusi MHAANAMUJOM, NEPUHIONPHIOM M aMJIOJUIIMHOM HE NPEJOTBpaIlaeT
pa3BUTHE THIOKAJIMEMUH, B OCOOCHHOCTH y NAllMEHTOB C CaxXapHbIM JTUa0ETOM WM MOYEYHOMH
HeZocTaToyHOCThI0. Kak M B ciyyae NpPUMEHEHUs IPYTUX AHTUTMIIEPTEH3MBHBIX CPEACTB B
KOMOUHAIMK C JUYPETUKOM, HEOOXOAUM DEryJsipHbIH KOHTPOJIb COJAEpXKAHHUS MOHOB Kallus B
IIJ1a3M€ KPOBH.

I'unepkanuemMust MOXKET pa3BUBATHCS Y HEKOTOPBIX NAIIMEHTOB BO BPEeMs JIEUEHUsI HHTHOUTOpaMHU
AIl®, B ToMm uncne u nepunponpuioM. Muarnb6uropsl AII® MoryT BbI3BaTh THIEPKATUEMHMIO,
MIOCKOJIBKY OHU MHTUOUPYIOT BBICBOOOXKAEHUE albJocTepoHa. [laHHbI 23pPeKT 0ObIYHO HE UMeeT
KJIMHUYECKOTO 3HAYEHUS Yy MAlMeHTOB C HOpPMaIbHOM (yHKUuel mouyek. dakropamu pHcKa
TUIEPKATMEMHUH SBJISIIOTCS TOYeYHasi HeIOCTaTOYHOCTb, YXYALICHHE (PYHKIIUN OYeK, MOKUIOH
Bo3pact (> 70 net), caxapHblil JabeT, HEKOTOPbIE COIMYTCTBYIOLINE COCTOSIHUS (JIeruaparTarus,
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ocTpas JCKOMIIEHCALMs CEpICUHOM JeATeNbHO¢TH, MeThOO et ALh05); ObBPeMeH b

pUeM KaluiicOeperaronmx ANyPeTHKOB (TaKuX KaK CHUPOHOJIAKTOH, SIUIEPEHOH, TpUaMTepeH,
aMWJIOpH]T), TIPENapaToB Kajlus WM KaluicoiepkKalluX 3aMEHUTENIEN MUIIEBONW COMM, a TAaKXKe
NPUMEHEHHE JPYTUX CPEICTB, CIIOCOOCTBYIOIIMX ITOBBIIICHUIO COJEPXKAHMS HOHOB KalHs B
ia3Me KpoBU (Hampumep, TenapuH, KO-TPUMOKCA30j, T.€. KOMOMHAIMs TPUMETONPUM -+
Cynb(haMeToKCca30jl) U OCOOCHHO AaHTAaroHWCTOB anbaoctepona wm APA |l. [lpumenenue
MUIIEBBIX T00aBOK/TIpenapaToB Kallusl, KaJHiicOeperaloniinx TNyPEeTUKOB HITH KaJTHICOAEPKAIINX
3aMEHUTEJIEN MUIIEBOW COJM MOXET NPUBECTH K 3HAUYUTEIHHOMY IOBBIIIEHUIO COJEp’KaHUs
KaJHsi B KPOBU, OCOOCHHO y MTAIIMEHTOB CO CHMYKEHHOW (yHKIMEH mouek. [ urnepranruemMust MOKeT
MIPUBECTH K CEphe3HBIM, MHOT/IA (paTabHBIM HAPYIICHUSM pUTMa cepana. KamumiicOeperaromuie
muypetukd U APA |l crienyer mpuMeHSTH C OCTOPOXKHOCTBIO y MAllMEHTOB, MOJIYHaIOLIUX
uHruouropel AIl®; Taxke cieqyer KOHTPOJUPOBATH YPOBEHb Kallusi B CHIBOPOTKE KpPOBU U
¢yakuio noyek. Eciu HeoOXoauM KOMOMHMpOBAHHBIM IMPHUEM YKa3aHHBIX BBIIIE CPEJICTB,
JIeYEeHNE JOKHO IIPOBOJIUTHCS C OCTOPOKHOCTBIO, Ha (DOHE PEryJIsipHOTO KOHTPOJISL COJIEpKaHuUs
HMOHOB KaJIus B CBIBOPOTKE KPOBH (CM. paznen 4.5).

Tepanuss THAa3UAHBIMU W THA3UAONOJOOHBIMHM JWYPETUKAMM CBfA3aHa C PHCKOM pa3BUTHUS
runokanueMuu. ['MmokamuemMuss MOXKeT BbI3BaTh MbIlIEUHbIE paccTpoiicTBa. Coobmianock o
cilydasix pabloMHOJIN3a, B OCHOBHOM Ha (oHe Tspkenol runokanuemund. HeoOxoaumo mzberarsb
runokaarueMun (MeHee 3,4 MMOJIB/JT) y CIEAYIOIUX KaTerOPHiA MAIMEHTOB U3 TPYIITbI BICOKOTO
pHCKa: MAIMEHTOB IMOXKHJIOTO BO3PAcTa W/WIIM HCTOIICHHBIX TMAlMEHTOB (JaXke eCIM OHH He
M0JIy4al0T COYETAHHYIO MEIMKAMEHTO3HYIO0 TEPAIHIO), MAIIUEHTOB C LIUPPO30M MEYEHU C OTEKaAMHU
W acCIMTOM, I[IAIllUEHTOB C HWIIEMHUYECKOH OONEe3HBI0 cepila, XPOHHUYECKOW CepIeHHON
HEJOCTaTOYHOCThI0. ['MnokalueMus y STHX MalUEHTOB YCHUJIMBAET TOKCUYECKOE JEHCTBUE
CepJICUHBIX INIMKO3UI0B U TOBBIIIAET PUCK PA3BUTHUS APUTMHUH.

K rpynmne pucka Taxxe OTHOCSTCS MAUEHTHI ¢ YUIMHEHHBIM HHTepBajioM QT, npu sTom He umeeT
3HAYEHUS, BHI3BAHO 3TO YBEJIUUYCHHUE BPOXKACHHBIMH IPUYUHAMU WIIH IEHCTBUEM JIEKApCTBEHHBIX
CPEICTB.

l'unokanuemusi, kak U OpaauKapAus, CIIOCOOCTBYET Pa3BUTUIO TSKENBIX HApYIICHUH pUTMa
cep/iia, B 4aCTHOCTU MOTUMOPGHOM KelTyJ0UKOBOM TaXUKapAUU TUIIA KITUPYIT», KOTOPASI MOKET
ObITh (paTanbHON. Bo Bcex ONMUCaHHBIX BBIIE CIydasX HEOOXOIUM PEryJSIPHBIM KOHTPOIb
COJiep>KaHus MOHOB Kanusi B IutasMe KpoBu. llepBoe m3aMepenue copep:kaHus HWOHOB Kallvs
clIelyeT MPOBECTH B TEUEHHUE NIEPBOI HEJIENH M0CIIe Havaja Tepanuu.

[Ipu BBISIBIIEHUU TUIIOKATHUEMHH JOJHKHO OBITH HA3HAUYEHO COOTBETCTBYIOLIEE JICUECHHUE.
['umokanuemus, BISIBICHHAsI B COYETAHUN C HU3KOM KOHIIEHTpallMell MarHus B ChIBOPOTKE KPOBH,
MOXXET OBbITh PE3UCTEHTHOW K JIEYCHHIO, €CIM HE KOPPEKTHPOBATh COAEpKAHHE MarHus B
CBIBOPOTKE KPOBHU.

Tlayuenmul nosicunoco eo3pacma

[lepen Hayamom mpuemMa mpenapara He0OXOAUMO OLIEHUTh (PYHKIMOHAIBHYIO aKTUBHOCTD IMOYEK
U coJiep’KaHHe MOHOB Kajus B IUIa3Me KpoBU. B Hauane Tepamuu 103y Iperapara moaduparor,
YUUTHIBasl CTeNeHb CHWKEHUs AJ[, ocoOeHHO B Cilydae CHIDKEHUS O0beMa IHPKYIHPYIOIIeH
kpoBu (OLIK) u mortepu snekTponutoB. [logoOHBIE Mephl TO3BOJSAIOT H30€kKaTh PE3KOTO
cHwkeHus AJl.

VY NOKUJBIX MAIUEHTOB MOBBIIIATH 03y Mpenapara cleAyeT C OCTOPOKHOCTBIO (CM. pazens! 4.2
u5.2).
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 02.09.2024 N= 18413
(MOCNEOCBATENEHOCTE 0002)

CropTcMeHbl

[Ipn Ha3zHayeHMM Mpenapara CIOPTCMEHAM CIEQYeT YYMTHIBaTh, YTO IIpEnapaTr COJAEPKUT
JEUCTBYIOLIEE BEIIECTBO (MHIANaMKJ), KOTOPOE MOXKET JaBaTh IOJOXKUTEIBbHYIO PEAKLUIO IIPU
JONIUHI-TECTaX.

4.5. B3aumojgeiicTBHe ¢ JPYrMMH JE€KAPCTBEHHbBIMHM IMpenaparaMd W JApPyrue BH/bI
B3aUMO/IeCTBUA

JlaHHBIE KIMHUYECKUX MCCIIeIOBAHUN TTOKA3bIBAIOT, UYTO JIBOHAs OJI0Kaaa peHHH-aHTMOTEH3HH-
anbaocteponoBor cuctembl (PAAC) B pe3ysbrare OJHOBPEMEHHOI'O MpUEMa HCIOJIb30BAHUS
uHru6uTopoB AII®, APA Il unu anuckupeHa NpUBOIUT K YBETUYCHUIO YaCTOTHI BOSHUKHOBEHHS
TaKMX HEXeNaTeIbHBIX peaKklui, KaK apTepralibHas TUIIOTEH3Us], TUIIEpKaIUeMUs U HapylleHue
GyHKIMHM TOYeK (BKIIOYAs pa3BUTHE OCTPYIO MOUYCUHYIO HEJOCTATOYHOCTB), MO CPABHEHHIO C
CUTyallMsIMH, KOT/Ia MPUMEHSETCS TOJIbKO OJMH Ipenapar, BoszaedcTByromuii Ha PAAC (cm.
paznenst 4.3,4.4u5.1).

Jlexapcmeennvle npenapamol, nOSbIULAIOWUE PUCK AHSUOHEBPONUYECKO20 OMeKd

CoBMmecTHOe mnpuMeHeHue uHTHOUTOpoB AIID ¢ komOumHanumeil BancaptaH + cakyOUTpuI
MIPOTHBOITOKA3aHO, TaK KaK 3TO YBEINYHBAET PUCK aHTHOHEBPOTHYECKOTO OTeKa (CM. pazaeins 4.3
u 4.4). llpumeneHrne KOMOMHAIIMK BajicapTaH + CaKyOMTPHJI BO3MOXXHO HE paHEEe 4eM uepes
36 "acoB mocie TMPUMEHEHHUs TOCIEAHEH 03Bl MEepHHIONpHIa. [I[puMeHeHne MepuHIoIpuIa
BO3MOXKHO HE paHee 4eM uepe3 36 4acoB mociie MPUMEHEHHUs IMOCISIHEeH 103bI KOMOWHAIIUU
BaJicapTaH + cakyOuTpwi (cM. pazaensl 4.3 u 4.4).

CoBmecTHOe TpuMeHeHHE HMHruOuUTOpoB AIID c panekamgorpwioM, uaruomtopamu mTOR
(HampuMep, CHPOJMMYCOM, 3BEpPOJIMMYCOM, TEMCHPOJIUMYCOM) U TJIMNTUHAMHU (HAIpUMeED,
JUHATJTUNTHHOM, CAKCarJUNTHHOM, CUTArJUNTHHOM, BWJIIATJIMIITUHOM) MOXKET MPUBECTH K
MTOBBIIICHUIO PUCKA aHTHOHEBPOTUUYECKOTO OTeKa (CM. paszaen 4.4).

IIpenapameul, @vizvigaroujue 2unepraruemuro

Hecmotps Ha TO, 4TO ypOBEHb Kallusl B CHIBOPOTKE KPOBU OOBIYHO OCTAETCS B MpE/esiax HOPMBI,
Yy HEKOTOpbIX ManueHToB, npuHumaromux npenapatr TPUITJIATEH3, moxer BO3HHMKHYTH
runepkanuemusa. HekoTtopele mpemnapaTsl MOTYT MHOBBILATH PUCK PA3BUTHS THUIIEPKATAEMHMU:
QIUCKUPEH, COJIM Kalud, KanuicOeperamomue AUypeTUKH (HapuUMep, CHHPOHOJIAKTOH,
TpuaMTepeH  wWiau  amuiopun), wuHruoumropsl  All®, APA Il  HecrepoumHbie
npotuBoBocnanutenpHpie npenapathl (HIIBII), remaputbl, UMMYHOAEHPECCAHTHI, HAIPUMEP
[UKJIOCIIOPHH HWIJIK TaKPOJUMYC, TPUMETOIIPUM M KO-TPUMOKca30d (cyibdamerokcason +
TPUMETOIPHUM), TTOCKOJIBKY TPUMETOINPUM, KaK U3BECTHO, NEHCTBYET KaK KalukicOeperaromuii
JUYPETUK aMUIIOPHUL.

Onnopemennoe npumenenue npenapara TPUIIJIATEH3 ¢ atumu cpeacTBamMu NOBBIIIAET PUCK
pasButus runepkaauemuu. Iloaromy coBmectHoe mpumenenue npenapara TPUIIVIATEH3 c
STUMH CPEACTBaMU HE pekoMeHayercs. Ecim Heo6X0MMO COBMECTHOE MPUMEHEHHE, UX CIIeayeT
MIPUMEHSTH C OCTOPOKHOCTBIO U € YaCThIM KOHTPOJIEM YPOBHSI KaJlusl B CBIBOPOTKE KPOBHU.
[TpoTHBOIOKa3aHHBIE COUETAHNUS JIEKAPCTBEHHBIX CPEJICTB (CM. pa3zaen 4.3)

Anuckupen u 1exapcmeenHvle npenapanmol, COO0epAucaujue anucKupet

CoBmectHOe mnpumMeHeHHe HHruOuTopoB AlID ¢ mpemaparamu, colepXkalldMH AIUCKUPEH,
IIPOTHBOIIOKA3aHO Y MALMEHTOB C CaxapHbIM AWA0ETOM W/WIM YMEPEHHBIM MIIH TSHKEIbIM
HapyIIeHHeM QyHKIIUHU oYeK (CKopocTh Kiy6oukoBoit punbtpamuu (CK®) < 60 mu/mun/1,73 m?
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IUIOLIaM IOBEPXHOCTU Teja), TaK Kak BO3{ACTAET HE'%EE&E&{“OE%H%EEKEEQQMHH,

yXyaumieHus: (yHKIUM TIOYEeK, MOBBIMICHUS YacCTOThl CEPACYHO-COCYIUCTBIX COOBITHHA H
CEpPACYHO-COCYUCTOM CMEPTHOCTH.

Anumazonucmul peyenmopoé aneuomensuna 11

CoBmectHOe mnpumeHeHue uHruOutopoB AII® c¢ APA II mportuBonokazaHo y HalUeHTOB C
nraberudeckoi HedponaTuei (cm. pazaen 4.3).

Oxcmpakopnopanvhbie Memoovl Jiederus

DKCTpakopIiopajabHble METOJbl JIEUEHUS, NPUBOIAIINE K KOHTAaKTy KpPOBU C OTPULATENIBHO
3apsDKEHHBIMU  TTOBEPXHOCTSAMH, TaKWE€ KaK JUAIN3 WIA TeMOQUIbTparus € HEKOTOPHIMH
BBICOKOIIPOTOYHBIMU MeMOpaHaMu (HampuMep, MOJUaKpUIOHUTPUIIOBEIE MeMOpaHbl) u adepes
JUIONPOTENHOB HU3KOMN TUNIOTHOCTH C MCMOJIb30BAaHUEM JIEKCTpaHa CyJib(ara, MPpOTUBOIIOKA3aHbI
M3-3a TIOBBIIIEHHOTO PUCKA Pa3BUTHUS TSHKENBIX aHA(DUIAKTOUIHBIX peakuuit (cMm. pasznmen 4.3).
Ecnu takoe neueHre He0OX0IMMO, CIIEAYET PACCMOTPETh BO3MOKHOCTh UCITOJI30BAHUS IPYTOro
TUMA JUaIU3HOW MeMmOpaHbl WM NPUMEHEHHUS JPYyroro Kiacca aHTUTHIEPTEH3UBHBIX
IIpenapaToB.

Hepekxomenoyemvle couemanus nekapcmeeHubix cpeocms

HeiicTBy1omee Onucanue MeXaHU3Ma B3aUMOeCTBUS

BEeIIECTBO

JlekapcTBeHHbIH
npenapar, ¢
KOTOPbIM
YCTAHOBJICHO
B3anMojieiicTBIE

Amnoounun

Jantponen
(BHYTpHBEHHOE
BBEJICHUE)

YV nabopaTOpHBIX )KUBOTHBIX OBLTH OTMEYCHBI CITydan
GUOPHIIIAIAY HKEITYJOYKOB C JIETaJIbHBIM UCXOJIOM U
KoJutaricoM Ha (oHE TNPUMEHEHHsI BeparaMmmia |
BHYTPHUBEHHOT'O BBEJICHUS JTAHTPOJICHA,
CONPOBOXKIABILIMECS TUIEpKanueMueil. Bcnenctue
PHUCKA Pa3BUTHUS THIEPKATHEMHUH CIICTyEeT HCKIIOYUTh
OJIHOBPEMEHHBIA TPUEM OJIOKATOPOB «MEIJICHHBIX)
KaJIBIIMEBBIX KAHAJIOB, B TOM YHCJIC aMJIOJUIIHMHA, Y
3J10KaYeCTBEHHOM

ITallMCHTOB, IIOABCPKECHHBIX

TUIICPTCPMHUUN, a TaKXEC Ipu JICUCHU N

3J10KaYeCTBEHHOM THUIICPTCPMUHN

I'pefindpyT W

rperndpyToBbIi COK

OnHOBpEeMEHHBIH npueM aMJIOTUTTHA u
ynotpebieHue rpeindpyToB win rperrnpyToBoro
COKa HE PEKOMEHJYeTCsS B CBSI3U C BO3MOXKHBIM
NOBBIIICHUEM  OMOJOCTYIMHOCTH  aMJIOJMIIMHA Y
HEKOTOPBIX MAI[MEHTOB, YTO, B CBOIO OYEPE/lb, MOKET

IPUBECTH K yCHIIEHHIO 3((eKTOB CHUKEHUS A/l

Ilepunoonpun

ATUCKUpPEH

VY nmanueHToB, HEe UMEIOIIUX CaXxapHOro auabeTra win
HapyueHus: GyHKIUHN MOYeK (CKOPOCTh KIIyOOUKOBOM
¢unprpamuu (CK®) <60 mn/mun/1,73 M’ TUTOIIAIH
MOBEPXHOCTH TeJla), BO3MOXKHO IOBBIIIEHHE pHUCKa
TUNEPKAINEMUH, YXyALIeHUus (QYyHKIMA T[O0YeK |
HOBBIIIEHUS] CEPACYHO-COCYMCTON 3a00JIeBaEMOCTH

u cMepTHOCTH (cM. pazaen «Ocolbie yKazaHUs»)
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

CoBMecTHag B 1w repaTyp'el "c'(')'od'ﬁz‘zﬁ'i‘(')'E'E;' lﬁJrH:"_{/""'rla{Lﬁ/féH'TblB' C
Tepanus C | YCTaHOBJIEHHBIM aTEPOCKIEPOTUUECKUM
WHTUOUTOpAMU 3a00JIeBaHUEM, XPOHUYECKOU cepaeuHon
AllD U | HEJIOCTATOYHOCTRI0O WM CaXxapHbIM JuUabeToM C
OsokaTOopamMu MNOpPaXECHUEM OpPIraHOB-MUIIECHEN, OJHOBPEMEHHAs
peLenTopoB teparmust uarHOUTOpoM AIID m APA Il cBsizaHa c
QHT'MOTEH3UHA 0osee BBICOKON 4YacTOTOW pa3BUTHUS TUIOTEH3UU,
00MOpOKa, THIIEPKAIMEMHUH U yXyAUIEHUs] QYHKUUN
MOYEK (BKITIOUAS OCTPYIO MOYEUHYIO
HEJ0CTaTOYHOCTh) 110 CPABHEHHUIO C INPUMEHEHHEM
TOJILKO OJIHOTO Ipenapara, Biausitouiero Ha PAAC.
JIBoitHast Onokana (Hampumep, MpU COYETAHHUH
unruduropa AIl® c¢ APA |l) nomkHa ObITH
OTrpaHHuY€Ha OTJEJBbHBIMU CIIy4asMH C THIATEIbHBIM
MOHHUTOPUHIOM (PYHKIIMH MOYEK, COAEPIKAHMSI Kallus
u AJl (cm. paznen 4.4)
OcTpaMyCTHH CoBMecTHOE TNpPUMEHEHHE MOXET TPUBECTH K
MOBBILIIEHUIO pUCKA TOOOUYHBIX 2PPEKTOB, TAKUX KaK
AHTMOHEBPOTUYECKHUM OTEK
KamuniicOeperaromue | ['unepkanuemuss (¢ BO3MOXHBIM  JICTAJIbHBIM
TUYPETUKH  (TaKHe | UCXOJOM), OCOOEHHO TMpH HapylmeHUH (YHKIUH
KaK TpUaMTEpEH, | ToUeK (JomoJIHUTENbHbIE A((EKThI, CBsS3aHHBIC C
aMUJIOpU[),  COJH | THIEPKATHEMHEH ).
Kanus Coueranue MNEepUHAONPHIA C BBIECYIOMSIHYTBIMU

JICKapCTBCHHBIMH TIpenapaTaMu He PEKOMEHIYETCs
(cm.  pazpmen  4.4). Ecmm, MeHee,
OJTHOBPEMEHHOE TIPUMEHEHHE MOKA3aHO, UX CICIyeT
NPUMEHSTh, COOJIO/Iast MEphl MPEIOCTOPOKHOCTH U
PETYJISIPHO KOHTPOJIUPYSl COJEpXKAHHE Kaluus B
CBIBOPOTKE KPOBH.

TEM HE

Oco0OeHHOCTH TNPUMEHEHHS CIIMPOHOJIAKTOHA TIPH
XPOHUYECKOW CepJAeYHON HEIOCTATOYHOCTH OITMCAHBI
B nojapazzaeine «CoueTaHus JICKapCTBEHHBIX CPEJCTB,
TpeOyromire 0co00ro BHUMAaHUS

Ilepunoonpun/
Hnoanamuo

[IpenapaTsl TUTHS

[Ipu coBMECTHOM NMPUMEHEHUH MPENAPATOB JUTHUS U
uHrubutopo AlID Moxker BO3HHUKATh OOpaTHMOE
MOBBIILICHUE COJEPKaHUS JIMTUSL B IJIa3M€ KPOBH M
CBA3aHHBIE C OTUM  TOKcHYeckue  3(PPeKTsl.
IIPUMEHEHUE KOMOHHAIIUU
MIEpUHIOIIPUIIA U UHAANIAMUA C IIpErapaTaMu JINTHS
HE peKoMeHayeTcs. B ciyyae He0OX0AMMOCTH TaKoi

TCparnun JOJDKCH MpOBOAUTHCA perJ’IHpHHﬁ

CoBMecTHOE

KOHTPOJIb COACPKaHMS JTUTHS B TUIa3Me KPOBHU (CM.
paznen 4.4)
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ATENBEHOCTE 0002)

HeiicTByroiee
BeLLeCTBO

JlekapcTBeHHbI
npenapar, ¢ KOTOpbIM
YCTAHOBJIEHO
B3auMoO/ielicTBHe

Onucanue MexaHH3Ma B3aNMMO/eicTBHSA

Amnoounun

Wupykropsl  n3odepmeHTa
uutoxpoma CYP3A4

HpI/I COBMCCTHOM INPHUMCHCHUU H3BCCTHBIX
CYP3A4
aMJIOJUIIMHA B IIJIa3M€ MOKET BaApbHUPOBATHCA.

WHIYKTOPOB KOHIEHTpaLUs

[losTomy  HE00XOAMMO  KOHTPOJUPOBATh
apTepHalIbHOE JIaBJIEHUE U KOPPEKTHUPOBATh
7103y KaK BO BpeMsl, TaK 1 M1OCJIE COBMECTHOI'O
OPUMEHEHHUS. C MOIIHBIMM HHJIyKTOpaMu
CYP3A4 (manpumep, c

pudamMnuuH, 38€po00 MPOBIPSABICHHBII)

TaKUMHU KakK

HNuruburtopsr u3odepmenta
uutoxpoma CYP3A4

CoBMecTHOE TNpPUMEHEHHE aMIIOAUIHNHA MU
MOILHBIX JINOO YMEpPEHHBIX HWHTHOUTOPOB

CYP3A4
IPOTUBOTPUOKOBBIE

(MHTUOUTOPBI poTeassbl,

nmpenaparsl  TpYyMIbI

a30J10B, MaKpOJIUIbI, Hanpumep
SPUTPOMMIIMH

BepanaMuil WM JUJITHA3EM, TaKPOJIUMYC)

1581078 KJIApUTPOMMIIVH,

MOXKET IPHUBCCTH K CYIICCTBCHHOMY
YBEIIMYCHUIO KOHIICHTPAIMH aMJIOJUITHHA.
KiuHn4yeckne  MpOSIBICHHMS — yKa3aHHBIX
(bapMaKOKHHETUYECKUX OTKJIOHCHHH MOTYT
ObITh 0OOJIeE BBIPAXCHHBIMU Y IIAIIICHTOB
MIOYKWJIOTO BO3pacta. B cBs3HM ¢ 3TUM MOXET
noTpeOOBaThCS MOHUTOPHHT KIMHUYECKOTO
COCTOSIHUSI M KOPPEKITHS JT03BI.

Mmeercss TOBBIICHHBI PHCK  Pa3BUTHUS
TUIIOTOHUM Y  TAIMCHTOB,
OJTHOBPEMEHHYIO
KJIApUTPOMHUIITHOM "
Pexkomenyercs TmaTenpHOe HaOMIOICHHUE 32
COCTOSIHUEM TTAlIMEHTOB TPU OJHOBPEMEHHOM
NPUMEHCHUU aMJIOIMTIHA u

KIIapUTpOMHUIIMHA

MOJTYYaOIIUX
Teparnuio
aMJIOJIUITUHOM.

Huoanamuo

[Ipenapatsi, CIOCOOHBIE

BBI3bIBaTh  MOJIUMOP(HYIO
KEITyJOYKOBYIO

TaXUKaApAHUIO TUIIA KITUPYIT»

N3-3a  pucka pa3BuUTHS
cienyer coONIoaTh  OCTOPOXKHOCTH NP
OJIHOBPEMEHHOM HAa3HA4Y€HMM MHJANaMuja C
mpemnapaTamMi, — CIIOCOOHBIMH  BBI3BIBATh

HOJ'II/IMOp(l)Hy'IO JKCIIYJOUYKOBYIO TaxXUKapAUIO

THITIOKaAJIMCMHHU

TUIA «IHPYIT», BKIOYAs yKa3aHHbIE HUXKeE,
HO HE OTPaHUYNBAsACH:

. aAHTHAPUTMUYECKHE
KJj1acca Ia (Hammpumep,

Ipernaparsl
XUHUMH,
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° AHTUAPUTMHUUYCCKUC npenaparbl
kimacca I
noderunua, nOyTHIUA, OPETUITHIA, COTAJION);

(Hampumep,  aMHOJApOH,

. HEKOTOpbIE AHTUIICUXOTUYECKUE
npenapatel:  (EeHOTHA3UHBI  (HATpUMeED,
XJIOPIIPOMa3uH, uaMeMasuH,
JIEBOMENPOMa3uH, TUOpPUJIA3UH,
Tpuduryoriepasut); OCH3aMHIbI (HAIPUMeED,
aMUCYJIBIIPUZ,  CYJIBIUPUJ,  CYJIbTOIPHU],
thanpun);  OyTupodeHOHBl  (Hampumep,
JIPOTIEPUION, TAIIOTIEPUION);

. JIpyrue AHTUIICUXOTUYECKUE
npemnaparsl (HanpuMmep, MuMOo3u.);

. Ipyrue  mpemapartsl  (Hampumep,
oenpuau, U3aIpuU/I, mudeMaHu,
SPUTPOMHULIH B/B, rajiopaHTpuH,
MH30JIaCTHH, MOKCHU(IIOKCAIIMH,

NEeHTaMU/IMH, criap(ioKCalliH, BUHKAMUH B/B,
METaJI0H, aCTEeMH30JI, TEpPEHATNH).
Cnenyer NpeaynpexaaTh

TUIOKaINEMUH, pu HE00X0IMMOCTH
IIPOBOJIUTh €€ KOPPEKLHUIO; KOHTPOIMPOBAThH

pa3BHUTHE

unrepsan QT

Amdorepuniux B (B/B),
TJTIOKO- u
MUHEPATOKOPTHKOCTEPOHIBI

(mpu CHUCTEMHOM
Ha3HAYCHUH ),
TETPAKO3aKTH/I,
CllabUTEeNbHBIE  CPEJICTBA,
CTHUMYJIUPYIOIIHE MOTOPHKY
KHIICYHUKA

YBenudyeHne pucka pa3BUTHS TUITOKATUEMHH
(anmuTuBHBIN YD PEKT).

HeoOxoauM TOCTOSIHHBIA KOHTPOJIb YPOBHSI
KaJus B ia3Me KPOBH, npu
HEe0OXoauMoCcTH — ero Koppekiusa. Ocoboe

BHUMaHHEC CICAYCT YACIATH IIallMCHTaM,

OOIHOBPECMECHHO  IMIOJyYarolmunM  CEpACYHBIC
TJIMKO3HJBbI. PCKOMGHI[yeTCH HUCIIOJIB30BAaTh
cl1a0UTENbHBIE CpCacCTBa, HC

CTUMYJIMPYHOIIUC MOTOPUKY KHUIIICYHUKA

Cep,[[e‘IHLIe TJIMKO3HbI

l'unokanuemuss  W/uaM  TUIOMarHUeMus
YCUJIMBAET TOKCHYECKOe neicTBue
CepACUHBIX [JINKO3U/IOB. [Ipu
OJTHOBPEMEHHOM NPUMEHEHUH HHANaMuaa u
CEpIECYHBIX TJIMKO3UI0B clexyer
KOHTPOJIUPOBAaTh  COJEP)KaHUE KaIud U
MarHus B miasMe KpoBu, nokasatenu OKI u
Opu  HEOOXOJUMOCTH  KOPPEKTHPOBATh
TEPAIHIO

AmonypuHon

CoBMmecTHOE NPpUMCHCHUC C HHAAIIaMUIOM

MOXET COIIPOBOKAATHCA ITOBBIICHHBIM
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prcKoM ' PaskrTi peaklii - nosbiiCHHoil

YYBCTBUTEIBHOCTH K aJUIOMyPUHOIY

Ilepunoonpun | I'MIOrIMKEMUYECKHC ONUIEMHUOIOTUIECKHIE HUCCIIEI0OBAHUS
CpeacTBa (MHCYNMHBI, | IOKa3aJId, 4YTO COBMECTHOE IPUMEHEHHE
TATIOTJINKEMUAYECKHAE UHruONTOpoB All® M TUMOTTUKEMHUYECKUX
cpeacTBa  JUIsl  NpUeMa | CPeACTB  (MHCYJIMHBI, THUIOIVIMKEMHYECKUE
BHYTpPb) CpelacTBa Il IMpUeMa BHYTPb) MOXKET

YCWJINBATh  TUIOIIMKEMUYECKHH  3PPexT
UHCYJIMHA ¥ TUIIOIJIMKEMHUYECKUX CPEICTB
JUld TpUeMa BHYTPb BIUIOTH JI0 Pa3BUTHUS
runornukemMuu. Jlanaeiii 3Qdext BeposiTHee
BCEr0 MOXKHO HAO0JaTh B TEUEHUE MEPBBIX
HeZIeJb OJTHOBPEMEHHOM Tepaluy, a Takke y
NAIMEHTOB ¢ HapylleHneM QyHKIUHU MOYeK
KanuitnecOeperatomiue Y DnanueHToB, IOJYYarOIIUX JUYPETHKH,
JUYPETUKHU 0COOEHHO BBIBOJISIIINE KUAKOCTh W/UIIH COJIH,

B Ha4daJIC€ TEpalnuu NEPUHAOIIPHUIIOM MOXKET
HaOMIOAaThCsl upe3MepHoe cHiwkeHne All,
PUCK pa3BHUTHUA KOTOPOro MOXHO YMCHBIINTH
IIyTEM OTMEHBI IUYPETHYECKOrO CPEACTBa,
BOCITIOJTHCHUEM IMOTECPU KUAKOCTH WU conen
nepes HayajloM Teparuy NEPUHAOIPUIOM, a

TAaKXKC Ha3HAYCHUEM IICPHUHIOIIPUIIA B HHU3KOM

03¢ C JalbHEHIIMM IIOCTETIEHHBIM €€
YBEIMUYEHUEM.

[Ipy  aprepuaibHON  TUNEPTEH3UU Yy
NAlMEHTOB,  MOJYyYaloIllUX  JUYpPETHKH,

0COOCHHO BBIBOJISIIIINE KHUAKOCTh W/UIIH COJIH,
JTMYPETUKU JOJDKHBI OBITh 100 OTMEHEHBI 10
Havayia nmpuMeHenuss naruoutopa AlldD (mpu
KaJIMAHEeCOepeTaIMuil  JTUYpPETHK
MOXET OBIThH IMO3/IHEE BHOBb Ha3HAYECH), JIN0O
uHruoutop AIl® nomxeH ObITh HA3HAYEH B
HU3KOU J03€ C TaTbHEHIIUM OCTENIEHHBIM €€

3TOM

YBEIMUCHUEM.
[Ipn npuMeHeHUH AUYPETUKOB B Cllydae
XPOHUYECKOH CEepACYHOM HEAOCTATOYHOCTHU
uHruoutop AIl® nomxeH ObITh HA3HAYEH B
HU3KOH J103€, BO3MOXHO TOCJI€ YMEHBIIECHUS
JI03b1 IPUMEHSEMOr 0 OJTHOBPEMEHHO
KalMuiiHecOeperaroero AnypeTika.
Bo Bcex caywasx — ¢yHKuus
(KoHIIEHTpaIHs KpeaTHHHUHA)

KOHTPOJHMPOBATbCS B IEpBbIC
npuMeHeHHst uHruouropos AIID

MOYEK
OJDKHA
HeIeu

18




COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

ot 02.09.2024 N= 18413

Kanuiicoeperaromue

om0 OS> 9%

JUYPETUKHU (31IEpEHOH,

CIIMPOHOJIAKTOH)

CIIMPOHOJIAKTOHA B 103aX OT 12,5 mr 1o 50 mMr
B CYTKU M HU3KHX /103 HHTHOUTOpOB AlID:

IIpu
HenocraroyHoctu [I-IV  dyHkumonansHOro
NYHA ¢
JIEBOIO  KEJIyJ04YKa

Tepanuu XPOHUYECKOM cepAeuHOn

KJacca 1o  Kiaccudukanuu

pakuueit
<40 % u

UHIHOUTOpaMu

BEIOpOCa
paHee MPUMCHSBIIUMUCA
All® wu
CYIIECTBYET

«IICTIICBEIMH)
IUypeTUKaMu pHUCK
TUTIEpKaTUEeMUN (C BO3MOKHBIM JIETaTbHBIM
HCXO0JIOM), OCOOEHHO B ClIy4ae HeCOOII0ICHUS
PpEKOMEHTalnit OTHOCHUTEIBHO 3TOU
KOMOWHAIIUM TPETapaToB.

[lepen mpuMeHeHHEM NaHHOW KOMOWHAIIUU
JIEKapCTBEHHBIX MpErapaToB HEOOXOIUMO
yOeIUThCSI B OTCYTCTBHHM THUIEPKAUTUEMHUH M
HapymeHn PyHKITUU TTOYeK.

Pexomenayercs peryisipHO KOHTPOJIHUPOBATh
KOHIICHTPAIIMIO KpeaTHHUHA U KaJIus B KPOBH:
€XKEHEJICIbHO B TICPBBIA MECSIl JICUYCHUS |

€XKEMECSIYHO B TIOCIIEIYIOIIEM

PexoMOVHaHTHBIC TKaHEBbIC
aKTHBATOPHI TUIA3MHUHOTEHA
(rtPA, anremaza)

[TaniuenTsl, momydaBmme WHruouTOpHl AlID
U MOJTyYaroue anTeruiazy TUTSE
TPOMOOJUTUYECKONH TEpanuu TMPH OCTPOM
MOTYT

HOIEMHUYCCKOM  MHCYIIBTC, HUMETh

MOBBIIICHHBIN pUCK pa3BUTUA

AHT’MOHEBPOTHYCCKOI'O OTEKA

IHepunoonpun/

Huoanamuo

baxnoden Bo3MOXHO ycuileHHE aHTUTUIIEPTEH3UBHOTO
nerictBud. Cnenyer KoHTpoiupoBaTbh AJl u
GYyHKIHMIO TOYeK, TP HEOOXOIUMOCTH,
TpeOyeTcss KOppeKLUs 03bl TUIIOTEH3UBHBIX
penapaToB

Hecrepounnsie OpnHoBpeMEHHOE Ha3HAYEHHE WHTHOUTOPOB

MPOTUBOBOCIAIIUTEILHBIE ATI® u HIIBII (aneruiacanuipiioBas KUCIOTa

npenaparsl (HIIBII), | B 703e, OKa3bIBAIOIICH

BKJTIFOYAst MPOTUBOBOCIIATTUTEIILHOE NeiicTBHE,

AlETHIICATUIIMIIOBY IO UHTHOUTOPHI IuKI0o0KcureHassl-2 (L{OI-2) u

KHCJIOTY B 103€ > 3 T B CyTKHU

HecenekTuBHble HIIBII) moxer mpuBectu k
CHIDKEHUIO aHTUTUIEpTEeH3UBHOro 3¢ddexra.
ComnyTcTBylolIee NMpUMEHEHHE MHTMOUTOPOB
AIl® wu HIIBII wmoxer mnpuBOOUTH K
YXYIIIEHUI0  (QYHKIMHM  TOYeK,
pa3BUTHE OCTpoH

HEJOCTaTOYHOCTH U YBEIUYCHUE COACPIKAHUS

BKJIIOUas
IOYESYHOU

19




COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

ot 02.09.2024 N= 18413

kamma|| B ChiBOPOTRE | KpOBH, OCO0R0 y

HAllMEHTOB C CHIDKEHHOU
byHkuuei Cnenyer

OCTOPOYKHOCTh IPU HA3HAYECHUU JITAHHOU

HN3HAYAJIBHO
OYEK. co0IIr01aTh

KOMOWHAIMM, OCOOCHHO Yy  MOXKMJIBIX
nanueHToB. [lamMeHTsl JOIKHBI TONTYyYaTh
a/IeKBaTHOE KOJHMYECTBO >KUIKOCTH, CIEIyeT

PETYIISIPHO KOHTPOJIUPOBATH (PYHKITUIO TIOYEK,

KaK B Ha4aJi€, TaK U B IPOLCCCC JICUHCHUSA

Couemanue npenapamos, mpebyloujee 6HUMAHUS

niu BapdapuH

HeiicTByroee JlekapcTBeHHbI Onucanue MeXaHU3Ma B3aUMOAECTBUS
BelleCTBO npenapar, ¢ KOTOpbIM
YCTAHOBJIEHO
B3auMo/ieilicTBHe
Amnoounun ATOpBacTaTUH, JUTOKCUH | B KIMHUYECKHWX UCCIENOBaHUSIX HE OBLIO

BBISIBJICHO BJIMSIHUS aMJIOJUITMHA Ha TapaMeTphbl
(dapMaKOKMHETUKH aTOpBacTaTHHA, AUTOKCHUHA
wiM BaphapuHa

Takponmumyc

CylecTByeT pUCK MOBBIINICHUS KOHIICHTPAIIUU

TakpojluMyca B  IUJIa3Me€  KpOBU  IpHU

OIHOBPECMEHHOM NTPUMECHCHUHU C aMJIOAUIINHOM.
Bo ahdexToB
TaKpOJIUMYCa OJTHOBPEMEHHOM

n30eKaHue  TOKCHYECKHX
npH
NPUMEHCHHH JSTUX TIperapatoB TpeOyeTcs
MOHHUTOPHHT KOHIICHTPAIlUU TaKpOJIMMyca B
I1a3Me KPOBH M KOPPEKIHS €ro J03bI IPH

HEO0OXOIUMOCTH

HNHrnéutopsl mTOR
(MHIIEHP panamMHIiHA B
KJIIETKax

MJICKOTTUTAFOIIIHX )

Nurn6uroper mTOR, Takwe Kak CHPOJIUMYC,

TEMCUPOJIMMYC U  3BEpPOJIUMYC, SBISIOTCS
cyocrpatamu CYP3A. AmioaunuH SIBISETCS
CYP3A. [Tpu

OIHOBPEMEHHOM IIPUMCHCHHUHU C I/IHFI/I6I/ITOpaMI/I

c1abbiM  MHTHOMTOPOM

mTOR aMJIOUIIMH  MOXKET YBCIWUYHUTbL HUX
3KCIIO3UIIHNIO

IMuknocnopun

BSaHMOI[CfICTBI/ISI
MUKIIOCIIOpHUHA U aMJIOAUIIMHA HE IIPOBOANIIUCH

Hccnenosanusa

y 3I0pOBBIX JOOPOBOJBIEB WIM B JIPYrHX

MOomyJrsinusiax, 3a HCKIIIOYCHUCM IIAlIUCHTOB,

MepeHeCHINX  TPAHCIUVIAHTAIIUIO ITOYKH, y
KOTOPBIX OoTMcC4Yaj1acChb BapI/Ia6eJ'ILHOCTB
IOBBIIICHUA HaUMCHBIINX KOHI_ICHTpaI_II/Iﬁ

nukiocnopuna (B cpeaHem ot 0 mo 40 %).
CrnenyeT paccMOTPETh BO3MOKHOCTh KOHTPOJIS
KOHIICHTPAIIUHU [IUKIOCTIOPHHA B TJ1a3Me KPOBU
y TMAalHUEHTOB IMOCJE TPAHCIUIAHTAIMU TOYKU
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npu__ O/ (HOBBCHEHHOM — | TPk < c

amwionunuHoM. Ilpu HeoOxomumocTu m03a
HUKIIOCIIOPUHA MOKCT OBITH CHIDKEHA

CumMmBacTaTua

[Ipu coBmecTHOM TMpueMe HECKOJIBbKUX J103
amnoaunuHa 1mo 10 mr u cumBactatuHa 80 Mr
OBLJI0 OTMEUEHO YBEJIMYEHHE KOHIICHTPAIUU
cuMBacTatiHa Ha 77 % 1O CpaBHEHHUIO C
M30JIMPOBAaHHBIM TMPUEMOM CHMBACTaTHHA. Y
MalMeHTOB,  MPUHUMAIOIIMX  AMJIOJUIINH,
CJeIyeT OTPaHUYUTh IMPHUEM CHUMBACTaTHHA JI0
20 Mr B CyTKH

[IpoTuBOBHpYCHBIE
CpeacTBa (pUTOHABHP)

VYBenuuuBaeT IUJIa3MEHHbIE  KOHIICHTPAIUU
BMKK, B TOM 4mcie aMIIOIUIIIHA

[Ipenapars! muTHs

[Ipn coBMeCTHOM MpPUMEHEHUH C MpenaparaMmu
JUTHUST BO3MOKHO YCWIIEHHE IMpPOSABIEHUN HX
HEHPOTOKCUYHOCTH (TOILIHOTA, PBOTA, AHApes,
aTakcusi, TPEMOp, 3BOH B yIIIax)

Huoanamuo

Metdopmun

OyHKIMOHATBHAS TTOYCYHAS] HEJTOCTATOYHOCTD,
KOTOpass MOXET BO3HMKAaThb Ha  (oHe
TMYPETUKOB, OCOOCHHO «IIETJIEBBIX», MPH
OJTHOBPEMECHHOM HAa3HAYCHWH METPOpMHUHA
MOBBIIIAET PHUCK PAa3BUTHS MOJOYHOKHCIOTO
arymo3a.

He crnenyer mcrons3oBath MeT(GOPMHUH, €CIIU
YPOBEHb KpEaTHHMHA B IUIa3ME IPEBBINIACT
15 mr/nm (135 MKMONB/1) y MyX4uH U 12 mr/n
(110 MKMOIIB/T) y KECHIIUH

Honconepxaine
KOHTPACTHBIC BEIIECTBA

O6e3BokMBaHMe OpraHu3Ma Ha ¢GoHE mHpuemMa
JTUYPETHUECKUX CPEACTB YBEIMYUBAET PHUCK
pa3BUTHSA OCTPOU MOYEUHON HEJOCTATOYHOCTH,
OCOOCHHO TMpPH HUCIHOJIB30BAHUU BBICOKHX [103
HolcolepKaluXx  KOHTPACTHBIX  BEILECTB.
[Tepen MPUMEHEHHEM Hozconepkanmx
BEIIECTB nanueHTam HE00X0 MO
KOMIIEHCHUPOBATh MOTEPIO JKUKOCTU

Conu Kanpus

HpI/I OJJHOBPCMCHHOM IIPUMCHCHHUH BO3MOKHO
pa3BUTHEC TUIICPKAJIBIIUCMUHU BCJICACTBUC
CHMIKCHHUA 3KCKPCUUH KaJIbIIUA ITIOYKaMH

[Muxnocrnopun

Bo3moxHO MTOBBILLIEHHE KOHIIEHTpAIIH
KpeaTUHUHA B IJa3Me KpOBU 0e3 M3MEHEHUs
KOHLICHTPAllUM IUKJIOCIOpUHA, JaXe IIpu
HOPMaJIbHOM COJEP)KAaHHHM BOABI U HOHOB
HaTpUs

Ilepunoonpun

AHTHTUTICPTCH3UBHBIE
cpencraa

HpI/I OIHOBPCMCHHOM Ha3Ha4CHUU C
HUTPOTIIMOCPUHOM, APYIUMHU HUTpATAMU HIIN
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pyrHMizlri O "BMPIE‘&TZ%@EM&' CTH o

Ba30AUIIATATOPBI

JOTIONTHUTENbHOE CHIDKeHUE AJ]
Amonypusou, OnHOBpEeMEHHOE MPUMEHEHHE C UHTHOUTOpaMu
HUTOCTAaTUYECKHE u | AII® MOXeT CONMpOBOXKIATHCS MOBBIIICHHBIM

MMMYHOCYIIPECCHUBHBIE
CpeACTBa,
KOpTUKOCTEpOuIbl  (IIpH
CUCTEMHOM IIPUMEHEHUN)
U IPOKaWHaMUJ

PUCKOM JIEUKOTIEHUH

Cpencrsa o0rei

AaHCCTEC3NHU

JJIA

WNurunburopsr  AIl®  moryr

AHTUTUIICPTCH3UBHOT' O

MNpuBOAUTL K

addexra

HEKOTOPBIX CPECTB JUIs OOIIEl aHeCTE3UN

YCUJICHUIO

Juypetuku (TuazugHble U

[IppuMeHeHre NUYpPETMKOB B BBICOKMX J103aX

«TIETIIEBBIEN) MOXET TNPUBOJUTH K THUIOBOJEMHH, a
no0aBjeHMEe K Tepanuu NEepUHIONpUIa — K
apTepHAIIbHON TUIIOTEH3UHU

CuMnaTOMUMETHKA CuMDaTOMUMETUKH MOTYT 0cnabATh

AHTUTUNIEPTEH3UBHBIH 3(dekT HHruOuTOpOB
AllD

[Ipenapatsl 30510Ta

[Ipn npumenenun unru6utopo AIlD, B TOM

YUCJIIC NEpUHIOIIpUIIA, nanueHTaMu,
MOJTYYarOIIUMHU BHYTPUBEHHO TIpernapaT 30J10Ta
(maTpust  aypoTuomasar),

CUMIITOMOKOMIIJIICKC HHUTPHUTOWAHBIX peaKHHfI,

OBLI OITMCaH

BKJIIOYAIONINI B ce0sl TUIIEPEMHIO KOXKH JIMIIA,
TOILHOTY, PBOTY U apT€PUAIbHYIO THIIOTEH3HUIO

Ilepunoonpun/
Huoanamuo/

Amnoounun

NmunpamuH-iono0HbIe [lpemapaTsl  3THX  KJIacCOB  YCHJIMBAIOT
(TPUIHMKIINYECKHUE) AQHTUTUTIEPTCH3UBHOE JelicTBUE "
AHTHJICTIPECCAHTHI, YBEIINYHBAIOT pHCK OpPTOCTaTUYECKOM
HEUPOJICTITUKH TUTIOTEH3UHU (aAIUTUBHBINA d(DPEKT)

Hpyrue B03MOXHO yCHIICHHE aHTHTUIICPTCH3UBHOTO
AHTUTUTICPTCH3UBHBIC apdekTa, MPHUBOASAIIEE K JIOMOJHUTCIHBHOMY
cpencTa cHKeHuo A/l

Koptuxocrepoupi, CHmKeHue AaHTUTUNEPTeH3UBHOTO JEHCTBUS
TETPAKO3aKTH/ (3a7lep>KKa  JKUJKOCTH W HMOHOB HATpuUs B

pe3ynbTaTe AeUCTBUS KOPTUKOCTEPOUIOB)

IIpouue nexapcmeeHnnvie 83aumMo0elicCmaus.

HeicTByromee JlekapcTBeHHBbIN Onucanue MexaHM3Ma B3aUMOeCTBUS
BELECTBO npenapar, ¢ KOToOpbIM
YCTAHOBJIEHO
B3aMMO/EHCTBHE
Amnoounun Cunnenadun [Ipn OJIHOBPEMEHHOM IPUMEHEHUHN
amJIoMNUHa M cuijeHaguia He OTMEYEHO
YCUJICHUS ~ aHTUTUIEpTeH3UBHOTO  3¢ddekra

KaXXI0To U3 IperapaToB
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Luknocnopun AMHOILI/}EH;'{"'_IIIE‘]&@?IIEJEJEHbVLUIeET%EgﬁbrO

BJIMSIHUA HA (DaPMaKOKWHETHUYECKHE ITapaMeTPhl

LUKJIOCIIOpUHA

AnroMuHUN/ OnHokpaTHbIN pueM
Marnulicoaepxamue AnromuHus/Marauiicofep)kaumx — aHTaluI0B
aHTaLU /bl HE OKa3blBAaCT CYIIECTBEHHOI'O BIIMSHUSA Ha

(hapMaKOKHHETUKY aMJIOUITHHA

4.6. ®epTUWILHOCTD, 0€PEMEHHOCTD M JAKTALHSA

[Ipumenenne mnpenapara TPUIIJIATEH3 npum OepemeHHocTH mnpoTuBOInOKa3zaHo. Ilpu
IUIAaHUPOBAaHUM OEpEMEHHOCTH WM IpU €€ HACTyIUIeHHH Ha (oHe mpuema mpemnapara
TPUIIVIATEH3 cnenyer HemMeaneHHO MpPEKpaTUTh HPUEM W HA3HAYUTh albTEPHATUBHYIO
TUIIOTEH3UBHYIO TEPAIUIO € JOKAa3aHHBIM poduiaeM 0€e301acHOCTH.

[Ipumenenne npenapara TPUIIJIATEH3 He pexomeHtyeTcs BO BpeMsi TPy IHOTO BCKaApMIIMBAHMSL.
HeoOxoaumo oneHuTh 3HaYMMOCTh Tepanuu JJi MaTepy U MPHUHSITH pelIeHre O MpeKpalleHun
IPYJHOTO BCKapMJIMBaHUS WIM O IIPEKPAILCHUH IpUeMa Ipenapara.

bepemeHHOCTH

Amnoounun

be3omacHOCTh MpUMEHEHUS aMITOIUITHHA TIPH OEPEMEHHOCTH HE YCTaHOBJICHA.

B akcrnieprMeHTaNbHBIX UCCIICOBAHUSX HA KUBOTHBIX (DETOTOKCHYECKOE M AIMOPHOTOKCHIECCKOE
JCHCTBHE MpenapaTa yCTaHOBJICHBI PU IIPUMEHEHUH B BBICOKHX JI03aX.

Hnoanamuo

B HacTosmmii MOMEHT HET JOCTaTOYHOT'O KOJIMYECTBA JaHHBIX O MPUMEHCHUU MHIANaMHIa BO
BpeMsi OepemenHocTH (omucano meHee 300 cmydaeB). JmuTenpHOE TMpPUMEHEHHE THA3HIHBIX
maypetukoB B Il TpumecTtpe OepeMEHHOCTH MOXKET BBI3BIBATH THUIIOBOJIEMHUIO y MaTepH |
CHIDKEHHE MaTOYHO-TUIAIICHTAPHOTO KPOBOTOKA, YTO MPHUBOAUT K (DETOTUIAICHTAPHON UIIEMUU H
3aJiepKKe pa3BUTHS TUI0/1a. B penkux ciyvasx Ha (hoHE mpuemMa JUypEeTUKOB HE3aI0JIr0 10 POJIOB
Y HOBOPOYKJICHHBIX Pa3BUBAIHMCH TUITOTIIMKEMHUS M TPOMOOIIUTOTICHHSL.

B uccnenoBaHusx Ha )KUBOTHBIX HE BBISBHIIU MPSIMBIX WM HENPSIMBIX 3()()EKTOB B OTHOIICHUH
PENPOYKTUBHON TOKCHYHOCTH.

Ilepurnoonpun

Hcnonb3oBanue nHruoutopoB AII®D He peKOMEHIOBAaHO B IIEPBOM TPUMECTPE OEPEMEHHOCTH (CM.
pasnen 4.4). Ilpumenenue wunrnOouropoB AIID npoTHBOMOKa3aHO BO BTOPOM M TPEThEM
TpuMecTpe 0epeMeHHOCTH (cM. pazaensl 4.3 u 4.4).

B HacTosmuii MOMEHT HET HEOMPOBEPKUMBIX MMUIEMHUOIOTHYECKUX JaHHBIX O TEPATOTC€HHOM
pucke npu npueme HHruouTopoB AIID B mepBom TpumecTpe GepeMeHHOCTH. OJHaKO HEOOIbIIoe
yBEIMUEHUE PHUCKAa BO3HUKHOBEHHUS HAPYIIEHUIH pa3BUTHUSA IUIOAA HWCKIIOYUTH Hedb3sd. [lpu
TUTAHUPOBAHUH OEPEMEHHOCTH CIeAyEeT OTMEHHUTD Mpenapar ¥ Ha3HAYUTh JPyTrue THIOTeH3UBHBIC
CpeICTBa, pa3pelleHHbIe U TPUMEeHEeHUs ipu 6epemeHHocTH. [Ipu BeIsIBIeHHN OepeMeHHOCTH
clieqyeT HEMENJIeHHO NpeKpaTuTh Tepamuio uHruouropamu AllD u, mpum HeoOXOIUMOCTH,
HA3HAYUTH JIPYTYIO TUTIOTEH3UBHYIO TEPAITHIO.
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MOJKET MPUBOJUTH K HAPYIICHUIO €r0 pa3BUTHs (CHM)KEHUE (PYHKINU MTOYEK, OJIMTOTUPAaMHHOH,
3aMeyIeHHe OCCHU(UKAIMM KOCTeH dYepema) M Pa3BUTUIO OCIOKHEHHUH Yy HOBOPOXKICHHOTO
(moyeyHas HeAOCTAaTOYHOCTh, apTepUAIbHAS TUIIOTEH3US, THIIEPKAINEMUS ).

Ecnu maumenTka nosydana uHruoutopsl AII® Bo Bpems Il unu Il Tpumectpa GepemenHoOCTH,
PEKOMEHIyeTCSl IIPOBECTH YJBTPA3BYKOBOE HCCIEAOBAHME I OLEHKM COCTOSHUS 4Yepena
(GYHKIIUY TIOYEK TUI0/A.

HoBopoxkeHHble, MaTepu KOTOPHIX NpuHUManK MHruoutopsl AIID Bo Bpems OepeMeHHOCTH,
JOJDKHBI HAaXOJWUTHCS IIOJ TIIATEJIBHBIM MEIUIMHCKMM KOHTPOJIEM H3-3a PHUCKA PA3BUTHUS
apTepuanbHON TUIOTEeH3UH (CM. pazaensl 4.3 u 4.4).

JlakTanus

[Ipenapat TPUIIJIATEH3 He pekoMeHyeTcsl B IEPUO IPYTHOTO BCKApMIIMBAHUS.

Amnoounun

AMJIOTUTINH BBIBOJUTCS C TPYIHBIM MOJIOKOM 4esoBeKa. [[oJis 103bl, MOMyYCHHON MIIQJICHIIEM,
OT JI03bI, TIOJIYYEHHOW MarTephlo, ompenensiack B uHTEpBaie 3—7 %, ¢ makcumymoMm 15 %.
BrnusiHue amitoMniHa Ha MITAJICHIICB HEM3BECTHO.

HUnoanamuo

B HacTosimuii MOMEHT HET JOCTOBEPHON HH(OpPMAIMH O BBIACICHUN HHIANIAMHJJIAa WIH €ro
METa0OIMTOB C TPYJAHBIM MOJOKOM. MOXET pPa3BUBAThCA THIIEPIYBCTBUTEIBHOCTh K
MIPOU3BOJHBIM CYyJIb(DaHUIAMHUIOB U THUIOKAIMEMUS;, PHCK JUII HOBOPOXKJICHHOTO/peOCHKA HE
MOJKET OBITH UCKJIFOYEH.

Tak xak WHIAaMUI OJIM30K IO CBOMCTBAM K THA3UIHBIMU JUYPETHKAM, TO €0 MPUEM BBI3BIBACT
YMEHBIIICHHE KOJIMUECTBA IPYTHOTO MOJIOKA MJIH TTOIaBJICHUE JIAKTAIIHH.

Ilepunoonpun

BenenctBue orcyteTBus MHQOpPMAIMM, Kacarollelcs NpPUMEHEHHUs NEpUHIONpUIa B MEpUOJ
KOpPMJIGHUSI TPYyIbl0, TIpUEM TNEPUHIONPHIA HE PEKOMEHJOBaH, MpEANOoYTUTEIbHEE
MIPUEPKUBATHCS B IEPHOJ KOPMIICHUS TPY/IbIO aJIbTEPHATUBHOTO JICUeHHUs ¢ Oosiee U3yuYeHHBIM
npodunem 06e30MacHOCTH, OCOOEHHO MPH KOPMJICHUHM HOBOPOXKICHHBIX WM HEIOHOLICHHBIX
JETEN.

DepTUabHOCTH

Amnoounun

Y HEKOTOpBHIX MAIMEeHTOB, IMOJYYaBIIUX JICYCHHE OJIOKATOpaMU «MEJUICHHBIX» KaJIbIIUEBBIX
KaHaJI0B, OBLJIO OTMEUEHO 00paTHMOE CHHYKCHHE MOABMYKHOCTH CIIEpMAaTo30M10B. KitmHnyeckux
JIAHHBIX, KaCAIOIIMXCS MOTCHIMAIBLHOTO d(dekTa aMIoUNHa Ha PEPOAYKTUBHYIO (YHKIIHIO,
HeJOoCTaTOYHO. B 0JTHOM HccleloBaHUU Ha KpbhICax ObLIO BBHISBICHO OTPUIIATENBHOE BIMSHHUE HA
(bepTUIBLHOCTH CaMIIOB.

Iepunoonpunlunoanamuo

B fnoknMHHMYECKMX  HCCleOBaHMSAX OBUIO  IOKAa3aHO  OTCYTCTBME  BO3JEHCTBHS  Ha
PEeNpOaYKTUBHYIO (QYHKLIHIO y KpbIc o0oero moja. IlpearnonoxuTenbHO BIMSHME Ha
(bepTHIIBHOCTD y YeNIOBEKa OTCYTCTBYET.
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MEXaHU3IMaMHU

B cBsi31 ¢ BO3MOKHOCTHIO BOSHUKHOBEHUSI CIIA00CTH, TOJIOBOKPYIKEHUS M HAPYIICHUH 3pCHUS HA
¢done mpumenenus npemnapara TPUIIJIATEH3 weoOxoaummo coOIr0AaTh OCTOPOKHOCTH IMPH
YIPABIICHUU TPAHCIIOPTHBIMH CPEICTBAMHU U PabOTE C IPYTMMH TEXHUYECKHUMH YCTPONCTBAMH,
TPEOYIOIIMMHU TOBBIIICHHON KOHIIEHTPAIIMYA BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX PEAKITUH.

4.8. HexxeraTeJbHbIE SIBJIEHUS

Pesrome npoduiist 0€301acHOCTH

HauOonee dJacTeIMH HeXelIaTEIbHBIMHU peakuuiaMHn, O KOTOPBIX COO6IIIaJ'IOCI) npru JCYCHUU

NEpUHAOIIPUIIOM, HHAADAMUJIOM MW aMJIOJUIIMHOM B Ka4C€CTBC MOHOTCpAIIUU OBLIIH:

TUIOKAJIMEMUs, TOJIOBOKPYXKEHHE, TOJOBHAsE O00Jib, MNapecTe3us, COHJMBOCTb, HapyIIECHUE
BKYCOBOT'O BOCHPUATHSI, HAPYLIECHUs 3PEHHUs, OUILIONHUSA, 3BOH B YIIAX, BEPTUIO, OLIYLIEHUE
cepueOreHus, MPUINBBI KPOBH K JIUILY, apTepUasbHasi TUIIOTEH3Us (M CBA3aHHbIE C HEH SBJICHUS),
Kallenb, OJbIIIKA, KEIyJA0YHO-KUIIEUHbIEe paccTpoiicTBa (001b B KUBOTE, 3amop, Auapes,
TOIIIHOTA, AUCIIETICUS, pBOTA, U3MEHEHHE YaCTOThI CTYyJIa), 3y, Chlllb, MAKYJIOMAIYJIE€3HAs! ChIIb,

MBIIICYHBIC CIIa3MbI, OTCK JIOABIXKEK, aCTCHUA, OTCK U YTOMIIACMOCTD.

TabauaHOoE pe3roMe HEKEIATEIbHBIX PEaKIIUN

[Ipn mpuemMe TEpPHHIONPWIA, WHAANAMUAA ¥ aMJIOJUIIMHA OTMEUYAIHNCh CIICIYIOIINe
HEe)KeJIaTebHbIC SBIICHHS, IPEACTABICHHBIC TI0 YaCTOTE:

odeHb yacto (>1/10); gacto (ot >1/100 mo <1/10); vewacto (ot >1/1000 mo <1/100); penko (ot
>1/10000 no <1/1000), ouenp penko (<1/10000), HEM3BECTHO (HENB3sl ONMPEACIUTh HA OCHOBE

MMEIOIINXCSI TAHHBIX ).

CucremHo- HexenartenbHble Yacrora
OpraHHbBIN KJIacc SIBJICHUS Amnonunus | Uaganamun | [lepusmonpun
Nudexnmonnsie u | Punut Heuacto - OueHnb penko
napasuTapHbie
3a001eBaHUs
Hapymenust co | DozuHO(pIITHS - - HeuacTo*
CTOPOHBI KPOBU U | ATpaHyJIOIIUTO3 (cm. | - Ouenb Ouensb penko
muMpaTH4IecKOn paznen 4.4) pEenKo
CHUCTEMBbI ATacTuyeckasi aHeMHst Ouenb -
peaKo
[TannuTonenus - - Ouensb penko
Jleiikonienus (cM. pazaen | OueHb Ouenb Ouensb penko
4.4) pEIKO pEIIKO
Heiitponienus (cm. - - Ouensb penko
paznen 4.4)
I'emonutnueckas - Ouenb OueHb peako
aHeMus peaKo
Tpomborutonenus (cM. | O4eHb OueHb OueHb peako
paznen 4.4) peaKo peaKo
Tpomborutonennyeckas | O4eHb
mypIypa peaKo
Hapymenus co | Peakuuu mnoBbieHHOM | OueHb Heuacro -
CTOPOHBI YYBCTBUTEIbHOCTH peaKo
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MMMyHHO# (MOCTEQOBATENEROCTE 0002]
CUCTEMBI
Hapymenus co | CuHApOM HEaJeKBaTHOM | — - Penko
CTOPOHBI cexkpenuu A/’
9HJOKPUHHOU
CUCTEMBI
Hapymenns co | I'mnornukemus - - Heuacto*
CTOpOHBI ~ oOMeHa | (cM. pasnensl 4.4 u 4.5)
BEIECTB U NUTaHus | ['unepkanuemus, - - Hewacro*
oOparumMasi 1pu OTMEHE
npenapara
(cMm. paznen 4.4)
l'unonaTpuemus Heuwacro Heuwacro*
(cm. pazgen 4.4)
['unoxsnopemust Penxo
I'unomaruuemMust Penko
I'mneproukemus Ouenb - -
pelKo
IM'unepkansumeMus - Ouenb -
penKo
IN'unokanuemust - Yacro -
(cm. pazgen 4.4)
AHOpekcus Heuacto
TloBrIeHNe amnmeTuTa Penxo
Hapymenus becconnuna Heuacrto - -
MICUXUKHU JlabunbHOCTD Heuacto - Heuacto
HacTpoCHHS  (BKIIIOUas
TPEBOKHOCTH)
Henpeccust Heuacrto - -
Hapymienus cHa - - Heuacrto
CnyTtaHHOCTb co3HaHus | Penko - OueHb pelIKo
HeoObrunbie Heuacto
CHOBU/JICHUS
[ToBeiieHHas Heuacrto
BO30YAMMOCTD
Hapymenus co | ['onoBokpyxkeHue Yacto - Yacro
CTOpOHBI HEpBHOMU | I"'ostoBHAsT 6OJIB Yacto Penxo Yacto
CHUCTEMBI ITapecresus Heuacto Penko Yacto
COHJIMBOCTH Yacrto - HeuacTo*
I'unecresust Hewacto - -
Hucressus (u3Bpamenue | Hedacro - Yacrto
BKycCa)
[Mapocmus (u3Bpamienue | OueHb
00OHSHHUSA) peaKo
Tpemop Heuacto - -
O6Mopok Heuacto Heussectro | Heuacto*
['unepTonyc Mbil Ouenb - -
peIKo
[Tepudepuyeckas Ouenb - -
HeWponaTus pEeaKo
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OKCcTpanupaMuIHbIe Hemﬂglc_"r'rl(;i EOOBATENBHOCTE 0002
HapyUICHUs

WHcynbr, BO3MOXHO | - - OueHb penxo
BbI3BaHHbIN

Ype3MEPHBIM

cHwkenueM  AJl y

MaIMEHTOB IpyIIbI

pucka (cM. paznen 4.4)

Murpens Ouenb
pEeIKO
Anatus Ouenb
pelKo
AckuTanus Ouenn
pelKo
ATakcust Ouenb
pelKo
AMHe3us Ouenb
peIKo
Bo3moxHO pasBUTHE | - HewussectHO | -
MEYECHOYHOU
sHIe(amonaTu B
ciyvae MEYCHOYHOU
HEJIOCTAaTOYHOCTH  (CM.
paznenst 4.3 u 4.4).
Hapymenus co | Hapymenus 3penust Yacto HewussectHo | YacTo
CTOPOHBI  opraHa | Octpas - HewnssectHo | -
3pEeHUs 3aKpBITOYTOJIbHAA
rayKoMa
XopuouIaabHbIA BBINOT | - HewussectHO | -
(cm. pazgen 4.4)
Junnonust Yacro - -
Muonus - HewnspecTHo | -
HeuetkocTh 3peHus - HewnspecTHo | -
Hapymienne Heuacro
AKKOMOJIallH
Kcepodranpsmus Heuacto
KOoHBIOHKTUBUT Heuacrto
bonb B rmazax Heuwacto
Hapymenus co | 3BOH B ymiax Heuacto - Yacro
CTOPOHBI oprana | Bepruro - Penko Yacro
ciyxa u
JTAaOMPHUHTHBIC
HapyLIECHUs
Hapymenus co | Omyiuenune Yacro - Heuacto*
CTOpPOHBI cepAra cepaiieOueHus
Taxukapaus - - Heuacto*
Crenokapaus (em. | - - OueHb peako
paznen 4.4)
Aput™mMuu (Bxmrovast | Heuacto Ouenb OueHb peako
OpaauKapIuio, peaxo
YKETYJIOUKOBYIO
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TAXUKAP/MIO h (MOCTEQOBATENEROCTE 0002]
buOpUIIIALINIO
npeacepanii)
Wndapkr Muokapaa, | OdueHp - OueHb peaxo
BO3MOKHO  BBI3BAHHBIN | PEAKO
Ype3MEPHBIM
cHwkenueM  AJl y
MalMEeHTOB TPYIIIIBI
pucka (cM. paznen 4.4)
[Momumopduas - Hewussectho | -
KEIyA0UKOBast
TaxuKapaus THUIIA
«TIUPYIT» (BO3ZMOXKHO, CO
CMEPTEJIbHBIM HCXO0M)
(cm. pazaensl 4.4 u 4.5)
PazButne umu | O4yeHn
ycyryOleHue  TEe4eHHUs | PeaKo
XPOHHUYECKOH CEpACUHON
HEJ0CTaTOYHOCTHU
Hapymienns co | ITpwimBel kpoBH K iy | Yacto - Penxo*
CTOPOHBI COCYIOB AprepuaibHas Heuacto Ouenb Yacro
TUTIOTEH3US penko
(M30BITOYHOE CHUIKEHUE
Al) ¥  CUMITOMBI,
CBSI3aHHBIE C 3TUM (CM.
paznen 4.4)
Backymut Ouenb - Heuacto*
penaKo
OprocTaTnueckas OueHb
TUIIOTEH3US penaKo
Cungpowm Pelino - - HewussectHO
Hapymenus co | Kamens (cm. pazmen 4.4) | Hewacto - Yacro
CTOPOHBI OnpIka Yacto - Yacto
JBIXaTebHOM bponxocnazm - - Heuacto
CUCTEMBI, OpraHoB | Do3uHOpUIBHAS - - OueHb penko
IPYAHOW KICTKA ¥ | NHEBMOHHS
CPCAOCTCHUS HocoBoe kpoBoTeuenue | Hewacto
Hapymenus co | bosib B xuBOTE Yacro - Yacro
CTOPOHBI 3anop Yacto Penxo Yacto
JKEITy T09HO- [unapes Yacro - Yacrto
KHIIICYHOTO TpakTa | Jlucnencus Yacrto - Yacto
TomnuoTa Yacto Penko Yacto
PBorta Heuacrto Heuacrto Yacro
CyxocTb BO pTy Heuacrto Penxo Heuacrto
N3menenue yacrtorsl u | Hacto - -
XapakTepa cryna
[M'unepnnaszus necen Ouenp - -
peaKo
[Tankpeatur Ouenp O4enb OdeHb penxo
peaKo peaKo
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Tactpur Ouerd IWCHEOOBATENBROCTE 0002)
peaKo
Merteopuszm Heuacto
AHTMOHEBPOTUYECKUI OueHb peaxo
OTEK KHILIEYHUKA
(cm. pazgen 4.4)
Hapymienns co | I'enarur (cm. paznen 4.4) | Ouenn Hewussectno | Ouens peako
CTOPOHBI TE€YEHU U peaKo
JKEIIYEBBIBOMAIINX | XOJleCTaTHIeCKas Ouenb - Ouensb peako
nyTen KEITyXxa penKo
Hapymenue  QyHKOWH | - Ouenb -
TeYeHU peaKo
Hapymenus co | 3yn Hewacto - Yacrto
CTOpPOHBI KOXHM U | ChIIb Heuacto - Yacto
TIOJIKOXKHBIX TKaHEH | MakysonaryJsie3Has - Yacro
CBINTb
Kpanusnuna (cMm. pazaen | Hewacro Ouenb Heuacto
4.4) pPENKO
AHTMOHEBPOTHYECKHI Ouenb Ouenb Heuacto
oTek (cM. pazzaen 4.4) penKo penKo
Anonenus Heuacto - -
[Iypnypa Heuacto Heuacto -
WN3menenne nsera koxxku | Hedacro - -
Hepmatut Penko
I'unepruapos Heuacrto - Heuacrto
DK3aHTeMa Heuacto - -
Peaknuu OueHsn Hewussectuo | Hewacro*
(hOTOUYBCTBUTEIIBHOCTH | PEAKO (cMm. pazgen
4.4)
O6ocTtpenue ncoprasza - - Penko
[Temduronn - - Heuacro*
MynbTrdopmMHas OueHb - OueHb penko
spuTemMa peaKo
Cungpom  CtuBeHca— | OueHb QOueHn -
JxoHCOHa peaKo peaKo
DKCchOIMATUBHBIN OueHb - -
JEpMaTUT peaKo
Toxcuueckuii HeusectHo | Ouenn -
SNUJAEPMaJIbHBIN peaxo
HEKpPOJIU3
Kceponepmus Ouenb - -
peaKo
XOJIOAHBII OT OueHb
peaKo
Hapymenus co | Mplleynsie ciazMbl Yacro HewnssectHo | Yacto
CTOPOHBI CKEJIETHO- | ApTpO3 Hevacro - -
MBILLIEYHOU U | MuacteHus Penxo
COCIMHUTENBHOM Aptpanrus Heuacto - Heuacto*
TKaHH Mpieynast cnabocThb - HewnssectHO | -
Muainrus Heuacto Heussectno | Hewacto*
Pabomuonus - HewusBectHo | -
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Bollb B CIIHHE Heuabiy =1 {EQUBATENEHOCTE 0002)
Bo3moxxHo obocTpenue | - HeussectHO | -
YK€ UMEIOLIECs
CUCTEMHOH KpacHOH
BOJTYAHKHU
Hapymienns co | Hapymenue Heuacto - -
CTOPOHBI TOYEK U | MOYECHCITYCKaHUs
MOUYEBBIBOAAIINX Huxkrypus Heuacto - -
nyTei [Mostakuypust Heuacto - -
Anypusi/onurypust Penko*
Octpas noyeyHas | - - Penko
HEJIOCTAaTOYHOCTh
bonesnennoe Heuacto
MOYEHCITyCKaHUE
[Toueunas - Ouenb Heuacro
HEJIOCTAaTOYHOCTh penKo
Hapymenns co | OpeKTuipHas Heuacto Heuacto Heuacto
CTOPOHBI TOJIOBBIX | TUCHYHKIIMS
OpraHoB u | ['uHexoMacTus Heuacto - -
MOJIOYHOM JKeJI€3bI
O6mme AcTteHus Yacto - Yacto
paccTpoicTBa U | YTOMIIEMOCTh Yacto Penko -
HapymeHus B Mecte | [Iepudepuueckue orexu | Yacro Heuacro
BBECHUS (JIOIBDKEK | CTOIT)
Ortek Ouenb - -
4acTo
bonw B rpyn Heuacto - HeuacTo*
bonp Heuacto - -
Henomoranune Heuacto - Heuacro*
O3H06 Heuacro
Kaxna Heuacto
Jluxopanka - - Heuacro*
PesynbpTatsl VYBenudyenue maccel Tena | Heuacto - -
1abopaTopHbIX U
MHCTPYMEHTAIbHBIX
HUCCIIETOBAHUN
Cuamxenue maccel Tena | Hewacto - -
[ToBeiIeHNE YPOBHA | - - Heuwacro*
MOYEBUHBI B KPOBU
[ToBeiIeHNE YPOBHA | - - Heuwacro*
KpeaTHHHHA B KPOBU
IToBbIIIEHUE YPOBHA | - - Penko
OounupyOrHa B KPOBU
[ToBeiIEeHNE Ouenb HewussectHo | Peako
AKTUBHOCTH peaxo
MEYEHOYHBIX
amMmuHOTpaHcdepas
CHuxenune YPOBHA | - - Odenb penxo
reMorio0nHa u
reMaToKpuTa (cm.
paznen 4.4)
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VuiiHeHWe WHTEpBalf | - I TE e GG T TR UUUL]
QT na OKT (cMm. pazaensl
4.4u4.5)
IToBbiIEHNE YPOBHA | - HeussectHO | -
MOYEBOM  KHUCIOTBI B
KpOBH
[ToBbiIEHME YPOBHS HewnssectHo
[JIIOKO3bl B KPOBU
TpaBmsl, [Tanenue - - Heuacto*
OTPAaBJICHUS u
OCJIOKHEHUS
HPOLEAYP

* OHGHKa HaCcTOTbl HECXKCIATCIIbHBIX peaKuHﬁ, BBIABJICHHBIX IIO CIIOHTaHHBIM COO6HICHI/I$IM,
IMpOBCJACHA HA OCHOBAHUHU NJAHHBLIX PE3YJILTATOB KIIMHUYCCKUX HCCH@HOB&HHﬁ.

Co00I1IeHHE 0 TTO03PEBAEMBIX HEXKEIATEIbHBIX PEAKIIAIX

BaxxHo coo0mmath 0 mo103peBaeMbIX HEXeNaTeNbHbIX PEAKIUAX II0CIIEe perucTpalyy npenapara ¢
Lenbl0  O0ecreyeHus HENpPepbIBHOTO MOHUTOPUHIA COOTHOILIEHHUS «II0JIb3a — PHCK»
JIEKapCTBEHHOI0 MpemnapaTta. MenuiuuHCKUM pabOTHHKAM PEKOMEH]IyeTCs COOO0IIaTh O JIFOOBIX
M0/I03PEBAEMBIX HE)KEJIATEeIbHBIX PEaKIMsIX JIEKapCTBEHHOrO Ipernapara yepe3 HalloHalIbHbIe
CHUCTEMbl COOOILEHHSI O HEXKeJaTeIbHBIX peaKlUMsIX TocyaapcTB — ujaeHoB EBpasuiickoro
SKOHOMUYECKOTO COI03a.

Poccuiickas @enepanus

depnepanpHas ciyx0a 1Mo Haa30py B cdhepe 3apaBOOXpaHEHUS

Anpec: 109012, r. Mocksa, CnaBstHCKas miomanip, 1. 4, ctp. 1
Tenedon: +7 800 550-99-03

Dnexrponnas moura: pharm@roszdravnadzor.gov.ru

Caiit B nHGOPMAIIMOHHO-TEJICKOMMYHHUKAIIMOHHOM ceTH «HTepHeT»:
https://roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBKa

Nudopmanus o nepenosuposke npenapara TPUITIJIATEH3 orcyrctByer.

AMnoaunuH

Nudopmanius o nepeao3npoBKe aMIOAUIMHA OTPaHUYEHA.

Cumnmombwl

HNMeroTcst TaHHBIE O Pa3BUTUH UYPE3MEPHOH IMepuepUvIecKOr Ba3oaMIaTalldd C BO3MOKHBIM
pasButueM pedrekropHoil Taxukapauu. Coo0IIasocs 0 pucKe pa3BUTHS BRIPAKEHHON M CTOMKON
apTepuaIbHOM TMIIOTEH3UH, B T. Y. C Pa3BUTHUEM IIOKA U JIETAJIbHOTO UCXO/1A.

Jleuenue

[Ipn xkIMHWYECKH 3HAYMMOM THUIIOTEH3UH, BO3HHUKAIOIIEH H3-3a NEPENO3UPOBKU aMIIOJIMIINHA,
HE0OX0IMMO MPOBEICHUE MEPONPUATUH, HAMIPABIEHHBIX Ha MOJJepKaHne GYHKIIUU CepIedHO-
COCYIMCTOM CHUCTEMBI, BKJIIOYas IIOMEIIEHUE KOHEYHOCTEW B BO3BBILICHHOE IIOJIOKEHUE,
koHTpoJib OLIK 1 anypesa, MOHUTOPUHT CEPACUHOMN U AbIXaTeIbHON A TEIbHOCTH.
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JIis HOPMATM3ALMH COCY/IMCTOTO TOHYCA M APTEPHATLNOIO |framerits MUAHG HCTOH40BaTh

COCYJIOCY>KMBAIOIIHE MPENapaThl PU YCIOBUH, YTO HET MPOTUBOIOKA3aHUHN K MX IPUMEHEHHUIO.
st ycTpaHeHHs! TOCHEACTBUN OJOKaIbl KalbLMEBHIX KAaHAJOB BO3MOXKHO BHYTPHBEHHOE
BBEJICHHE KaJIbLIMs TIIFOKOHATA.

B HekoTOphIX ciy4asx MOXET OBITh 3((GEKTHBHBIM NPOMBIBAHHE JKEIyAKa. Y 3I0POBBIX
T0OPOBOJIBIIEB OBLIO IPOJAEMOHCTPUPOBAHO, YTO MIPUMEHEHNE aKTUBUPOBAHHOT'O YIJIS B TEUCHUE
2 yacoB mocne mpueMa 10 Mr amyogUNHMHA YMEHBIIAeT CKOPOCTh a0COPOIMH aMIIOJWIIMHA.
[TockonbKy aMIIOIMTINH CBSI3BIBAETCS ¢ OenKamMu, TeMouann3 HeapdekTuBeH.

KomOuHaLus nepuHaonpul/ MHIamaMuL

Cumnmomwi

JIJiss KOMOWHAITMY TTIePUHIOTPHII/UHAAIAMHK]] HanOoJiee BEPOSTHBIN CHMIITOM IMEPEI03UPOBKU —
apTepualibHas TUIOTEH3Hs, WHOTJa B COYCTAHWH C TOINHOTOW, PBOTOW, CYyJOpOTaMH,
TOJIOBOKPY)KCHHEM, COHJIMBOCTBIO, CITYTAaHHOCTHIO CO3HAHHS WM OJIMTYPUCH, KOTOpash MOXKET
mepepacTy B aHypHIo (B pe3ysibTaTe THUIOBOJIEMHH). TakKe MOTYT BO3HHKATh AJICKTPOJIUTHEIE
HapyIeHus (THITOHATPUEMHS, TUIIOKATHEMHS ).

Jleuenue

Mepbl HEOTIIOKHOM TIOMOIIH CBOJATCS K BBIBEJCHHIO IperapaTa U3 OpraHu3Ma: MPOMBIBAHHIO
KeNyaKa W/WIU TPUEMY aKTUBHPOBAHHOTO YTIJIA C TOCIEAYIONIUM BOCCTAHOBJICHUEM BOJIHO-
AIIEKTPOJIUTHOTO OajlaHca B yCIOBUSAX CTAIlHOHApPA.

[Ipu 3HaunTen HOM CHIXKeHMH A/l creayeT nmepeBecTH MalleHTa B MOJIOKEHHE JIeKa Ha CIIMHE C
MPUIOJHATHIMUA HOT'aMH, IPU HEOOXOJUMOCTH KOPPEKIIHS TUTIOBOJIEMHU MOXKET ObIThH BBITTOJIHEHA
MyTeM BHYTPUBEHHON HMH(Y3MH H30TOHHYECKOTO COJIEBOIO PACTBOpPA WM JIIOOBIM APYyTUM
croco6oM BOCTOJIHEHHS 00beMa KHUIKOCTH (Harpumep, BHyTpuBeHHas nHdpy3us 0,9 % pactBopa
XJIOpUJa HATPHSA).

[lepunnonpunar, akTUBHBII METa0OJUT MEPUHAONPUIA, MOXKET ObITh yAajeH W3 OpraHu3Ma C
MTOMOIIIBIO Juanu3a (cM. pazaen 5.2).

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. apmakoguHAMHYECKHE CBOWCTBA

dapmakoTepaneBTHYECKasi TPYIIa: CPEJICTBA, JCHCTBYIONIME HA PEHUH-aHTHMOTCH3MHOBYIO
CUCTeMY; WHIHOMTOPBI aHTHOTeH3uHIpeBpamaomero ¢epmenta (AIID), xomOuHanuy;
unruduropsl AIlD, apyrue komOUHALINY.

Kox ATX: C09BX01

TPUIUVIATEH3 —  koMOMHHMpOBaHHBIM  Ipemapar, BKIOYaromuid B cebds  Tpu
AQHTUTUIIEPTCH3UBHBIX KOMIIOHEHTA, KAXKIbI M3 KOTOPBIX JAOIOJHSET NEUCTBUE IPYTUX II0
KOHTPOJIIO  apTEpUAIbHOIO JaBIEHUS Yy IMAlUEHTOB C AapTEPUalbHOM THIIEPTECH3UEH.
AwmnonunuH — OJ0KaTop «MeJIeHHbIX» KanblueBblx kaHatoB (BMKK), mnpousBoanoe
JIUTUAPONIMPUINHA, WUHAAAMHUT — CYJIb()OHAMUIHBIN AUYPETHK, TEPUHJIONPHIT — HHIHOUTOP
dbepmenTa, mpeBpararoniero anruoreHsut I B anrunorensus 11 (uarudutop AIID).
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dapmakosioruyeckue cBoicTsa npenapara TP [UIATEHY coltefaror & (cebt-EidicBa Kakoro

nu3 €ro HeﬁCTBYIOHlHX BCIICCTB. ITomuMmoO 9TOI0, KOM6I/IHaL[I/I$I aMJIOJUIIMHA, HHAAIIaMpjga H
NEepUHAOIIPUJIa YCUIIMBACT aHTUTUTICPTCH3NBHOC I[ef/'ICTBI/Ie KaXXJJ0ro U3 KOMIIOHCHTOB.

MexaHu3M AeicTBUS

Amnoounun

Amvnomunuds  — BMKK, npousBogHoe auruaponupuavHa.  AMIIOJUMIMH  HUHIHOUpYeET
TPaHCMEMOpPAHHBIN MepPexo]] MOHOB KaJbIMs B KAPAWOMHOIMTHI M TJIQJAKOMBIIICYHBIC KICTKH
COCYHMCTOMN CTEHKH.

Hnoanamuo

Wupanamun — sBISETCS  MPOU3BOAHBIM  Cynb(GOHAMHIA C  HHIOJIBHBIM  KOJBIIOM, IIO
(hapMaKkoJIIOTUIECKUM CBOMCTBAM OH OJHM30K K THA3WIHBIM JHYPETHKaM, KOTOpbIe HHTHOHPYIOT
peabcopOIMI0 HMOHOB HATpHUsi B KOPTUKAJIbHOM cerMeHTe neTriu HeppoHa. Ilpu sTom
YBEJIIMYUBAETCS BBICIICHNAE TIOYKAMH HOHOB HATPHS, XJIOPa M B MEHBIIIEH CTETIEHN NOHOB KaJIUs U
MAarHusi, 9TO COMPOBOXKIAETCS YBEIIMUCHHEM INype3a M aHTUTUTIIEPTEH3UBHBIM (D (HEeKTOM.

Ilepunoonpun
[lepungonpun — wHTHOUTOP (depMeHTa, TpeBpamapiero anruoreH3suH [ B anrmorensun Il
(uHrubuTOp aHrnoTeH3uHNpeBpamiatomero pepmenta (AIlD)). AIID, unu kununaza I, apnsercs
9K30MENTHAA301, KOTOpasi OCYILIECTBIISIET IPEeBpallleHle aHTMOTeH3uHa | B cocymocykuBaroliee
BemecTBo anruoteH3uH II. TTomumo 3Toro, pepMeHT cTUMyIMpPyeT BBIPAOOTKY aibJAOCTEPOHA
KOpOH HaJAMOYEYHUKOB M pa3pylleHHe OpaJuKHHUHA, 00JaJalolIero COCYA0PACUIUPSIONINM
JNEHUCTBHUEM, J10 HEAKTUBHOI'O IeNTaIeNTH/IA.
B pe3ynbTare nepuHIOMpPUIT:
® CHWXXAET CEKPELHIO AJIbJJOCTEPOHa,
® [0 MPUHIMIY OTPHULATEIHHOW OOpAaTHOM CBSA3M YBEIWYMBAET AKTUBHOCTh PEHHHA B
IJ1a3Me KpOBH;
® I[pu JUIMTEIPHOM TNPUMEHEHUH YMEHbIIAaeT obmee nepudepruueckoe COCyIUCTOe
conpotusiienue (OIICC), uro 00yca0BIE€HO B OCHOBHOM JCHCTBHEM HA COCYIbI B MBITIIIIAX
1 noykax. ITu 3¢ (HeKThl He COMPOBOXKAAIOTCA 3aACPKKON NOHOB HATPHUS WIIH KUIKOCTH
WM pa3BUTHEM PeIIEKTOPHON TaXUKAPAUU MIPH JUTUTEIHLHOM MIPUMEHEHHUHU.
[lepunonpun oka3plBa€T aHTUTMIEPTEH3UBHOE JICHCTBHE y MAIlMEHTOB KAK C HU3KOM, TaK U C
HOPMaJIbHOW aKTUBHOCTBIO PEHUHA B IJIa3M€ KPOBH.
[lepunmonpun oka3bIBae€T TEpaleBTHUECKOE JeicTBUE Onarojaps akTUBHOMY MeETaOoNIUTY,
nepunponpuiary. Jpyrue merabonuTsl He 001a1aI0T (PapMaKOJIOTHYECKOW aKTUBHOCTBIO.
[lepunnonpun HOpMaIU3yeT paboTy cepAla, CHIKas MPeIHArpy3Ky U MOCTHArpy3Ky Omaromapsi:
® COCYAOpacUIMpSIIOUIEMY JIEUCTBUIO Ha BEHbI, BO3MOXXHO, CBSI3aHHOMY C aKTHUBaluen
CHUCTEMBI TPOCTAIJIAH/IMHOB;
e CHIDKEHHIO ob1iero nepudepudeckoro cocyauctoro conpotusienus (OIICC).
[Ipn wu3ydyeHnn mnokazareneld TeMOJUHAMUKH Yy TMALHUEHTOB C XPOHUYECKOM CepAeHHOU
HegoctaToyHOCThIO0 (XCH) Ob110 BBISIBIIEHO:
® CHW)XECHHUE JaBJICHHS HANIOJHEHHUS B JIEBOM U MTPaBOM JKEITyJ0UYKax Cep/Ia;
e cHmxkenune OIICC;
® yBEIUYEHHUE CEPJICYHOr0 BHIOPOCA M YBEIIMUEHUE CEPJICUHOTO UHIEKCA;
® YCWICHHE MBIIIEYHOTO Nepu(epruIeckoro KpOBOTOKA.
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Taxke MoBbIIATACh MEPEHOCUMOCTH (PH3UICCKOU Harpy&n

dapmakoanHamudeckue 3QdEKThI

Amnoounun
AHTHTUTIEpTCH3UBHOE JCUCTBHE AaMJIOAMIIMHA OOYCIIOBJICHO TMPSIMBIM BO3JEHCTBHEM Ha
[JIaJJKOMBIIIEYHbIE KIIETKU COCYJUCTOM CTEHKH. JleTaabHbIH MEXaHU3M, [TOCPEACTBOM KOTOPOTO
aMJIOZMIIMH OCYILLECTBJISIET aHTHAHTMHAJIbHOE JEUCTBUE, HE BIIOJIHE YCTAHOBJIEH, HO U3BECTHO,
YTO aMJIOJUIHMH YMEHBIIAET OOLIYI0 HIIEMUUECKYIO Harpy3Ky IOCPEACTBOM JIBYX JIEHCTBUI:
® BBHI3BIBACT pacUIMpeHHe MepUPEepUIECKUX apTeprol, yMEHbIIas oouiee nepudpepuieckoe
COTPOTHUBIICEHUE COCYAOB (TIOCTHATPY3KY). ITO CHIYKEHUE HArPy3KH Ha CEP/ILIC YMEHBIIIACT
SHEpro3aTpaThl U MOTPEOHOCTH MUOKap/a B KUCIOPOJE.
® BbBI3BIBAET paclIMPEHNE KOPOHAPHBIX apTEPHUIl U apTeproJl KaK B UIIEMU3UPOBAHHOM, TaK
U B HMHTAaKTHOW 30Hax. IIpm 3TOM y NAMEHTOB €O CIa3MOM KOPOHAPHBIX apTepui
(ctenokapnuein [IpuHnMeTrana) yiaydInaeTcsi KOPOHAPHBIM KPOBOTOK M CHaOXeHUE
MHOKap/Jia KHCIOPOIOM.
VY nmnauueHToB ¢ aprepuanbHOi rumeptensueit (Al) mpuem amnogunuHa 1 pa3 B CyTKH
o0ecrieurnBaeT KIMHUYECKU 3HAUUMOE CHUKEeHHE A/l B MOJIOKEHUU «CTOS» U «IEkKa» B TEUCHUE
24 4. AHTUTHIIEPTEH3UBHOE JIEWCTBUE PA3BUBACTCA MEUIEHHO, B CBSI3U C YEM Pa3BUTHE OCTPOH
apTepHalibHOM T'MIIOTEH3UH HEXapaKTEePHO.
AMJIOMUNIMH HE OKa3bIBAaeT HEXKeJaTeNbHbIX MeTaboiandeckux 3((EeKToB M HE BIUSET Ha
MOKa3aTely JIMIMUIHOTO OOMEeHa, HEe BBI3bIBAET MU3MEHEHHUS THMIOJUIUAEMUYECKUX ToKa3aTesen
IU1a3Mbl KPOBH U MOXKET NMPHUMEHSATHCS y MAIMEHTOB C COMyTCTBYIOIIEH OpOHXHAIbHOM acTMOM,
caxapHbIM J1a0eTOM M MOJIarpou.

Hnoanamuo

[Ipn wucronp3oBaHWM HHIAANIAMHUJA B PEKUME MOHOTEpANUM OBUT IMPOJEMOHCTPUPOBAH 24-
YaCOBOW AaHTUTHIECPTCH3UBHBIN J(PQdeKT. AHTUTHUIIEPTECH3UBHBIN S(PQPEKT MpOosSBIAETCS MpHU
MPUMEHEHUH [IpernapaTa B J/103aX, OKa3bIBAIOIIUX MHMHHUMAJbHOE IUYPETHUECKOE JIEeHCTBUE.
AHTUTHIIEPTEH3UBHAS aKTUBHOCTh MHANlaMU/ia CBSA3aHA C YIyYIEHUEM 3JIACTUYECKUX CBOWCTB
KPYMHBIX apTepHil, yMEHbIICHUEM apTePUOIIPHOIO U 00IIero nepupepuyeckoro cocyaucToro
COIPOTHUBIICHUSI.

Nupanamun ymeHbaeT runepTpoduio JIeBOro Kemy10uKa.

Tuaszuansle ¥ THA3UIONOAOOHBIE IUYPETUKU TPU ONPEACTCHHOW J03€ AOCTHUTaIOT IUIaTo
TepamneBTHUecKoro s¢¢ekra, B TO BpeMs KaK 4YacToTa MOOOYHBIX 3(PQPEKTOB MNPOAOIHKAET
yYBEJIMYUBATHCA TpU JaJbHEWIIEM TMOBBIIIEHWH JA03bl mpemnapara. [lostromy He cremgyer
yBEJIMYUBATh 103y IMpernapara, €clid MpH MpUeMe PEKOMEHIOBAHHOW 03kl HE JOCTUTHYT
TepaneBTHUCCKUI dPPEKT.

B xopotkux, cpefHel JUIMTEIbHOCTH U JOITOCPOYHBIX UCCIEIOBAHUSAX C YUaCTHEM MAIUEHTOB C
apTepHalibHOM TUNepTeH3Huel ObLIIO MOKa3aHO, YTO WHAATIAMMU/I;

e He BIMAET Ha MOKAa3aTeNH JIMIMUAHOTO OOMEHA, B TOM YHCIIE HA YPOBEHb TPUTIIUILIEPHIOB,
XOJIECTepUHA, JUMONPOTEUHOB HHU3KOM TUIOTHOCTH M JUIOMPOTEHHOB BBICOKOM
MJIOTHOCTH;

e He BIMsET Ha MOKa3zaTeian oOMeHa YIIIEBOAOB, B TOM YHCIE Y IMAlMEHTOB C CaXxapHBIM
radeToM.

Ilepunoonpun
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[epungonpun 3¢ GeKTHBEH B TEpanuu apTepruajbHOR m@ﬂﬁﬂ%&%gﬁ%a&ﬁaﬂ&& Ha

(oHe ero MPUMEHEHUs] OTMEUACTCS CHIDKEHUE KaK CHCTOJIMYECKOT0, TaK U IMACTONINYecKoro A/l
B MOJIOKCHHH <JICKA» U «CTOS.

AHTUTHNIEPTEH3UBHOE ACWCTBUE TpenapaTa JIOCTHUTaeT MakCcUMyma uepe3 4—6 4acoB mocie
OJTHOKPATHOTO TMPHUEMa BHYTPh U COXpPAHIETCs B TEUCHUE 24 4acoB.

Uepes 24 yaca mocie npuema BHYTpb HaOmogaeTcst BeipaxkeHHoe (mopsaka 80 %) ocraTounoe
uHrnouposanue AIID.

VY manueHTOB ¢ MO3WTHBHBIM OTBETOM Ha JieueHHe HopMmaim3anus A/ HacTymaer B TEYEHHE
MecsiIa U CoXpaHseTcs 0e3 pa3sBUTHS TaXUKaAPIUH.

[Ipekpaienue geueHmst He COMPOBOXKIAACTCS pa3BUTHEM dPPEKTa «PUKOIIETAY.

[lepunaonpui OKa3bIBAaeT COCYAOPACIIUPSIONIEE NEHCTBHE, CIOCOOCTBYET BOCCTAHOBIJICHHUIO
ATACTUIHOCTH KPYITHBIX apTEPHU U CTPYKTYPHI COCYIUCTOH CTEHKH MEIKHX apTepHil, a TaKke
YMEHBIIAeT THIEPTPODHUIO JIEBOTO KEITyT0UKA.

OnmHOBpeMEHHOE  HA3HAUYEHWE  THA3HIHBIX  JUYPETHKOB  YCHWJIMBAE€T  BBIPAKEHHOCTh
AHTUTUTIEPTEH3UBHOTO A DekTa.

Kpowme 3toro, komObuanpoBanue naruouTopa AIID u THa3HIHOTO NNYpPETHKA TAKKe MMPUBOJUT K
CHIDKCHHIO PHCKA Pa3BUTHS TUITOKATHEMHH Ha (DOHE TTpHeMa TUYPETHKOB.

Iepunoonpun/Hnoanamuo

Y mnamueHTOB ¢ apTepuaIbHON THUMEpPTeH3WeH, HE3aBHUCHMMO OT BO3pacTa, KOMOWHAIMs
TIEPUHIOTIPUII/UHIATIAMHU]T OKA3bIBAET J10303aBUCUMOE AHTUTHUIIEPTEH3UBHOE JCHCTBHE Kak Ha
MACcTOJINYECKOe, TaK M Ha cucroiumdeckoe AJl B MOJOXKEHHH «CTOS» U «iexka». B xoxe
KIIMHUYECKUX MCCIIeIOBAaHUMN MOKa3aHO 0osiee BHIPAXKEHHOE aHTUTUIIEPTEH3UBHOE JEHCTBUE Ha
¢oHe KOMOMHUPOBAHHON Tepanmuu MNEPUHAONPUIOM M MHIANAMHUAOM IO CpPaBHEHHUIO C
MOHOTEPANHEN OTAECIbHBIMA KOMIIOHEHTAMM.

Knuanueckas 23¢pheKTHBHOCTL U 6€30IaCHOCTh

Bmusane npenmapara TPUIIJIATEH3 Ha mnokazatenu 3a0ojieBaéMOCTH M CMEPTHOCTH HE
M3y4aoch.

Amnoounun

DddexkTUBHOCTh U OE30MACHOCTH MPUMEHEHHS aMJIoIuIHa B 03¢ 2,5—10 mr/cyTt, nHrnéuTopa
ATII® mu3unonpuia B 1o3e 10—40 Mr/cyT B KadecTBe mpenapara «IepBoi JUHUM» U THA3UTHOTO
JIMypeTHKa XJIOpTaauaoHa B 1o3e 12,5-25 mr/cyT usydanach B 5-netHem uccienoBannu ALLHAT
(c yuactuem 33357 mamueHTOB B BO3pacTe 55 NeT W cTapile) y MalMeHTOB C JIETKOW WU
yMepeHHOU creneHbio Al' U 1o kpaiiHel Mepe OJHUM U3 JOIMOJHUTEIBHBIX (PAKTOPOB pPHUCKA
KOPOHAPHBIX OCJIOKHEHUM, TaKUX KakK: MH(PAPKT MUOKapJa WU UHCYJbT, IIEpEHECEHHBIN Ooee
yeMm 3a 6 MecAlleB [0 BKIIIOUEHUS B HCCIEIOBAaHUE, WM HMHOE TMOATBEPKIACHHOE CEepJeUHO-
cocyaucToe 3ab0JeBaHME AaTepOCKIEPOTHYECKOTO TeHe3a; CaxapHbli auaber 2 Tuma;
KOHIIEHTpAIKs X0JecTepruHa TUIONPOTenHOB BhIcokoi ioTHOCcTH (XC-JITIBIT) menee 35 mr/m;
runeptTpodus JeBOro XKemyAodyka MO JaHHBIM dSJIeKTpoKapauorpaduu Win dXokapauorpaduu,
KypeHHUe.

OcHoBHOU KpuTepuil oOrneHKd 3()PEeKTUBHOCTH — KOMOWHUPOBAHHBIM MOKa3aTeNlb YacTOTHI
netanbHbIX Ucx0a0B oT UBC u wactoTsl HedaranpHOro MHbpapkra Muokapaa. CyliecTBEeHHbBIX
pazIuuuil MeXAy TpynnaMy amJIOJUIIMHA U XJIOPTAJIWJIOHA IO OCHOBHOMY KPUTEPHUIO OLEHKU
BBISIBIICHO He ObLT0. YacToTa pa3BUTHS CEpICYHON HEJOCTATOYHOCTHU B TPYIINE aMJIOJUITHHA ObLia
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JICTAJIBHBIX UCXOJ0B B I'PYIIIIC aMJIOJUIIMHA U XJIOPTAJIMAOHA CYIICCTBCHHO HC pa3jindaiach.

Iepunoonpun/unoanamuo

B uccrienoBannu ¢ yqactueM MaueHTOB ¢ apTEPHATBLHOM TUIIEPTEH3UEH U runiepTpodueii JIeBoro
JKeNlyJ0uKa (MHIEKC Macchl JIEBOTO XKeymouka >120 r/m? y Myxuma u >100 1/M? y KeHIIHH)
3QPEKTUBHOCTh TEPANUU 2 MI MEPHHIONPHIA TEPTOYTHIAMHUHOM (YTO COOTBETCTBYET 2,5 MT
NEepUHJIONpUIIa apruHuHa) B KomOuHauuu ¢ 0,625 Mr uHzanampja IO CpPaBHEHUIO C
MoHoTepanuerd 10 Mr sHamampuia, mpH MpUeMe OJUH pa3 B JIEHb Ha NMPOTSHKEHUWH 1 roja,
OLIEHUBAJIACh METOJOM J3XoKapauorpaduu. B ciydae HEOOXOTUMOCTH ISl TOIJIEPKAHHS
a/IeKBaTHOIO KOHTPOJIA TOKa3aTesied apTepualbHOIO JaBJiCHMS] MPOBOAMIACH TUTPALUs 103
MEepUHJIONpUIIa TEPTOYTHIIaMUHA 10 8 MI (4TO cooTBEeTCTBYET 10 MI IEpUHIONIPUIIA apTUHUHA) U
MHJanaMuaa 10 2,5 Mr oJIuH pa3 B J€Hb WK 3Hananpuia Ao 40 Mr oauH pa3 B AeHb. B rpymnmne
MAlMEHTOB, IPUHUMABLINX MEPUHAONPHI/MHIAANAMU], YBEIUYEHHUS 03Bl HE MOTPeOOBaNOChH Y
34 % marnuenToB 1o cpaBHeHuto ¢ 20 % B TpyIIe MPUHAMABIINX SHATAIPHIL.

[lo oxkoH4YaHWM JIe4eHMs] 3HAUYEHHUS MHJEKCAa MAacChl JIEBOTO >KENyJIO0YKa CHMU3WINCH OoJiee
3HAYUTENFHO B TPyMIe TepuHaonpuna/maganamuaa (—10,1 /M%) MO CpaBHEHHIO C TIpyIIOif
suamanpuna (—1,1 r/m?).

Hawunydammuii 5 ¢ext B OTHOIEHNH 3HAYEHUH HHIEKCAa MACCHI JIECBOTO KETYy/I09Ka JOCTUTAJICS TTPU
MIPUMEHEHUH 0oJiee BHICOKUX /103 KOMOWHALIMY MEPUHIOIPIIIAa U MHAAlaMu/a.

B oTHOmIEHNM CHWKEHHS 3HAUYE€HUN apTEepHaIbHOTO JABJIEHUS pa3HULA MEXIy TpyNraMu
coctaBmia 5,8 MM PT. cT. s cuctoamdeckoro AJl u 2,3 MM PT. CT. JUIsI JTUACTOJIMYECKOTO
JIABJICHHUS COOTBETCTBEHHO — B TIOJIB3Y TPYIIIbI IEPUHAONPUIIA/MHAAIaAMUIA.

B uccnenoBanum ¢ ydyactheM MalUEHTOB C CaXxapHbIM JUAa0eTOM 2 TUIA M3Y4YaloCh BIIMSHHE
CHIDKCHUSI apTEepHaJbHOTO JABJIEHUS HAa 4YacCTOTYy BO3HUKHOBEHHS MaKpPOCOCYIHUCTHIX (CMEpTh
BCJIEICTBHE KapJHOBACKYJISIPHBIX NPUYHH, HedaTanbHbI MHGApKT MHOKapia, HedaTanbHBIN
UHCYJIbT) M MHUKPOCOCYIUCTBIX OCJIOKHEHHHA (BO3HUKHOBEHHE WM YXYALIEHHE TEUYEHUs
Hepponatun u  3a00jeBaHMA TJa3) y  MAIMEHTOB, TNPUHUMABIIMX  KOMOWHAIHIO
MIEPUHIONPUJII/MHAAIIAMU]] 10 CPaBHEHUIO C Ijanebo, Ha (oHEe CTaHIApTHOM Tepamuu, a TakxKe
MIPUHUMABIINX TIUKIA3U] MOIU(GUIIUPOBAHHOTO BBICBOOOXKICHUS B CPABHEHUU CO CTaHIAPTHOM
Tepanueil, HampaBIeHHON Ha MOJIep>KaHue YPOBHS IJIIOKO3bl B KPOBU B Ipe/eiax HOPMaJIbHBIX
3HA4YCHMII.

[Tocne 4,3 ner Tepanuy OTHOCUTENBHBIM PHUCK BO3HUKHOBEHHUS MAaKpO- U MHKPOCOCYAMCTBHIX
OCJIOKHEHU I CHU3UJICA Ha 9 % B rpymie, MIPUHUMAaBIIEH KOMOHMHAIIUIO
nepuHponpui/uaaanamMuy. [IpeumymiectBo ObUIO JOCTUTHYTO 3a CYET 3HAYMMOIO CHIKEHUS
OTHOCHUTEIILHOTO pHCKa CMepTHOCTH Ha 14 %, cMepTH BCIIEACTBUE KapAUOBACKYJISAPHBIX MPUYUH
Ha 18 % u pa3BuTHS MOYEUHBIX OCIOKHEHMA Ha 21 % B rpymnmne NauueHTOB, MOMYYAOIINX
KOMOHMHAIIMIO MEPUHAONPUII/MHAANAaMUI, TI0 CPAaBHEHHIO ¢ Iuiane6o. B moArpyrine naiueHToB ¢
apTepHalibHOM THUIEpPTEH3UEH MOKa3aHO 3HAYMMOE CHIDKEHHE Ha 9 % OTHOCHUTENBHOTO pHUCKa
KOMOWHUPOBAHHOM YaCTOTHI MAKPO- 1 MUKPOCOCYAUCTBIX OCIOKHEHUH B IpyIIe, IPUHUMAaBLICH
KOMOUWHAIIMIO IEPUHIONIPHII/UHAAIaMH]L, 110 CPAaBHEHUIO C Ij1aeoo.

B nmaHHO# rpyrine Takke 3HAUYUTENbHO CHH3HJICS OTHOCHTENbHBIA pHCK cMepTHOCTH (Ha 16 %),
CMEPTH BCJEICTBUE KapAUOBACKYISIPHBIX puuuH (Ha 20 %) ¥ pa3BUTHS TOUEYHBIX OCIOKHEHUN
(1a 20 %) y manueHToB, MOJIyYarouX KOMOMHAIMIO NEPUHAONPUII/MHIAIaMH /T, TT0 CPABHEHUIO C
NaleHTaMH, MOJyYaroluMH I11a1e0o.
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[IpeumymiecTBa ruIIOTEH3UBHON TEPAIMU HE 3aBUCEIN Sl ﬁ%ﬂﬁ%&f{%bﬁﬁ%ﬁ% Ha<pore

HHTCHCHUBHOI'O INIMKCMHUYCCKOT'O KOHTPOJIA.

esotinas 610xada peHuH-aneuomeH3uH-arboocmeporogot cucmemst (PAAC)

HmeroTcst TaHHbIE KIMHUYECKUX HMCCICIOBAHUN KOMOMHHMPOBAHHOW TEpamuy C MPUMEHEHHEM
unrudurtopa AIl® ¢ anrtaronncramu peuentopo anruorensuna Il (APA I1).

[IpoBoauiinch KIMHUYECKUE HCCIIEJOBAHMSI C y4acTMEM MallMEHTOB, MMEIOIIMX B aHAMHE3e
KapMOBACKYJSIPHOEC WJIM IepeOpOBACKYIIIpHOE 3a00jIeBaHMUe, MO0 caxapHbBIM quaber 2 Tuma,
COIIPOBOKJAIOIINICS TOATBEP)KICHHBIM IOPAXKEHNEM OpraHa-MULIEHH, a TAK)KE UCCIIEJOBAHMUS C
y4acTHeM MaIMEeHTOB C CaXapHbIM AHa0eToM 2 THIA M TuabeTHUecKor HeppomaTueii.

JlaHHbIE HcClIeI0OBaHUS HE BBISBIIIM Yy MAIMEHTOB, MOJYYaBIIUX KOMOWHHUPOBAHHYIO TEPAIHIo,
3HAYUTENIBHOTO  MOJOXKHUTEJIBbHOTO  BIMSHUS HAa  BO3HMKHOBEHHME  IOYEYHBIX  W/WIHU
KapAMOBACKYJISIPHBIX OCJIO)KHEHUH U Ha MOKa3aTelld CMEPTHOCTH, B TO BpeMs KaK PUCK Pa3BUTHUS
TUIEPKAIUEMUH, OCTPOM IOYEYHOW HEJOCTaTOYHOCTH W/WIM apTepuanbHOM T'HMIIOTEH3UH
YBEIMUYMBAJICS IO CPABHEHUIO C MALUEHTAMM, [TOJTy4YaBIIUMU MOHOTEPAIHIO.

[IpyHuMmass BO BHHMAaHHME CXOXKHE€ BHYTPUTPYIIIOBblE (papMaKkoAMHAMHUYECKUE CBOICTBa
unruouropo AII® u APA I, nanHble pe3yabTaThl MOKHO OKUJATh JJIs B3aUMO/IEHCTBHUS JIFOOBIX
JPYTHUX IperaparoB, npeacTaBuTeneil kiaaccoB UHruOuTopoB AIID u APA II.

[Tosromy unru6uropst AII® u APA Il He cienyer nmpUMeHSTh OJHOBPEMEHHO Y MAIEHTOB C
nrabeTudeckoi HedponaTuei.

Nmetrorcs naHHBIE KIMHUYECKOTO HCCIIENOBAHUS MO HU3YUYEHHMIO TOJIOKUTEIBHOTO BIUSHHS OT
no0aBiIeHUs allMCKUpeHa K ctanaapTHoi Tepanuu nuHruouropom AIlD unu APA Il y nanuenTos
C caxapHbIM Iua0eToM 2 THIAa M XpPOHUYECKUM 3a00JIEBaHUEM IOYEK MM KapAMOBACKYJISIPHBIM
3aboeBanreM, JIMOO UMEIOIINX COYETaHHE ATUX 3a0oieBanmil. McciaenoBanue OO0 TPEKpaIIeHo
JOCPOYHO B CBSI3M C BO3POCIIUM PUCKOM BO3HUKHOBEHHS HEXEIATENbHBIX HCXOJOB.
KapnuoackynspHas cMEpTb U MHCYJBT BO3HMKAJIM 4Yalle B IPYyMIE MalMEHTOB, MOJyYaroIIuX
JIMCKUPEH, 10 CPAaBHEHMIO ¢ Tpynnoi ruianedo. Taxke HexenaTeNbHbIe SBJICHUS U CEpbE3HbIE
HEe)XeJaTelbHbIe SIBIEHUS 0CO0Oro MHTepeca (TMIepKaJueMus, apTepuanbHas TMIIOTEH3Us U
HapyIlleHUs: (yHKIUHU [IOYEK) PEeruCTPUPOBAIUCH Yallle B IpyMIE aJUCKUpPEHa, YeM B Ipymie
wiarne0o.

5.2. ®apMaKOKNHeTHYeCKHe CBOiicTBA

TPUITJIATEHS:
KOM6I/IHI/IpOBaHHOC IIPUMCHCHUC HepI/IHI[OHpI/IJIa/I/IHI[aHaMI/I,I[a n aMjJaoauIIMHa HC HM3MCHACT HUX
(bapMaKOKI/IHCTI/I‘ICCKI/IX XApaKTCPHUCTUK IO CPaBHCHHIO C PA3ACJIbHBIM IIPUEMOM 3TUX CPCICTB.

AMnoaunuH

Bcacwvisanue

[Tocne mpuema BHYTPh aMIIOIUIIUH XOPOIIO a0CcOpOUpyeTcs U3 KeNyI0YHO-KHIIEYHOTO TPaKTa.
MakcumanbHasi KOHLIEHTpalus aMJI0UIIMHA B TUIa3ME KPOBH JOCTUraeTcs yepe3 6—12 4 mocne
IpremMa npemnapara BHyTpb.

Pacnpeoenenue
AbcomnoTHast GMOI0CTYTHOCTh cOCTaBisieT okosio 64—80 %, o0beM pacnpenieneHuss — IPUMEPHO
21 n/kr. B uccnemoBanusx in Vitro Obuto mokazaHo, uto okosio 97,5 % uupkynupyromiero
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aMJIOJIMITHHA CBSI3aHO C OCNKaMHM IJIa3Mbl KPOBU. OI[HO'H)@ME-}@&% %ﬁggﬂhm HE B na

OMOIOCTYIMHOCTh aMJIOAUITHHA.

Memabonuszm

AMJIOJMIIMH HMHTCHCUBHO METAa0OJIM3UPYETCS IMEYEHBIO C O0O0pa30BaHHMEM HEAKTHBHBIX
MeTabOJUTOB; MOYKaMH BRIBOAUTCS 10 % MPUHSTON 1036l aMIIOJUIIMHA B HEH3MCHEHHOM BHUJIC U
60 % B BuaE MeTaOOIUTOB.

Buviseoenue
Koneunsrii neprox nosyssiBeaeHus (T1/2) amoqunuHa U3 mia3Mbl KPOBH COCTABIISET IPUMEPHO
35-50 gacoB, 4TO MO3BOJISIET MPUHUMATH TIpernapar 1 pas B CyTKH.

Ocobvle epynnvl nayueHmos

VY DanueHToB MOXKUJIOTO BO3pacTa OTMEYaeTcsl 3aMeUIeHHE KIMpeHca aMJIOJUIHNHA, 4YTO
MPUBOJUT K YBEJIWYEHHUIO IUIOMIAAM TOJ KpuBOM «koHUeHTpauus—Bpems» (AUC) u Tuip.
VBennuenne AUC u Ti2 y HalMeHTOB ¢ XpOHUYECKOM cepaeyHol HenocTarodHocThio (XCH)
COOTBETCTBYET MPEAOIAraeMON BEIUUYHUHE IS JAHHOW BO3PACTHOM I'PYIIIBI.

JlanHble O TNpPUMEHEHUU AaMIIOAMIIMHA TMalUeHTaMH C TEYEHOYHOM HeI0CTaTOYHOCThIO
OrpaHHYEHBL. Y MallMeHTOB C I€YeHOYHOU HETOCTaTOUHOCThIO HA0JI0/IaeTCsl CHUKEHHE KITMpEeHca
aMJIOIMITHHA, YTO PUBOAMT K yBenmueHuto T 12 u AUC npubnmsutensHo Ha 40—-60%.

Munmanamun

Bcacwisanue

WNunanamMu 66ICTPO M MOJTHOCTHIO BCACHIBACTCS B JKEITYA0YHO-KHIIICYHOM TPAKTE.
MakcumanbHasi KOHIIEHTpAIUs MHAAMaMuAa B Tu1a3Me Habmomaercs yepe3 1 gac mocie mpuema
BHYTPb.

Pacnpeoenenue
Casi3pIBaHMe ¢ OeKaMu 1m1a3mMbl KpoBu — 79 %.

Memabonusm u evleederue

[Tepuon monyBwiBeneHusi coctabnser 14-24 daca (B cpemHnem — 18 dacoB). Ilpu moBTOpHOM
rpreMe npemnapara He HaOII0AaeTCsl €ro KyMyJIsSIUH.

Wupanamu BHIBOAMTCA B BUJE HEAKTUBHBIX METaO0IMTOB, B ocHOBHOM moukamu (70 % ot
BBEJICHHOM J103bI) U Uuepe3 KuiieuyHuk (22 %).

Ocobule cpynnsl nayueHmoe
Yy IIaImMCHTOB C IMOYCYHOM HEOAOCTATOYHOCTBIO Q)apMaKOKI/IHeTI/IKa nHaamnamMmuaa HE USMCHACTCA.

Ilepunponpun

Bcacwvisanue

[Ipn mpueme BHYTpPh MEPUHIONPHUI OBICTPO BCACHIBACTCS B IKEIYJAOYHO-KUIIEYHOM TPAKTE,
MakcuManbHast KOHIEHTpalust (Cmax) B IUIa3Me KPOBH JOCTHraercss depe3 1 vac (aKTUBHBIM
METabOJIMTOM TEPUHIONpUIa sBIsieTcsi nepuHmonpuiar). llepwox monyseiBenenus (Tip)
MEPUHOIPUIIA U3 TUIa3Mbl KpoBU cocTaBiisieT 1 yac. [lpuem numm 3amensnisier npeBpauieHue B
MIEPUHJIONPUIIAT, TAKUM 00pa3oM BIUsis Ha OMOJOCTYMHOCTh. [109TOMY MEepUHAONPUT CIETyeT
MPUHUMATH | pa3 B CyTKH, yTPOM NEpel IPUEMOM MHIIIH.
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Pacnpeoenenue

O0BeM pacrpeneneHusi CBOOOAHOTO TMEPUHAONpPUIIATa COCTaBIsieT mpuodbau3uTenpHo 0,2 JI/KT.
Cas13pIBaHME NTEpUHIONpUIIATA ¢ O€IKaMu IJ1a3Mbl, II1aBHBIM 00pa3om ¢ AII®, cocrasiser 0KoI0
20 % w HOCHUT 10303aBHCHUMBII XapakTep.

Memabonusm

[Mepurmonpun He oOiamaer (apMaKOJIOTHISCKOW aKTUBHOCTHIO. [IpubmusurensHo 27 % ot
O6HIGFO KOJIMYCCTBA, IPUHATOTO BHYTPb NICPHUHAOIPUIIA TOITAAaCT B KPOBOTOK B BUAC aKTUBHOI'O
MeTtabonuTa nepuHAonpmiata. [loMuMo nepuHoNpmiIata oopazyercs eme S5 MeTaboIuTOB, HE
obmanmaromux  (papMaKoJIOTHUECKON  aKTHBHOCTHIO. MaxkcuManbHasi ~ KOHIIGHTPAIHS
TIEPUHJIOTIPUIIATA B IJIa3Me KPOBH JIOCTUTACTCS B Uyepe3 3—4 Jaca mociie mpueMa BHYTPb.

Buigeoenue

[lepunnonpunar BbIBOAWTCA M3 opraHuzMa nouykamu. Koneunsiii Tiz cBoOoaHON (pakuuu
COCTaBJISIET OKOJIO 17 yacoB, MO3TOMY PaBHOBECHOE COCTOSIHUE JOCTUTAETCS B T€UEHUE 4 CYTOK.
CymecTByeT TMHEWHAas 3aBUCUMOCTb KOHILIEHTPALMU IEPUHIONPUIIA B IIJIa3Me KPOBU OT €r0 J03bI.

Ocobvle epynnvl nayueHmos
Toowcunou eozpacm

BriBenenne nepunaonpuiaTa 3aMeAJICHO Y TTOKHUIIBIX JIFOJIEH, a TAKXKE Y TAlMEHTOB C CEPACUYHOM
WJIM TI0YEYHOM HET0CTATOYHOCTBRIO.
Houeunasa neoocmamouynocmo

[TonGop 10361 HEOOXOIUMO MPOBOIUTE C YUETOM CTETIEHU TSXKECTH MOYEYHON HEAOCTATOYHOCTH
(kTMpeHca KpeaTHHUHA B T1a3Me KPOBH).
uanus
Jlnanu3HbIN KIUPEHC MepUHIoNprIaTa coctaiser 70 Mi1/MuUH.
Luppo3z neuenu
dapMaKOKMHETHKA MEPUHIOIPIIIAa HApyLIeHa y MallMEeHTOB C UPPO3OM IEUEHU: €ro MeYECHOYHBIN

KIIMPEHC YMEHbIIaeTcs B 2 pa3a. TeM He MeHee, KOJIMYECTBO 00pa3yrollerocs nNepuHIonpuiIaTa
HE YMEHBIIAETCs, YTO He TPeOyeT KOppeKIuu 10361 (CM. pa3aeinsl 4.2 u 4.4).

6. DPAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeueHb BCIOMOraTe/ibHbIX BellleCTB

LEJT0II03a MUKpOKprcTairnueckas (PH 101)
Kpaxmall mpeKeIaTHHU3UPOBAHHBIN

HATpUsI TUAPOKAPOOHAT
KapOOKCUMETHIIKpaxMas HaTpus (Turl A)
KaJbIUs XJIOpUJa reKcaruapar

eJUTI0II03a MUKpokpucTauinueckas (PH 112)
KpEMHUS AUOKCU]] KOJTOUTHBIN

MarHus creapar

6.2. HecoBMecTUMOCTH

Henpumenumo.
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6.3. Cpok xpaHeHust

2 roja.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH MPH XPAHEHUH

XpaHuTb 1pH Temiieparype He Bbiie 25 °C, B OpUruHainbHOM yrakoBke (OnMcTep B Mayke).
6.5. XapakTep u coaepkaHue NePBUYHON YIAaKOBKH

I[To 10 wimm 14 TabmeTok B KOHTYPHYIO SYEHKOBYIO YIAKOBKY W3 (DOJIBIM aTrOMHHHEBOM
JIAKUPOBAHHOM MEeYaTHOW M (OJIbI'M aJTIOMUHUEBOW, JTAMUHUPOBAHHON MOJMBUHWIXJIOPUIHON U
MTOJIMaMUTHOW TIJIEHKOM.

1,2, 3, 6 unu 9 KOHTYPHBIX STYEUKOBBIX YTaKOBOK 0 10 Ta01eTOK BMECTE C IMCTKOM-BKJIa IbIILIEM
MOMEILAOT B MaYKy KapTOHHYIO.

1, 2, 4 uan 6 KOHTYPHBIX SYEHKOBBIX YIAKOBOK MO 14 TabineTok BMecTe ¢ JTUCTKOM-BKJIa IbIIIEM
ITOMENIAIOT B ITAYKY KAPTOHHYIO.

6.6. OcoOble Mepbl TNPEIOCTOPOKHOCTH TP  YHUYTOKEHHHM  WCHOJIH30BAHHOIO
JIEKAaPCTBEHHOr0  Tpenapara WJIH  OTX0JA0B, MNOJYYEHHBIX TMOCJe NpPUMEHEeHHSs
JIEKAPCTBEHHOT0 NPeNnapara uiu padoThl ¢ HUM.

Her ocoObix TpeboBaHU K yTHIIA3AIUH.
7. AEPKATEJIb PETUCTPALIUOHHOI'O YAOCTOBEPEHUSI

Poccus
00O «ITanbuo ®apm»
143960, MockoBckas o0actp, r.0. Peytos, 1. Peytos, yin. ®abpuunas, a. 8A, ctp. 2, moment. 14

7.1. IlpeacTaBuTe/Ib J€PKATE/ISI PETUCTPALMOHHOIO Y10CTOBEPEHUsI

IIperen3un HOTDC6I/ITCJ'ICI71 HaIpaBJIATH 110 aAPECY.

Poccuiickas ®@eoepayus

00O «Ilanbuo ®apm»

119530, r. MockBa, OuakoBckoe mocce, 1. 34, od. A303
Tenedon: +7 (495) 225-57-87

DnektponHas nouta: info@panbio.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

9. IATA NEPBUYHOHN PEI'MCTPAIIMU (IIOJATBEPXKJIEHUS PETUCTPALIUU,
IHHEPEPETUCTPAIIUN)

JlaTa nepBUYHOU PETUCTPALIAHN:
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10. AATA IEPECMOTPA TEKCTA

OOmast  xapakrepuctuka JekapctBeHHoro mpemnapara TPUIIJNIATEH3 goctymHa Ha
MHPOPMAIIMOHHOM TopTaje EBpa3uiickoro 5KOHOMHUYECKOTO COK3a B HH(POPMALMOHHO-
KOMMYHHUKaIMoHHO# cetn « MHTepuer» http://eec.eaeunion.org/
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