COOTBETCTBYET SKCMEPTHOMY OTUETY
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COINMACOBAHO (MOCNEODEATENEHD I_T nj 072)

WHEISOBIHAS NAPAKTEPHCTUKA JTJEKAPCTBEHHOTO TIPEITAPATA

NMPUKA30M 0T 28.08.2026 Ne 998
MOCNEAOBATESIbHOCTL 0074

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Honumnpen A, 0,625 mr+2,5 mr, TabneTku, TOKPHITHIE TNIEHOYHON 000JI0YKOH.

2. KAUECTBEHHBIN M1 KOJJMUYECTBEHHBIN COCTAB

JleiicTByrolMe BEIIeCTBA: UHAATAMHUT + IEPUHIOTPIUIT

Kaxxnas tabnerka, MOKpHITas IUICHOYHOW 00009KO0M, comepxkut 0,625 Mr wHmanamuga u 2,5 Mr
TIePUH/IONPUTIA APTHHHHA.

BemiectBa, HanMuue KOTOPBIX HAJ0 YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO Iperapara: JIaKTo3a,
HaTpuii (cM. pazaen 4.4).

[TonHbIi IepedeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasaene 6.1.

3. JEKAPCTBEHHASA ®OPMA

TabneTku, MOKPHITHIE THIEHOYHOH 000IOYKOH.

[Ipononrosareie TabJIETKH, HOKPBITHIE IUIEHOUYHONW 000JI0YKOM, Genoro 1BeTa, ¢ pUcKoil Ha o0enx
CTOPOHAX.

JInnus pasjioma (pI/ICKa) HC MIp€AHa3Ha4YCHa MJIA pa3aCIICHUA TaOJIETKH.

4. KIMHUYECKHE JAHHBIE

4.1. llokazaHusi K NPMMEHECHUIO

[Ipenapat Honunpen A nokasaH K IpUMEHEHHUIO Y B3POCIIbIX.

e DcceHUUaNbHAs TMIEPTEH3NUS.

e VY ManMeHTOB C apTepUaIbHON THUNEPTEH3WEH U caxapHbIM AMA0ETOM 2 THIA IJISi CHUKEHUS
pHUCKa Pa3BUTHS MHKPOCOCYIUCTBIX OCJIOKHEHHN (CO CTOPOHBI MOYEK) M MaKPOCOCYAMCTHIX
OCJIO’KHEHUH PU CEPJIEYHO-COCYAUCTHIX 3a00J€BaHUSX.

4.2. PeskxuM 103MPOBAaHMA U CIIOCO0 MPUMEHEHUS

PexxuM o3upoBaHus

QCceHL;uaJleaﬂ cUNepmeHn3usl
[To 1 TabneTke nekapcTBeHHOrO npenapara Homunpen A 1 pa3 B cyTku.

ITo BO3MOXXKHOCTH IpHEM IpernapaTa HAauMHAIOT ¢ M000pa 103 OJJHOKOMIIOHEHTHBIX IpenapaTos. B
clly4ae KIMHUYECKOH HEOOXOJAMMOCTH MOXXHO pacCMOTPETb BO3MOXXKHOCTh  Ha3HAu€HUs
KOMOMHUpPOBaHHOH Tepanuu npenaparoM Homunpen A cpasy nmociie MOHOTEpaIuu.
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ITo 1 Tabnetke nekapcTBeHHOTO Mpemnapata Homumnpen A, 1 pa3 B cyTku. Uepes 3 Mmecsdiia Tepanuu,
NP yCJIOBUHM XOPOIIEH TEPEHOCUMOCTH, BO3MOXHO YBEJIMYEHHE JO3bl 10 2 TaOJETOK
nekapcTBeHHoOro mpemnapara Homumpen A 1 pa3 B cytku (wim mo 1 TabneTke JieKapCTBEHHOTO
npenapata Honmumnpen A ®@opre, 1 pa3 B cyTkn).

Oco0nIe T'pYHOIIbI ITIAIIMCHTOB

Jluya nooicunozo eos3pacma

JleueHue mpemapaToM cieayeT Ha3HAyaTh IOCJIE ONEHKM (YHKUMU TMOYEK M apTepUaIbHOTO
nasnenus (Al).

Hayuenmui ¢ noueunou He0oCmamo4yHOCHIbIO

JlexapctBeHHblil npenapaT Homunpen A NpoTHBOINIOKAa3aH MalMEHTaM C TSKENIBIM HapylLIeHHEM
¢dbyuknun noyek (knmupenc kpeatuanna (KK) amwke 30 mur/muH).

VY manueHToB ¢ ymepeHHbIM HapymieHueMm ¢ynkiun nmouyek (KK 30-60 mu/mMuH) pekomeHayeTcs
HAYMHATH TEPANMIO ¢ HEOOXOIUMBIX /103 MPEnapaToB (B BHE MOHOTEPAIHH), BXOAAIINX B COCTAB
JeKapcTBeHHOTo npenapara Homumnpen A.

[Tarmmentam ¢ KK, paBHbIM wim mpeBbimatomum 60 MII/MUH, KOPPEKITUU 10361 HE Tpedyercs. Ha
¢doHe Tepanuu HEOOXOIUM PEryJIAPHBII KOHTPOJIb KOHIEHTPAIlMM KpEaTHHUHA M Kalus B IUIa3Me
KpOBH.

Hayuenmui ¢ neuenoynou He0OCmMAamo4HOCHbIO

JlekapcTBeHHblil mipenapat Homunpen A mpoTHBONOKAa3aH MAalMEHTaM C TKEIBIM HapylIeHUEM
(GYyHKIIMY TICUEHH.

[Ipu ymepenHoMm HapyuieHnr QyHKIIUU MIEYEHU KOPPEKIUs J03bI He TpeOyeTcsl.

JHemu

bezonacunocThs u addexTuBHOCTS Mpenapata Homumpen A y aereit B Bo3pacte ot 0 10 18 et Ha
JTaHHBII MOMEHT HE YCTAHOBJICHBL. /[aHHBIE OTCYTCTBYIOT.

Cnoco0 mpuMeHeHust

BHyTpb, NpeaNOYTUTENIEHO YTPOM, MEpe] MpueMoM Numu. TalJeTku cieayeT NporjiaThiBaTh
IECITUKOM, 3aITMBast BOJOM.

4.3. [IpoTnBONOKA3aHUA

Wnmanamug

e [unep4yBCTBUTEIBHOCTH K JCHCTBYIONIEMY BEIIECTBY WJIH JIFOOBIM IPYTUM CYIb(OHAMUIAM.
e Tsxenoe Hapymenue ¢pynkumnn nmodek (KK amxe 30 mi/mun).
o [leueHounas sHuedanonaTus.

o Tsoxenoe HapyuieHue GYHKIMH TEYSHH.

o ['mnokanuemus.

Ilepunonpun
e [UmepyyBCTBUTEIBFHOCTh K JACHCTBYIOIIEMY BEUIECTBY WM JIOOBIM JIPyTUM HHTHOUTOpaM
aHrMoTeH3uHNpeBpamatomero pepmenta (AIID).
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ATIID (cMm. paznen 4.4).

e HacnencTBeHHBIN/MINOIATHIECKAN AaHTHOHEBPOTHYECKUI OTEK.

e bepemenHocTh (cM pazzen 4.6);

e (CoBMeCTHOE NMPHUMEHEHHE C AJIUCKUPEHOM M JIEKapCTBEHHBIMM IIpenapaTtaMu, COAEpKaIlllUMU
QINCKUPEH, y TAIMEHTOB C CaxXxapHbIM JHa0eTOM W/WIM YMEPEHHBIM WM TSDKEIBIM
HapymieHneM (QyHKIUH 1o4ek (ckopocTh kiyooukoBor ¢unbTparuun (CK®) wmenee 60
mir/mus/1,73 M2 nnomaau moBEpXHOCTH Tena) (cM. pasaens 4.5 u 5.1).

e (COBMECTHOE IPUMEHEHHE C aHTaroHUCTamMu peuentopo anruoreHsuHa II (APA 1II) y
MaleHTOB ¢ AuadbeTrndeckoi Hedpomnatuen (cM. pazaen 4.4).

e (CoBMecTHOE TpUMEHEHHWE C KOMOWHalueW BaicapTaH + cakyOutpwi. Homummpen A Henb3s
IPUHUMATh paHee, 4yeM depe3 36 4yacoB IOCiie MPUMEHEHUs IMOCJIeTHEN 03bl KOMOWHALUU
BajicapTal + cakyoutpui (cm. pasaenst 4.4. u 4.5).

e DKcTpakopropajiabHas Tepamnus, MIPUBOAIIAsS K KOHTAKTY KPOBU C OTPULIATENILHO 3apsHKEHHBIMU
MOBEPXHOCTAMH (CM. pazaen 4.5).

e BpIpaXeHHBIN BYCTOPOHHUN CTEHO3 ITOYEUYHBIX apTepUil WM CTEHO3 apTepUU €IMHCTBEHHOU
byHKIIMOHUpYIOIIEH ToukH (cM. pasaen 4.4).

Homunpen A

e [ UNepYyBCTBUTEIBLHOCTh K HHINAMHIY, JIPYTUM CyJb(poHaMHIaM, TEPUHAONPUITY, APYyTUM
unruouropam AIID unu k 11060My U3 BCTIOMOTATEIbHBIX BEUIECTB, EPEUUCICHHBIX B pa3zieie
6.1.

e U3-3a OTCYTCTBHS JOCTATOYHOIO KJIMHUYECKOTO OIbITA JIEKAPCTBEHHBIN npenapat Homumnpen A
HE CJIeAyeT NPUMEHATh Y MALMEHTOB, HAXOIAIIMUXCA HA TEMOJAUAIN3E, A TAKKE Yy MALMEHTOB C
HEJICYEHOU CepAEYHON HEJOCTATOYHOCTBIO B CTAIUU JEKOMIICHCALIUH.

4.4. OcoOble yka3aHusi H MepbI IPeI0CTOPOKHOCTH NPH NPHUMEHEHUHT

[Ipenapat crneayer Ha3HAYATh C OCTOPOKHOCTHIO B CIEIYIOMIUX CIIydasX:

CuctemHble 3a007€BaHUs COCIMHUTEIBHOW TKAaHU (B TOM YHCIE, CUCTEMHAas KpacHas BOJYAHKA,
CKJIEepoJepMuUsl M Jp.), CONYTCTBYIOLIEE MPUMEHEHHE aJUIONypUHONA, IMTOCTaTUKOB H
MMMYHOJENPECCAHTOB, MM IpOKavHaMuja (pUCK pa3BUTUS HEHUTPONEHUH M arpaHyjoLUTO3a),
COITyTCTBYIOIAsl TEpamusl IpernaparaMy JIMTUS, HpernapataMi ajJlCKHpeHa Yy IMalueHTOB 0e3
caxapHoro auabera wiu HapymeHuil ¢ynkuuu nodek, APA I y manuentoB 0e3 nuabeTHueckon
HedponaTtuu, IpenaparaMy 30J10Ta, HECTEPOUAHBIMH IPOTHBOBOCHAIMUTENBHBIMU IpenapaTaMu
(HIIBII), OaknodeHoM, KOPTUKOCTEPOMAAMH, MHTHOMTOpaMM HempwiniduHa (cM. pasnen 4.5),
IpernaparamMi, KOTOpble MOTYT BbI3BaTh yaauHeHHe uHTepBana QT Ha snekTpokapauorpamme
(OKT'), cepnedyHbIMU TIMKO3UAAMM, JEKApCTBEHHBIMHM IIpenaparaMu, KOTOPbIE MOTYT BbI3BaTh
MOJUMOP(HYIO KEITyJOYKOBYIO TaXUKapIUI0 THIA «IIHPYIT», YIHETEHHE KOCTHOMO3TOBOI'O
KpPOBETBOPEHUSI, CHIDKEHHBI 00bEM IMPKYJIUpPYIOIIeH KpoBU (TMpHUEM IHMYpETHUKOB, OeccosieBas
IMeTa, PBOTA, Ouapes, TeMOAWANN3), HIIeMHUYecKas OOJe3Hb CcepAna, LepeOpOoBacKyJISpHBIC
3a0o0JeBaHMs, PEHOBaCKYyJIsipHas THIEPTEH3HS, caxapHbIii nuaoer, HEPBUYHBIH
TUNEepaibJI0CTEPOHU3M, XpoHudeckas cepaeuHas HexpoctaroyHocTs (II-IV  ¢yHxnmonamsHOTO
kiacca no kinaccupukanuun NYHA), HapymieHus (QyHKIOUM NEYEHM U IOYeK, TMIEepypPUKEeMHUs
(0COOCHHO COTPOBOXMAMOIIASACS TMOAArPOM W YPAaTHBIM HEPPOIHTHA30M), JIAOWIBHOCTh AJl,
MOKWJION BO3pacT, MPOBEJACHUE TeMOIUalIN3a C MPUMEHEHHEM BBICOKOIIPOTOYHBIX MEMOpaH WU
JeCCHCHOMIM3aIus, mepea npoueaypoi adepesa JTHIONPOTSMHOB HU3KoW IwiotHocTH (JITTHIT),
COCTOSIHUE TIOC/Ie TPAHCIUIAHTAlMM TOYKH, XMPYPrUYEeCKOe BMEUIATElIbCTBO/AHECTE3Us, CTEHO3
AOPTaJBHOTO WJIM MHTPAJIBHOTO KIANaHa/TUrnepTpoduyeckas oOCTPYKTHBHAs KapAHOMHOMATHSA,
aTepoCKIIepO3, MPEACTAaBUTEIN HETPOUIHONW pachl (MeHee BBIpaKEHHbIN 3(h(PeKT oT nmpruMeHeHus ),
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TCparusd KaJ'II/II\/'IC6epeFaIOI_I_II/IMI/I AUYPECTHKAMH, TIIp€lapataMu Kajluad WIK Yy [NalUCHTOB C
MOBBIIICHHBIM COACPKAHUCM KaJlusgd B INIa3MC, THICPKAIMCMHA, THIIOHATPUCMUS, OTSIFOHIGHHI)II\/'I
annepronornquKHﬁ AHAMHE3, aJUICPruicCKas peakuusd Ha ICHUIWIIJIMH B dHAMHE3C.

OoO1ee g MHIanaMuaa U IEPUHIOIPIIA

[Ipumenenue nekapcTBeHHOro npenapara Hoiumnpen A, coneprariiero HU3Kyr 103y HHIANaMuaa u
MEpUHJIONpUIIa aprUHUHA, HE CONPOBOXKJIAETCS CYIIECTBEHHBIM CHM)KEHHUEM YacTOThI MMOOOYHBIX
3¢ deKTOoB, 32 UCKIIOUEHUEM THIIOKAIMEMHH, 110 CPABHEHUIO C IIPUEMOM OTJIEIbHBIX KOMIOHEHTOB
mpernapara B HAMMEHBIIMX DPa3pelIeHHBIX Ui MPUMEHEHHUs no3ax (cMm. pasznen 4.8). B Hauane
Tepanuy ABYMs TMIIOTEH3MBHBIMM IpenapaTamMM, KOTOpbIE MAlMEHT HE IOJIydaa paHee, Helb3s
UCKJIIOUUTh YBEJIIMYCHUS YACTOTHl pa3BUTHS WIAMOCHHKpasuu. TIiiarenbHoe HaOdIoneHUe 3a
MAIEHTOM MO3BOJISET CBECTH ITOT PUCK K MUHUMYMY.

IIpenapamul rumust

CoBMecTHOE TPUMECHEHHE KOMOWHAIIMM WHIAMaMU[a ¥ TICPUHIONPHIIA C TperapaTaMu JIUTHS
0OBIYHO HE peKOMEHIyeTcs (CM. pasnen 4.5).

Hapywenue ¢pynxyuu nouex

Tepanus npenaparom Homumpen A npoTHBONOKa3aHa NalMEHTaM C TSDKEIbIM HapylIeHHEM
¢byukaun mouek (KK menee 30 Ma/MuH). Y HEKOTOPHIX MAIMEHTOB C apTEPHUATILHON TUIIEPTEH3UEH
0e3 TpEeAIIECTBYIONIET0 OYEBHIHOIO HapylIeHUs (YHKIMM TOYeK Ha (OHE TEepamud MOTYT
MOSIBUTHCSL JTa0OpaTOpHBbIC TPH3HAKH (PYHKIIMOHAIBHOW IMOYEYHOH HEIOCTAaTOYHOCTH. B 3TOM
cllydae JIeYeHHUE CIIeAyeT MpeKpaTUThb. B manmpHeiieM MOXXHO BO30OHOBUTH KOMOMHUPOBAHHYIO
TEpaIuio, MPUMEHSIST HU3KUE JT03BI TIPENapaToB, JINOO MPUMEHSTh TOJIBKO OJIMH 3 MPETapaToB.

TakuMm manueHTaM HEOOXOIUM pETyJSIpHBIA KOHTPOJIb KOHLEHTpAIMM Kalusl M KpeaTHHHHA B
KpOBH — 4epe3 2 HeAeNM IMOCJe Hayaja Tepanvd W B JalbHEUIIEM KaxkIble 2 Mecsla B Mepuo,
Korja J103a mpemnapara mogoOpana. [loueuHass HEOCTATOUHOCTh Yallle BOHHUKACT y TAIMEHTOB C
TSOKEJIOW CepACYHOM HEIOCTAaTOYHOCTHIO WJIM MCXOAHOM MOYEYHOM HEJAOCTAaTOYHOCTHIO, B TOM
YucIie, MPU CTEHO3€ MTOYEUHOMN apTepuu.

JlekapcTBennblii mnpenapaT Homunpen A He peKOMEHAOBAaH K NPUMEHEHUIO B CiIydae
JIBYCTOPOHHETO CTEHO3a IMOYEYHBIX apTepuil WM B CiIy4yae €IUHCTBEHHOW (PYHKIMOHUPYIOIIECH
MTOYKH.

Apmepuaﬂbﬂaﬂ cUNOmMeH3Us U Hapyuernue GOOHO-SﬂeKMPOJZMmHOZO bananca

B cinydyae MCXOAHOW TMINOHATPUEMHMM CYLIECTBYET PHUCK BHE3AIHOIO Pa3BUTHUS apTEpUATIbHON
TMIIOTEH3UH, B YaCTHOCTH, Y MAIIMEHTOB CO CTEHO30M IOYe4HOM apTepuu. [loaTromy HeoOXxonumo
MIPOBEJICHUE CUCTEMATHUECKON OIICHKM CHMIITOMOB OOE€3BOXKHMBAHHUS W CHIDKEHHUS COJAEpIKAHUS
3JEKTPOJIUTOB B IUIa3M€ KpPOBU, HAMpUMEpP, IOCJIE JUaped WIM PBOTHL. TakuMm MalnueHTam
HE0OXO0IUM PEryJISIPHBIN KOHTPOJIb COJIEPKaHMUs JIEKTPOJIUTOB IJIa3MbI KPOBU.

[Ipu BbIpaXeHHOW apTEepHaIbHONH TUIOTEH3UH MOXKET NOTPeOOBATHCS BHYTPUBEHHOE BBEJCHHE
M30TOHUYECKOIO COJIEBOIO pacTBOpA.

Tpan3uTopHast aprepuajlbHasi THIIOTEH3UsI HE SBJIAECTCS NPOTUBOIIOKA3aHUEM I IIPOJOJIKEHUS
tepanuu. [locme BoccTaHOBIGHHS 00beMa HUPKYIUpPYHOMEH KpoBH M AJ] MOXHO BO300HOBHUTH
TCpaInro, IpUMCHIAS HU3KUC JO3bI, .HI/I60 NPUMCHATH TOJILKO OJJUH U3 KOMIIOHCHTOB IIpcriapara.

Cooepoicanue xkanus

KomOuHupoBaHHOE NpHMEHEHHE WHAANaMHUIa M NEPUHAONPUIA HE MPEeJOTBpAIlAeT pa3BUTHE
TMIIOKAJIMEMUH, OCOOCHHO Y NMAIMEHTOB C CaXapHbIM 1Ua0ETOM MM ITOYE€YHOH HEI0OCTaTOYHOCTHIO.
Kak u B ciydae nmpuMeHeHus J1I000ro TUMOTEH3MBHOTO TpenapaTa B KOMOMHALMU C JTUYPETUKOM,

4
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WNumanamug

Ileuenounas aﬂueqbaﬂonamuﬂ

[Ipu Hanmuuu HapymeHud GyHKIUU EYEHU MPUEM THA3UIHBIX U THAa3UA0NO0I00HBIX AUYPETUKOB
MOXXET MPHUBECTH, OCOOCHHO B CIIy4ae JJICKTPOJUTHOTO IucOallaHCa, K Pa3BUTHIO MEUYECHOYHOM
sHIe(paTonaTuu, KOTOpas MOXKET MPOrpecCHpOBaTh IO TMEUYEHOYHOW KOMBI. B TakoW cuTyarum
ClIeayeT HEMEIEHHO MPEKPATUTE IIPUEM IUYPETHKA.

@omouyecmeumeﬂbﬂocmb

Ha ¢one npuema THa3UIHBIX U THA3UAONOAO0OHBIX AMYPETHKOB COOOIIANOCH O CIy4asX Pa3BUTHUS
peakmuii  doTouyBcTBUTENbHOCTH (cM. pasgen 4.8). B cmywae pasButHs — peaxknui
(OTOUYBCTBUTEIBHOCTH Ha (OHE MpHeMa Mpernapara ClIeAayeT MpeKpaTuTh JjeudeHue. [lpu
HEOOXOJUMOCTH TPOJODKEHUS TEpalui  TUYPETUKaMH, PEKOMEHAYETCS 3allluIaTh KOKHBIC
MOKPOBBI OT BO3JICHCTBHSI COTHEUHBIX JTyYeH MM UCKYCCTBEHHBIX yIbTPa(UOIETOBBIX JTyUei.

Boono-snexmponumusiii 6ananc

Konyeumpayus uonos nampus 8 niazme Kposu

KoHueHTpanuo HOHOB HATpHs B IJIa3Me€ KPOBHM HEOOXOJMMO ONpEAENsATh A0 Hayaja JICYCHHs, a
3aTeM pEeryJisipHO KOHTPOJIMPOBaTh Ha (oHE npuema npenapata. CHIDKEHHE KOHIICHTPALUU HOHOB
HATpHs Ha HAYaJIbHOM JTAlle MOJKET HE CONPOBOXKAATHCA KIMHWUYECKHMH CHUMIITOMAaMH, IMO3TOMY
HEOOXOUM pEeryJIsipHbIA J1a0opaToOpHBIA KOHTPOJb. bosee yacThlif KOHTPOJIb COJEpKAHUS HMOHOB
HaTpus MOKa3aH NallMeHTaM ¢ LUPPO30M ME€YEHU U MalMeHTaM IO0XHJIOro Bo3pacTa (CM. pa3feisl
4.8 u 4.9). Jleuenne M0OBIMH JUYPETUKAMU MOXKET BBI3BaTh TMIIOHATPHUEMMIO, MHOTZIA C OYEHBb
CEpbE3HBIMU  MOCIIECACTBUAMU. | MIIOHATPUEMUS, CONPOBOXKAAIOWIASACA THUIIOBOJIEMHEH, MOXKET
NPUBOJNUTH K PA3BUTUIO OOE3BOKMBAHHMS W OPTOCTaTUYECKOM runoreH3uu. ComyTcTByloIIee
CHIDKCHHE COEP KAHMS MOHOB XJIOPA MOKET IIPUBECTH K PA3BUTUIO BTOPUYHOTO KOMIIEHCATOPHOIO
MeTa0OMMYECKOro  ajikajo3a: YacToTa €ro BO3HHUKHOBEHHUS W  CTENEHb BBIPAXXEHHOCTHU
HE3HAYUTECIIBHBIC.

Konyeumpayus uonos xanus 6 niazme Kkposu

CHWXKeHne KOHIEHTPAIMH Kajus ¢ THIIOKATUEMHUEH SBISICTCS OCHOBHBIM PHCKOM, CBSI3aHHBIM C
Tepanneﬁ THA3UIHBIMU U TI/IaBI/II[OHOIIOGHBIMI/I ANYPCTHKAMH. T'unokanuemMus MOXKET BBI3BATH
MBIIICYHBIE paccTpoiicTBa. CoO0IIAIOCh 0 ciydasix padoMHOJIN3a, B OCHOBHOM Ha (hOHE TSIKENOM
THUIIOKAJIMEMHUH.

Heob6xomumMo mpeayrpexaaTh pUCK CHWKEHUS KOHIIEHTPAIIMK HOHOB Kanus (MeHee 3,4 MMOJIB/JT) y
(O] (571474:0)11170,€ KaTGI‘OpI/Iﬁ ManUCHTOB M3 I'PYIIIbI BHICOKOTO PHUCKA: MALMCHTOB IMOXUJIIOTO BO3pacCTa
W/WAM KCTOIICHHBIX TMalMEHTOB KakK IMOJyYaloIlUX, TaK M HE MOIy4aloluX COYETaHHYIO
MCAUKAMCHTO3HYIKO TCpalrio, MNAMUCHTOB C MOUPPO3OM TIICYCHHU C OTCKaMHU W aCHUTOM,
WIIEMAYECKOW OOJIe3HBIO CEPJIA, CEPACYHON HEJAOCTaTOYHOCThIO. [MIMOKammeMus y OSTUX
ManucHTOB YCHUIIMBACT TOKCHYCCKOC ,Z[GI\/JICTBI/IC CCPACUYHBIX TJIMKO3UAOB W IOBBIIIACT PUCK
BO3HHUKHOBEHHUS HApYUICHUH pUTMA.

K rpynmne noBbIIIEHHOTO PUCKA TAK)K€ OTHOCATCSA MALMEHTHI C yAJMHEHHBIM MHTepBasioM QT Ha
OKT', kak BpOXKIEHHBIM, TaK U BBI3BAHHBIM JICVICTBUEM JICKAPCTBEHHBIX CPEICTB.

l'unokanuemusi, Takxe, Kak M OpaguKapiusi, CIOCOOCTBYET pPAa3BUTHUIO TSKENBIX HapyIICHUN
CepACYHOr0 PUTMA, OCOOCHHO TOJTMMOP(HOM JKEITyTOUKOBOW TaXUKAPAUU THITA KITHPYIT», KOTOpast
MOJKeT ObITh (paTanbHOI. Bo Bcex onucaHHBIX BbIIIE CIy4asx HE0OX0auM Oosiee YyacTblii KOHTPOJIb
COJIep’)KaHUsl MOHOB Kanusg B IUla3Me KpoBU. IlepBoe M3MepeHHE KOHUEHTpAllud HOHOB Kallus
HE00X0AMMO MTPOBECTH B T€UEHHE NEPBOI HEJIENU OT Hayasia Teparnuu.
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I'unokanuemusi, cBi3aHHasi ¢ HU3KOW KOHLEHTpalMed MarHus B CHIBOPOTKE KPOBH, MOXKET OBITh
pPE3UCTEHTHA K JIEYEHUIO O Te€X IMOp, IOKa ypOBEHb MarHusi B CBHIBOPOTKE KPOBHU HE OyIeT
CKOPPEKTUPOBAH.

Konyenmpauyus uonos xaivyus 8 niasme Kposu

Tuasuanple W THA3UIONOJOOHBIE JAMYPETUKH MOTYT YMEHBIIATh BBIBEJACHHE HOHOB KallbIUs
MOYKaMHU, MPUBOJAS K HE3HAYUTEILHOMY M BPEMEHHOMY IMOBBIIICHUIO KOHIICHTPAIIMHN KalblUsi B
1a3Me KpoBH. Bripa)keHHOE MOBBIMICHHE KOHIIEHTPAIIMH MOHOB KalbIUS MOXXET OBITH CBSI3aHO C
HEJMAarHOCTHUPOBAHHBIM THIIepHapatupeo3oM. [lepen uccnenoBanremM QYHKIMH MapaliuTOBUIHBIX
Kele3 cleyeT OTMEHUTh MPUEM AUYPETUYECKUX CPEICTB.

Yposenv macnus 6 niazme kposu

Ha ¢one npuMeHeHUS THA3HIHBIX W THA3HIOMOAOOHBIX TUYPETUKOB, BKIIIOYAs HHIAIAMUI,
OTMECYAJIOCh MOBBINICHHUC BBIACICHHUA MArHus C MO‘-IOI‘/JI, YTO MOXET CTaThb HpH‘IHHOﬁ Pa3sBUTHA
TUTIOMarHueMuH (cM. pasnenst 4.5 u 4.8).

Konyeumpayus enoxosvt 8 kposu

Heo06xoauMo KOHTPOJHUpPOBATh KOHIIEHTPALMIO TJFOKO3bI B KPOBH Y TMAIIMEHTOB C CaxapHbIM
nrnabeToM, 0COOEHHO KOT/1a KOHIICHTPAIMsI HOHOB KaJIus HA3Kasl.

Mouesas kucroma

VY NanuMeHToB ¢ IOBBIIICHHOW KOHICHTPALMEM MOYEBOM KHUCJIOTHI B IUIa3M€ KPOBH HMMEETCS
TEHACHINA K YBEJIMYEHUIO YaCTOThl BOSHUKHOBEHHUS IIPUCTYIIOB ITOAATPBI.

Juypemuueckue cpedcmea u pynkyus novex

TuasumHble ¥ THA3UAONONO0HBIE TUYPETUKH Y(PGEKTUBHBI B ITOJHOW MEpe TOJBKO y MAIEHTOB C
HOpMaJbHOW WM HE3HAUUTENHHO HAPYIICHHON (YHKIMEHW MOoYeK (KOHIICHTpAlHs KpeaTWHUHA Y
B3POCIBIX MAMEHTOB HUXKE 25 M1/ uin 220 MKMOJIB/T).

VY IOXKUIIBIX MalMCHTOB YPOBCHb KPCATHMHHWHA B IUIA3ME KPOBU HOJDKCH OLCHHUBATHCA C YUYCTOM
BO3pacTa, Beca U 1oJia, B COOTBETCTBUHU ¢ (hopmyioit Kokpodra:

Kmupenc kpeatnanna (KK) = (140 — Bo3pacT) x Bec/0,814 X KoHIIEHTpalys KpeaTHHIUHA B TUIa3Me
KpOBH,

TAC: BO3PACT — BO3PACT MallUCHTA B IroJlaX, BEC — MacCa TCJia B KI', KOHLICHTpAallud KpCaTUHUHA —
KOHICHTpalusg Kp€aTUHHWHA B IJIa3MC€ KPOBH B MKMOJIB/JI.

CDopMyna NoAXOAUT IAJId MYXKYHH IMOXUIIOTO BO3pacCTa; IJIA KCHIIWH ITOXKUJIOr0 BO3pacTa CICAYCT
YMHOXXHTbH pe3yabTaT Ha KodddunueHT 0,85.

B Hauane neueHuss [uypeTUKOM y NAllMEHTOB HU3-3a TMIIOBOJIEMUH (BCIIEACTBUE BBIBEIECHUS BOJBI U
HMOHOB HATpHs) MOXeT HaOmoaarbcsi BpeMeHHoe cHmkeHne CK® u yBennueHune KOHUEHTpalUu
MOYEBMHBl W KpeaTHMHWHA B IJIa3Me€ KPOBU. JTa TpPaH3UTOpPHAs (PYHKUMOHAIbHAs IOYEUHAs
HEJIOCTaTOYHOCTh HE HUMeeT HeOIaronpUsATHBIX IOCIEACTBUHA JUIsl MAllMEHTOB C HMCXOJTHO
HOpMaJIbHOW (PYHKLHMEH MOYEK, OJHAKO MOXKET yCYryONsaTh y>K€ MMEBIIeecs 10 Hadaja JICYCHHUs
HapylueHue QyHKIUH OoYeK.

Cnopmcmenvl

CnoptcMeHaM cliefyeT oOpaTUTh BHMMaHHE HAa TO, YTO JIEKAPCTBEHHBIM MpemapaT COAEPKUT
JEICTBYIOIIEE BEIIECTBO, KOTOPOE MOXKET AaBaTh IOJOKUTENBHBIN Pe3yJbTaT NpPHU IPOBEIACHUU
JIOTIMHT-TECTA.

XOpuOuaaﬂbelﬁ 8blnom, ocmpasl MUOnusl, 6MOPUUHAA 3AKPbILIMOY2O0NbHAA clAYKOMA
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NPUBOASALICH K Pa3BUTHIO XOPHUOUAAIBHOIO BBHINOTA C A€()EKTOM MO 3PEHUs, Mepexonsiien
MHUONHMM U OCTPOW BTOPUYHOW 3aKpPHITOYTOJIbHOM riaykoMe. CHMITOMBI BKJIIOYAIOT BHE3AITHOE
CHIPKEHHE OCTPOTHI 3peHMsI WM 00JIb B IN1a3aX C OCTPHIM HauyajaoM M OObIYHO BO3HUKAIOT B TEUCHHE
HECKOJIBKUX YaCOB WJIM HEJENb II0CIE Hadaia puema npenapara. IIpu orcyTcTBum JiedyeHus ocrpas
3aKpBITOYTOJIbHAs IJIayKOMa MOXET NMPUBECTH K HeoOpaTuMoi notepe 3peHus. B mepByro ouepens
Tepanus 3aKJIIOYaeTcsi B MaKCUMalbHO OBICTpOW OTMeHe mpenapata. Eciu BHyTpuriazHoe
JIaBJIEHUE OCTAETCS] HEKOHTPOJIUPYEMBIM, MOKET MOTPEOOBATHCS HEOTIONKHOE MEIUKAMEHTO3HOE
JCYCHUE WM XUPYPrUYECKOe BMelarenbcTBO. (DakTopaMH pHUCKa  pa3sBUTUSA  OCTPOM
3aKpBITOYTOJIBHOM TIJIayKOMBl MOTYT OBITh QJJIEPIMUECKHE pPEaKUMU Ha CyJb()OHAMUI WIH
NIEHULIWIJIUH B aHAMHE3e€.

[lepunaonpu

eotinas 6aoxada peHuH-aneuomen3uH-aiboocmepornogot cucmemst (PAAC)

NmeroTcss ngaHHbIe 00 yYBENMYEHMM pUCKAa BO3HUKHOBEHHS apTEpUAbHON THIIOTCH3MH,
TUTEPKATTUEMUH ¥ CHIDKEHUS (QYHKIUH IMOYEK (BKIIOYAsi OCTPYIO MOYEYHYIO HEJJOCTATOUYHOCTD) MIPH
coBMeCTHOM TpuMeHeHnn HWHruOuTopoB AIID ¢ APA Il wiu amuckupenom. [losTomy nBoiiHas
omokaga PAAC mocpenctBom coderanus unruoutopa AIID ¢ APA Il wim amuckupeHoOM He
pexkomenayetcst (cMm. paznenst 4.5 u 5.1). Ecnu nBoiiHas Giokama aGCcoIFOTHO HEOOXOAMMa, TO 3TO
JOJKHO BBITIONMHITHCSI MO/ CTPOTHUM HAOJMIOACHHEM CIEIUANINCTA TPU PETYISIPHOM KOHTpPOJIE
(hyHKIMM TIOYEK, COACPIKAHUS JIEKTPOJIUTOB B IIa3Me KpoBu v AJl.

[Tpumenenne unrubutopoB AIID B coueranuum ¢ APA Il mpoTuBOMOKa3aHO Yy MAlMEHTOB C
TuabeTHIEeCKO HedpormaThe U He PpEKOMEHIyeTCs Y IPYTUX MaueHToB (CM. pasaensl 4.3 u 4.5).

Kanuiicbepezarowue ouypemuxu, npenapamvl Kaaus, Kanuticooepicawjue 3dMeHumeny nuuesou
conu u nuuesvie 000a6KuU

He pexomeHyeTcst COBMECTHOE MPUMEHEHNE TIEPUHIONPIIIA U KaTHCOepEraroIux JMyPETUKOB, a
TaK)Ke MPErmapaToB KalHs, KAIUHCOACPKANUX 3aMEHUTENICH MUIICBOW COJIM M IMHIIEBBIX J00ABOK
(cm. pazzen 4.5).

Heiimponenus, acpanynoyumos, mpomboyumonenus, aHemus

NwmeroTcst cooOIeHus 0 pa3BUTUN HEHTPOIIEHUH/arpanyIonuTO3a, TPOMOOIIMTOIEHUN I aHEMHUH Ha
¢one mpuema wunruoOuropo AIID. V mnamueHToB ¢ HOpManbHOW GyHKIHMEH Mmo4Yek u 0e3
COMYTCTBYIOIIUX (aKTOPOB PUCKA HEUTpOINEHUs BO3HUKAeT peako. C KpailtHEll 0CTOPOXKHOCTBHIO
ClIeZlyeT MPUMEHAITh NEPUHIONPWIT Ha (POHE CHCTEMHBIX 3a00JICBaHHWIA COSJAMHUTEIHFHONW TKaHH, a
TaKke, Ha (OHE NpUeMa MMMYHOJCIPECCAHTOB, AJUIOMYPHHOJIA WIM NpOKaMHAMUIA, WIA TpU
COYeTaHUH 3TUX (AaKTOPOB, OCOOCHHO y MAIMEHTOB C UCXOIHO HAPYIICHHON (DYHKITMEH TTOYEK.

Y HEKOTOpPHIX MAIMEHTOB BO3HUKAIU TSOKENble HMH(EKIIMOHHBIC 3a00JIeBaHMs, B pSliEe CIIydaes,
YCTOWYMBBIC K HMHTCHCHUBHON aHTHOMOTHKOTepanuu. [Ipy Ha3HAUYCHWUW MEPUHIONPHIIA TaKHM
MalMeHTaM PEKOMEHIYeTCS TEePUOJUYECKA KOHTPOJIUPOBATH YHUCIO JICHKOIMTOB B KPOBH.
[TaneHTHI MOJDKHBI COOOIIATh Bpady O JIOOBIX MpHU3HAKaX WHQPEKIIMOHHBIX 3a00JIeBaHUI
(mampumep, 60Ib B ropie, Tuxopaaka) (cMm. pasaenst 4.5 u 4.8).

AHeMHsT MOXET pPa3BHBATbCA Yy MALMEHTOB IOCJIE€ TPAHCIUIAHTAUWW MOYKH WIM Yy NalMEHTOB,
HaXOJIIMXCs HA remMoauanuse. [Ipu 3TOM CHUXKEHHE reMOrjJo0uHa TeM OOJbIle, YeM BBIIIE ObLT
€ro rnepBOHAYaJbHBIA MOKa3aTeNb. ITOT AP (PEKT, MO-BUIUMOMY, HE SBJISETCS J0303aBUCUMBIM, HO
MOJKET OBITh CBSI3aH C MEXaHU3MOM JeHCTBHSI HHTUOUTOPOB ATID.

HesnaunrtenrHoe CHM)KEHHE IeMOTJIOOMHA IMPOUCXOAUT B TCUHCHHUC IICPBBIX 6 MECALIEB, 3aTEM OH
OCTaeTcs CTaOWIBHBIM U TOJHOCTBIO BOCCTAHABJIMBACTCS IIOCIIE OTMEHBI nmpenapara. V Ttakux
NalMECHTOB JICHCHHUEC MOXET OBITE IMPOAOJIKEHO, OJHAKO I'€éMaTOJIOTMYCCKHUEC aHaJIM3bl OJOJIXKHBI
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Penosackynapunas cunepmensus

Y nanueHToB € JIBYCTOPOHHHMM CTE€HO30M IOYEYHBIX apTepuil WIM CTEHO30M apTepHH
€IMHCTBEHHOM (hyHKIMOHUpYIOIEeH Mouku Ha (oHe mpumeHeHus mHruouropa AIID Bospactaer
PHUCK pa3BUTHS TMIOTEH3UM M MOYEUHOH HexocTaTodHOCTH (cM. paszen 4.3). [Ipuem auypeTuxos
MOJKET OBITh JOMOJHUTEIbHBIM (hakTOpoM pucka (cM. pazznen 4.3). YxyaumeHue GyHKUUU MOYEK
MOXXET HaONIoAaThCAd YXKE€ NpHU HE3HAUUTEIbHOM HW3MEHEHMHM KOHLIEHTPAllUM KpeaTWHHUHA B
CBIBOPOTKE KPOBH, XK€ y MALUEHTOB C OJHOCTOPOHHUM CT€HO30M IOYEUHOU apTepuu.

MeronoM jedeHrs] PEHOBACKYJISIPHOM T'MIIEPTEH3UU SIBJISETCS peBacKyysipusanusa. Tem He MmeHee,
npuMeHeHne HMHruouTopoB AIID MokeT oOKa3bIBaTh TMOJIOKHUTEIBHOE JEHUCTBHE Y JaHHOM
KaTCropuu MnmanyveHTOB, KAaK OXWUAAIOIIHUX OICPATHBHOTO BMCHIATCIILCTBA, TaK U B TOM ClIy4ac,
KOTI'/Ia XUpypruueckoe BMENaTeaIbCTBO MPOBECTH HEBO3MOXKHO.

B ciyuae, ecnu nanueHTaM ¢ yCTaHOBJICHHBIM WIM IIPEAIIOIAraeMbIM CTEHO30M II0YEYHOU apTepUu
Ha3zHayvaeTcs Tepanusi KoMOMHaluuel UHaanaMu + NepUHIONpPUI, €€ clIelyeT HauuHaTh ¢ HU3KUX
7103 B YCJOBHUSX CTallMOHApa IOJ KOHTPOJIEM (YHKLIMHU IMOYEK M YPOBHS Kallus, MOCKOJBKY Y
HEKOTOPBbIX NAalMEHTOB pa3BUBAJAaCh (YHKLMOHANbHAs IOYEYHAs HEJOCTATOYHOCTh, KOTOpas
perpeccupoBaa mocjie OTMEHBI TepaInU.

Funep’{y8CI’I’Z8um€ﬂbHOCMb, aneuoneepomuuecxuﬁ omekK

IIpu nmpueme unruburopoB AII®, B TOM uucie W NEPUHAONPHIA, B PEOKUX CIy4asX MOXKET
Ha0JII0/1aThCSl Pa3BUTHE AHTMOHEBPOTHUYECKOTO OTEKa JIUIa, KOHEYHOCTEH, Iy0, sI3bIKa, IOJIOCOBBIX
CKIQJIOK w/minu ropTaHu (cMm. pasnen 4.8). AHTMOHEBPOTHUYECKHUN OTEK MOXKET Pa3BUTHCS Cpaszy
rocJsie Havana jedeHus uaruoutopamu AIID, ogHako TSHKENIBIH aHTHOHEBPOTHYECKUN OTEK MOXKET
TaKXK€ PAa3BUTHCSA IOCIE UIUTENBHOro JedeHus uHruOutopamu AlID B TeueHHEe HECKOJIBKUX
MecsueB win JieT. [Ipu nmosiBieHny BhIIEyKa3aHHBIX CUMIITOMOB MPHEM Tpernapara JoJKeH ObITh
HEMEJIJICHHO MPEKpallleH, a MalueHT JOKEeH HaOMI0IaThCs 10 MOJTHOTO NCYE3HOBEHHS CUMIITOMOB.
Ecnu otek 3aTparuBaeT TOJBKO JIULO U TYOBI, TO OH OOBIYHO MPOXOJUT CAMOCTOSITENILHO, IIPU 3TOM
B KaueCTBE CUMIITOMAaTUYECKON TEpAIluy MOTYT IPUMEHSTHCSI aHTUTHCTAMUHHBIE CPE/ICTBA.

MenuiuHCKIM pabOTHHKaM HEOOXOAMMO KOHTPOJIHMPOBATH OTBET HA JICUCHHE, YUYHUTHIBAs, UYTO
CTAaHAAPTHBIC MCTOABI TCPAIIMKU T'HCTAMHUH-OIIOCPCAOBAHHOTO AHTHMOHCBPOTHUYCCKOI'O OTCKAa MOTYT
OBITh Hed(DPEKTUBHBI TTPU OPATUKMHUH-OIIOCPETOBAHHOM aHTHOHEBPOTHYECKOM OTEKE.

AHTHOHEBPOTHYECKUH OTEK, CONPOBOXKIAIOIIMICS OTEKOM TOPTaHH, MOXET MPUBECTH K
neranpHOMY Hcxomy. OTeK s3bIKa, TOJOCOBBIX CKJIaJOK WIM TOPTaHM MOXKET TPHBECTH K
OOCTPYKIIMHU JBIXaTENbHBIX MyTel. [Ipn mosBIeHUN TaKMX CUMIITOMOB CIIEAYET HEMEIJICHHO HayaTh
MPOBOANTH COOTBETCTBYIONIYIO TEPAINIO, HAIPUMED, BBECTH IOIKOKHO SHHEPPUH (APCHANINH) B
passeaenuu 1:1000 (0,3 — 0,5 mur) w/unu obecrneduTs MPOXOIUMOCTh JIBIXaTeIbHBIX MyTEH.

Coobmanoc 0 0Oonee BBICOKOM PHCKE Ppa3BUTHSI AHTMOHEBPOTHMYECKOTO OTEKa y MAlUEHTOB
HETPOUJHOM pachl.

VY nanuWeHToB, B aHaMHe3€ KOTOPBIX OTMEYAJICsi aHTMOHEBPOTHYECKHH OTEK, HE CBS3aHHBIA C
npueMoM UHTHOUTOpOB AIID, MokeT OBITH MOBBIIIECH PUCK €TI0 Pa3BUTHS NP IpUEMe MpenapaToB
3TOM rpynmsl (cM. pazzaen 4.3).

B penkux cinyyasx Ha poHe Tepanuu uHruoutopamu AIl® pazBuBaeTcs aHTHOHEBPOTUUECKUN OTEK
kuuieyHuka. [lpu 3ToM y manueHToB oTMedanach O0JIb B KHMBOTE KaK M30JMPOBAHHBIM CHUMIITOM
WIM B COYETAaHMM C TOIIHOTOM W pBOTOH, B HEKOTOPBIX CIy4asx O€3 NpeAlIeCTBYIOIIETO
AHTMOHEBPOTUYECKOTO OTEKa JMla W Mpu HopMmainbHOM ypoBHe Cl-3crepassl. Jluarnos
YCTaHABJIMBAJICS C MOMOIIbIO KOMITBIOTEPHOI TOMOrpaduu OpIOIIHOM MONOCTH, yIBTPa3ByKOBOTO
HCCIIEIOBAaHUS WIM B MOMEHT XUPYPTHYECKOro BMeIIaTesNbcTBa. CHMITOMBI MPOXOAMIIN IOCIE
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nojyvaromux HMHruoutopsl AIl®, npu npoenenun auddepeHHnanbHON — IUArHOCTUKU
HE00XOIMMO YUYHUTHIBATh BO3MOKHOCTb Pa3BUTHUSI aHTHOHEBPOTUYECKOTO OTEKA KUIIEUHUKA.

CoBMecTHOE MIPUMEHEHHE MEPUHIONPUIa ¢ KOMOMHUPOBAHHBIMU JIEKAPCTBEHHBIMU TperapaTaMu,
COJICpPKANTUMK BaJICAPTaH + CAaKyOUTPHII, MPOTHBOIOKA3aHO, TAaK KAaK TOBBIIICH PUCK Pa3BUTHS
AHTMOHEBPOTHYECKOTO oTeka (cM. pasgensl 4.3 u 4.5). I[IpuMmeHeHWe KOMOMHHPOBAaHHOTO
JIEKapCTBEHHOTO Mperapara, COJASPXAIero BajJCcapTaH + CaKyOMTPHII, BOBMOXKHO HE paHee, 4eM
yepe3 36 YacoB IMOCIE TMOCIEAHEro Tpuema MepuHionpuia. [IpuMeHeHWe mepuHAONpUIa
BO3MOXXHO HE paHee, uyeM uepe3 36 YacoB TOcje MPEeKpalleHus MnpueMa KOMOMHUPOBAHHOTO
JIEKapCTBEHHOTO Mpernapara, COJAEPKaIlero BajicapTan + cakyOouTpu (cM. pazzaensl 4.3 u 4.5).

CoBmecTtHOoe mpuMeHeHHe UHruoutopo AIlD ¢ 1gpyruMu WHTHOMTOpaMU HENPUIM3MHA
(Hanmpumep, parekanoTpuiiom), naruoutTopamu mTOR (HampuMep, CUPOTMMYCOM, YBEPOJIUMYCOM,
TEMCHPOJIMMYCOM) U TIUNTUHAMH (HApUMep, TUHATIIUIITHHOM, CaKCArTUITUHOM, CUTArJIMITHHOM,
BUJIIATIMIITUHOM) MOXXET IPUBECTH K MOBBIIIEHHOMY PHUCKY Pa3BUTHS AHTMOHEBPOTHUUYECKOTO
oTeka (HarpuMep, OTEKYy JIbIXaTeIbHBIX MyTEH WU SI3bIKa, C HAPYLICHUEM JbIXaHHs WK 0e3 Hero
(cm. pazmen 4.5). Cnemyer coOi0gaTh OCTOPOKHOCTh TIPH  HAa3HAYEHUHW PaAICKa0TpuUIIa,
uaruouropoB mTOR (Hampumep, CHUpOIUMYyCa, 3BEPOIMMYCA, TEMCHUPOJIMMYCa) U TJIMITHHOB
(Hampumep, JTUHATIUNTHHA, CAKCAIJIMIITHHA, CUTArJUNTHHA, BUIAATJIUNTHHA) y TAIMEHTOB, YK€
npuHUMaromux nHruourop Alld.

Anaghunaxkmouonvie peaxyuu npu npogedeHuU 0eceHCudUIU3aAYUY

Nmerorcss  oThenbHBIE  COOOIMIEHHS O  Pa3BUTHH  JUIMTEIBHBIX,  YTPOXKAIOMIMX  JKU3HH
aHaQWIAKTOUIHBIX PEAKIUKA Yy TAIMeHTOB, MoJydaromux WHruoutopel AIl® Bo Bpems
JNECCHCHUOWIM3UPYIONIEH Tepanmuu SA0M IEePENOHYATOKPBUTBIX HACEKOMBIX (TYENBI, OCHI).
Nurn6utoper AII® HE0OXO0IMMO MPUMEHSTH C OCTOPONKHOCTHIO Y CKJIOHHBIX K QJUIEPTHUYECKUM
peakuusM TAalMEeHTOB, MPOXOAIINX MpoIenypbl neceHcuOwnm3anuu. Cnemxyer u3berarhb
npuMeHeHuss ~ uHruomrTopa All®  mamueHTaMm, MOAyYalOIIMM  HUMMYHOTEPANHUIO  SJIOM
MEePETOHYATOKPBIIBIX HACEKOMBIX. TeM He MeHee, y MAaIlMeHTOB, KOTOPHIM HEOOXOIUMO Kak
npuMeHeHne HHruOuTopoB AIlD, Tak W TpoOBeICHHE TPOIEAYPHl JAECECHCHOMIN3AINH,
aHa(UIAKTOMAHON peakiMu MOXHO H30eXaTh IMyTeM BPEMEHHOH oTMeHbl MHruouropa AIID He
MEHee, 4eM 3a 24 yaca 0 Havasia MpoUeIyphbl.

Anagpunraxmouonsie peakyuu npu nposedenuu agepesa JIIHIT

B penaxux cinydasx y manmMeHTOB, Hojydaroniux uHruoutopel AIID, nmpu mpoBeaeHuun adepesa
JOIHIT ¢ wucnoibp3oBaHUMEM JEKCTpaHa cyiabpaTa pa3BUBAINCH  YTPOXKAIOIIUE OKU3HU
aHapWIaKTOUIHBIE peakuuu. Jlas mnpeaoTBpailleHuss aHAQWIAKTOMAHONW peaklUUd CIEeqyeT
BPEMEHHO MpeKpamaTh repanuio nHruoutopom AIID nepen kaxoil npouenypoit adepesa.

Tayuenmul, Haxoosawuecs Ha cemoouanuse

VY manueHToB, moiayvaromux HHruoutopsl AII®, npu npoBeneHNH reMoauanu3a ¢ MpUMEeHEHHEM
BBICOKOTIPOTOUYHBIX MeMOpaH (Hampumep, AN69®) Gbimu oTMeueHbl aHAQUIAKTOUIHBIE PEAKIINH.
[TosToMy ’kenarenbHO NPUMEHATH MEMOpaHy JAPYroro THIA WIM NPHUMEHSATh TUIOTEH3UBHOE
CPEICTBO IPYTroil hapMaKoTEPareBTUUECKON TPYIIIHI.

Ilepsuunvlii cunepanbOocmepoHusm

[TanpeHTsl € NEPBUYHBIM THUIEPATBAOCTEPOHU3MOM, KaK MPaBWIO, HE BOCHPUMMYMBBEI K
AHTUTUIIEPTCH3UBHBIM TIperapaTaM, ACHCTBHE KOTOPBIX OCHOBaHO Ha uHrHOuWpoBanuu PAAC.
[TosTOMy mpuMeEHeHHe npenapara y TakKUX NalMEeHTOB HE PEKOMEHIYETCS.

Kaweno

Ha ¢one tepanuu marundburopom AIID mMokeT oTMedaThCsi CyXOW YHOPHBIN Kalllellb, KOTOPBII
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My OTYETY

—

.‘]I HallAeHTa f‘.‘]IYﬂT‘f\ KATLILSL f‘]'[PTI'}IP’T‘ HOMHBILEL
2= a=c r= a4

0 BO3MOYKHOM SITPOTEHHOM XapakTepe 3Toro cumnroma. Eciu nevamiuii Bpau c4UTaeT, 4ToO Tepanus
naruouTopom ATID HeoOXoUMa MAIMEHTY, BO3MOXHO MTPOJOHKCHHE ITPHEMa Iperapara.

Puck apmepuanvuoii cunomenzuu u/unu noueyHol HeOOCMamo4Hocmu (y nayueHmos ¢ cepoedHol
HEe0OCMamo4HOCmbIO, HapyuleHuem 600HO-31eKMPOUMHO20 bananca u m.o.)

IIpy HEKOTOpBIX MATOJIOTMYECKHX COCTOSHUAX MOXKET OTMEUaThCsl 3HAUYMUTENIbHAsI aKTUBALMS
PAAC, oco0eHHO MNpH BBIPA)KEHHON TMIOBOJEMUM M CHUKEHUHM COACPKAHUS 3JIEKTPOIUTOB B
1a3Me KpoBH (Ha (poHe 6eccosieBOM AUETH WK JJIUTEBHOI0 IIpUeMa JUYPETUKOB), Y MAI[EHTOB €
HUCXOJHO HM3KUM AJl, CTEHO30M NOYEYHON apTEepUH, 3aCTOMHON CEpAEYHOM HEAOCTATOYHOCTBHIO
WJIM IAPPO30M IEYEHU C OTEKAMHU U ACLIUTOM.

[Tpumenenne unruouropa AII® Be3biBaeT 6mokany PAAC u mo3ToMy MOXET CONMpPOBOKIATHCS
pe3kuM cHwkeHueM AJ] u/unu MOBBIIIEHHEM KOHIEHTPALMU KpeaTWHUHA B IUIa3Me KpOBH,
CBHUJICTEJICTBYIOIIUM O Pa3BUTHHU (DYHKIIMOHAIBHOW MOYEYHON HEIOCTATOYHOCTH. DTU SIBJICHHUS
qale HaOIIoAaloTCs NMpH IpuUeMe MEepBOi J03bI Ipenapara WM B TEYEHUE NMEPBBIX JBYX HEIEINb
Tepanuu. B peakux ciaydasx 3TH COCTOSHUS pa3BMBAIOTCS OCTPO U B JPYTuMe€ CPOKHM Tepanuu. B
TaKUX ClIydasX IOpU BO300OHOBIEHUH TEpallMU PEKOMEHAyeTCs NPUMEHATh IpenapaT B Oosee
HU3KOW JI03€ U 3aT€M IIOCTENIEHHO YBEINYNUBATH J03Y.

Toorcunoti sospacm

[lepen HauanoMm mnpuemMa NEPUHAONPUIA HEOOXOIMMO OLEHUTHh (YHKIHMOHAJIBHYIO AKTHBHOCTb
MOYEK W COJACp)KaHWE KaWs B IUTa3Me KpoBH. B Hawane tepammu m03y mpemapara MmoJ0HparoT,
YUUThIBAA CTCIICHbL CHUKCHHUA AI[, OCO6€HHO B ClIy4dac O6€3BO)KI/IBaHI/I$I H MOTCPU BJICKTPOJIMTOB.
[TogoOHbBIE MEPHI TTO3BOJISAIOT U30EKATh PE3KOTO CHUXKEHU A/l

Amepocknepos

Puck aprepuanbHOIl TUIIOTEH3UHU CYLIECTBYET Y BCEX MAIMEHTOB, OJHAKO OCOOYIO OCTOPOKHOCTD
clieflyeT coOmoAaTh, MPUMEHs Mpernapar y MHalWeHTOB C HIIEMHYECKOH OOoNe3HBIO cepima U
HEJI0CTaTOYHOCTHIO MO3TOBOTO KPOBOOOpAIeHUs. Y TaKMX MAllMEeHTOB JICUCHUE ClieAyeT HaUYMHATh
C HM3KHUX J103 IIpernapara.

Cepoeunas HedoCcmamouHoCmb, MAXCeNAsl cepOeuHdsi HeOOCMAMOYHOCHb

VY mamMeHToB C TKENOM cepaeuHoM HemoctatoyHocThio (IV  (yHKIMOHANBHOrO Kiacca mO
kinaccupukanmmn NYHA) jedeHwe NODKHO HAayWHATBCA C HHU3KOW 03Bl Tpermapara u IO
TIIATETbHBIM BPa4€OHBIM KOHTPOJIEM.

[TanmeHTHl C apTepuaIbHOM THUIEPTEH3WEH C WIIEMHUYECKOW OOJIe3HBIO cepAla HE TOJDKHBI
IpeKpaaTth npueM Oera-apeHo0I0KaTopoB: UHIMOUTOPE! AIID OMKHBI IPUMEHSATHCS BMECTE C
OeTa-anpeHobI0KaTopamu.

Iayuenmwl ¢ caxapuvim ouabemom

VY manMeHToB ¢ MHCYJIMHO3aBUCUMBIM CaXapHbIM JUabeTOM (OMacHOCTh CIIOHTAHHOTO YBEJIUYECHHUS
CONICpP)KAHUsl KaJlWs) JICYCHHUE [OJDKHO HAYMHATHCS C MUHUMAIBHBIX J03 M MPOXOJUTH TOJ
MOCTOSIHHBIM BpadeOHbIM KOHTPOJIEM.

Heo06xoauMo TIIATENbHO KOHTPOJIMPOBATh YPOBEHb TIJIMKEMUH Y TAIMEHTOB C CaxapHbIM
auabeToM, paHee IONIydYaBIIMX MEepOopajbHbIC CaXapOCHIKAIOIIME IpenapaThl MM HHCYJIHMH, a
MMEHHO B TEYCHHUE MEPBOro Mecsia Tepanuu nHruouropom AIID (cm. pazzaen 4.5).

Omuuueckue pasiudus

[lepunponpun, kak u Japyrue uHruouropel AIID, oka3bpiBaeT SBHO MEHEE BBIPAKEHHOE
AHTUTUIIEPTCH3UBHOE  JIEMCTBHME y NAIMECHTOB HEIPOMAHOM packl 10 CPABHCHHIO C
MPEICTaBUTENAMHU JIPYTUX pac. Bo3zMoxkHO, 3T0 paznuuue oOycIOBICHO TEM, YTO y MAlUEHTOB C
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XupypeuquKoe emeutamenlbCcmeo, anecne3us

[Tpumenenne nHrHONTOpOoB AII® MOXET MPUBECTH K apTepUATLHOW THUIIOTEH3MH, OCOOCHHO TPH
COBMECTHOM MpPHUMEHEHHHM CpEACTB [UId AaHECTe3UuH, O0JIAJAIoIUX AaHTUTUIEPTEH3UBHBIM
JEUCTBHEM.

[TosToMy pekoMeHyeTcsi IO BO3MOKHOCTH HPEKpaTUTh mpueM MHruouropo AIID miurtenbHOro
NEeNCTBUS, TAKMX KaK MEPUHIONPUII, 38 CYTKU A0 XUPYPrUu€CKOro BMENIaTeIbCTBA.

Cmenos aopmajlbHOcO Uiu  MumpailbHo20 KlandaHhos, zunepmpogbuqecmm 06cmpmeu6Haﬂ
Kapc)uOMuonamuﬂ

Nurn6utoper AII® 1nomKHBI ¢ OCTOPOXXKHOCTBIO HAa3HAYATHCSA MAlMeHTaM C OOCTpYKIUEH
BBIHOCSIIIIETO TPAKTA JIEBOTO JKEIIyA0UKa.

Ileyenounas nedocmamounocms

B penxux cmydasx Ha ¢one npuema MHruoutopoB AIID Bo3HHMKaeT XoyiecTaTudecKas KenTyxa.
[Ipu nmporpeccupoBaHUM 3TOTO CHHIPOMA BO3MOXHO pa3BUTHE (yJIbMUHAHTHOIO HEKpPO3a NEUEHH,
MHOTJAa C JIETAJIBHBIM HMCXOJ0M. MeXaHu3M pa3BUTHUS 3TOr0 cuUHApoma HesceH. Ilpu noseieHuu
KENTYXH WIM NPHU 3HAYUTEIBHOM IOBBILIEHUH AKTMBHOCTH IMEYEHOUYHBIX (pepMEHTOB Ha (oHE
npuemMa uHrHOUTOpoB AIl® mnamueHty crueayeT MpeKkpaTHUTh npuem uHruouropa Al u
HaxXOJIUTHCS TIOJT COOTBETCTBYIOIIMM CUTYaIlMK HaOI0IeHneM Bpada (cM. paszzaen 4.8).

T'unepranuemus

['unepkanuemMuss MOXKET pa3BUBAThCA BO BpeMs JiedeHus: nHruoutopamu AlID, B ToM uucie, u
nepurponpuiaoM. HMurubutopsr AII® MOryT BBI3BIBATH THIEPKATUEMHUIO, ITOCKOJIBKY OHH
MHTHOUPYIOT BBICBOOOXKIEHUE allbJJIOCTEPOHA. Y MAIMEHTOB C HOPMAJIbHON (YHKIMEH MOYeK 3TOT
3pdexT O00bYHO He3HauuTeneH. DakropaMH pHCKA THIEPKAIMEMHUH SBISIOTCS IOYEYHAs
HEJIOCTAaTOYHOCTh, YXyHlleHne (YHKIMU TO4YeK, Bo3pacTt crapiie 70 jer, caxapHblid aualderT,
HEKOTOpPbIE COIYTCTBYIOIIUE COCTOSIHMSI, B YAaCTHOCTH, AETUApPATALMS, OCTpas JEKOMIICHCAILIMS
ceplIeqHon NesITeNIbHOCTH, MeTaboIMueCKUn anua03, COBMECTHOE MIpUMEHEHNE
KanuicOeperalmux JIUypeTUKOB (TaKMX KakK CIHUPOHOJIAKTOH, OJIUICPEHOH, TPHAMTEPEH,
aMWJIOPH]T), @ TAaKKe MpernapaTroB Kajaus WM KaluhcoJepKalluxX 3aMeHUTeNlel MUILIEBOi coiu, a
TaK)Ke MPUMEHEHHE IPYTHX MPEnaparoB, CIIOCOOCTBYIOIIMX IOBBIIMICHUIO COJEPIKAHUS Kajaus B
ia3Me KpOBH (Hampumep, TemaphHbl, KO-TPUMOKCA30JI, TAaK)KE€ H3BECTHBIM KaKk KOMOHMHAIIMS
Cynb(haMeToKCca3oll + TpUMETONpuM, apyrue HWHruOuTopsl AIID, aHTaroHWCTHI pPELENTOPOB
anruotrensuHa II, amerwicamununoBas  kuciaora (3 r/cytkm  u Oosee), HHTHOUTOPBI
uukinookcurenassli-2  (LIOI'-2) u necenextuBHble HIIBII, ummyHOnenmpeccaHThbl, TakKue Kak
UKJIOCTIOPHH WM TAKPOJIMMYC) B OCOOCHHO aHTaroOHUCTHI anbaocTepona wim APA 1.

[IpumeneHnne mpemapaToB  Kaimus, KaluiCOEperalommx IUypPEeTUKOB, KaJIUHCOAEpKaIluX
3aMEHUTEJICH MUIIEBON COJIM MOXKET IPUBECTU K 3HAYUTEIbHOMY ITOBBIIICHUIO CONEP/KAHUS KaJHs
B KpPOBH, OCOOCHHO Yy TMAaIMEHTOB CO CHWXECHHOW (yHKIMEH modek. [ 'nmepkammeMus MOXKeT
IPUBECTH K  CEpPbE3HbIM, MHOTAAa  (aTajibHbIM  HApPYLWIEHUAM  CEpJIEYHOTr0  pUTMA.
KanwuiicGeperaronte auypetukua u APA Il ciegyeT mpuMEHSTh C OCTOPOKHOCTBIO Y TMAIMEHTOB,
npuHuUMaromux uHruouropel AIID, npu 3ToM ciegyeT KOHTPOJIMpPOBaTh YpPOBEHb Kajlus B
CBIBOPOTKE KPOBH U (PYHKIIHIO TIOYECK.

Ecimm HeoOXomuMO COBMECTHOE NMpPUMEHEHHWE YKa3aHHBIX BHINIE TPENapaToB, JICUYCHHUE IOIDKHO
MIPOBOAMTHCSI C OCTOPOKHOCTHIO Ha (DOHE PETyJSIPHOTO KOHTPOJIS COACPNKAHHS KOHIICHTPAIUH
HMOHOB KaJiusl B CBIBOPOTKE KPOBH (CM. pazfen 4.5).

BcrnioMorarenbHEBIC BEIIECTBA
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MIPUHUMATD MAIIMEHTaM C PEIKO BCTpeUarolleiicss HacleCTBEHHONW HEeMePeHOCUMOCThIO TallaKTO3bI,
JIAKTa3HOM HEIOCTATOYHOCTHIO WITH TIIFOKO30-TaIaKTO3HOM MalibabcopOImeii.

[Ipenapatr Homunpen A copepxxut HaTpuil. J[aHHBIN JIEKapCTBEHHBIA MpENapaT COAEPKUT MEHEE,
yeMm 1 Mmmonb HaTpus (23 Mr) B TaONETKE, TO €CTh, IO CYTH «HE COAEPIKUT HATPUS.

4.5. Bzaumoneiicteue ¢ JAPYrHMH JIEKAPDCTBEHHBIMH TMpenapaTaMu W Jpyrue BHABI
B3auMOIeHCTBUA

O6mee JJIA MHAANMaMM/ida ¥ IICPUHAOIIPKUIA

Cosmecmnoe NpuUMeHerue nHe peKOMeHOyemc;z

Ipenapamol 1umus

IIpu coBMecTHOM NpPUMEHEHMM MIpenaparoB JUTHA U UHruouropoB AIID coobmiamocs 00
00paTUMOM MOBBIIIEHUU COJAEPXKAHUA JIUTHUS B IUIa3M€ KPOBHM M CBSI3aHHBIX C 3TUM TOKCHYECKHX
s dexrax. CoBMeCTHOE MPUMEHEHHE KOMOMHALIMY TIEPUHIONPIIIA M UHAANaMUAa ¢ IpenapaTaMmu
autus He pekomeHayercs. Ilpu HeoOXoaMMOCTH MPOBEAECHUS TAKOW TEpanuu CIELyeT PEryJsipHO
KOHTPOJIMPOBATh COAECPKAHHUE JIUTHS B IJIa3Me KpOBH (CM. paszzen 4.4).

Cosmecmmoe npumenenue mpebdyem ocoboi 0CmMopOICHOCMU
baxnodhen

Ycuinenue  aHTUrMnepTeH3WBHOro  neictBua. Cremyer  koHTposmpoBath AJl  u, npu
HGOGXOIII/IMOCTI/I, KOPPCKTHUPOBATH J03bI AHTUTUIICPTCH3NBHBIX IPCIIaPATOB.

HIIBII (sxaiouas ebicokue 003bl QUemuiCaiuyuiosoll Kuciomol > 3 2/cymku)

[Tpu coBmecTHOM npuMeHeHnn HHruouTopoB AII® u HIIBII (aueTuncanumuioBas KMCIOTa B 103€,
OKa3bIBAIOIICH MPOTUBOBOCHATUTENIBHOE ACHCTBUE, MHTHOUTOPHI IuKIIookcureHasbl-2 (LIOI-2) u
HecenekTuBHbie HIIBIT) MoxeT HaOmromathCs ocnablieHWE AaHTUTHIIEPTEH3UBHOTO dddekTa.
CoBmecTtHOoe mpuMeHeHre HHTHOUTOpoB AII® u HIIBIT MoXeT mpuBOAWTH K YBETUYCHHUIO pPHUCKA
yXyAmeHuss (QYHKIUWA TOYeK, BKJIOYAs pPAa3BUTHE OCTPOM MMOYEYHOM HEIOCTATOYHOCTH, H
YBEJIMYEHHUIO COJEP>KAaHUS Kaldusl B CHIBOPOTKE KpPOBU, OCOOEHHO Yy TMAlMEHTOB C HCXOJHO
CHIDKEHHOH (hyHKIHen nouek. CiieayeT coOmo1aTh OCTOPOKHOCTh IPU MPUMEHEHUN KOMOWHAINN
npenapata u HIIBII, oco6eHHO y MOXUIbIX ManueHToB. [[arMeHTh TOKHBI MOTy4YaTh aIeKBaTHOE
KOJIMYECTBO JKHJIKOCTH, DPEKOMEHIYETCS KOHTPOIUPOBaTh (YHKIHIO TOYEK KaKk B Hadaie
COBMECTHOM TEpPANNH, TaK U MEPUOANYECKH B IIPOLIECCE JICUEHUS.

Cosmecmnoe npumeHernue mpe6yem BHUMAHUA

Tpuyuxiuyeckue aHmu()enpeccaHmw, dHmuncuxomu4eckKkue cpe()cmea (Heﬁpwzenmuku)

[Ipenaparel 3THX KIJIACCOB YCWJIMBAIOT AHTUTUIEPTEH3UBHBIA 3(P(EeKT U yBeINYMBAIOT PUCK
OPTOCTATUYECKOM TUITOTEH3HH (I TUTUBHBIN 2P (DEKT).

Mupanamuyg
Cosmecmmoe npumenenue mpebyem ocoboi 0CmMopoOICHOCMU

Ilpenapameot, CNOCOOHbLE BbI3bIEAND I’lOJZUMODd)HViO .?fC'eJZVOOQKOGViO maxukapauio muna «nupysni)

N3-3a pucka pa3BUTHS THUIOKATUEMHUHU CIEIyeT COONIONAaTh OCTOPOKHOCTh MPU COBMECTHOM

Ha3HAYEHUM WHAAMAMHJIA C TIperapaTaMu, ClIOCOOHBIMY BBI3BIBATh MOJIUMOP(HYIO KETyTI0YKOBYIO

TaXMKapIUIO TUIA «ITUPYIT», BKIIOYAsi, HO HE OrPaHUYHBAsICh:

® aHTHApUTMUYECKHE JIeKapCTBEHHbIe TmpemapaTel [A  kmacca (Hampumep, XUHUAMH,
TUAPOXUHUINH, TU30MHUPAMU/);
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noderuwnmn, nOyTHINA, OPETHITHI);
® HEKOTOpBIC HEMPOJIENTUKH:
o (eHoTHA3UHBl  (HampUMep,  XJOPNPOMAa3WH, I[MaMeMa3uH,  JI€BOMENPOMAa3HH,
THOPHJIA3UH, TpUIyonepasux),
o OeHzamMubl (HAIpUMED, AMHUCYJIIBIIPU, CYIBITUPHI, CYJIBTONIPHU, THATIPUL),
o OyrtupodeHoHbI (HanpuMmep, IPONePUa0I, TaJONEPUI0N),
O JIpyryue HeWpOJICTITUKH (HampuMep, TUMO3H/);
e pyrue BemiecTBa (HampuMmep, Oempuaui, Iwm3anpul, JUGEeMaHWI, SPUTPOMULIMH TIPH
BHYTPHUBEHHOM BBEJICHUM, TalOQaHTPUH, MHU30JACTUH, MOKCHU(DIOKCAIIUH, TEHTAMUIH,
cnap@JioKcanuH, BAHKaMUH NPU BHYTPUBEHHOM BBEJICHUHU, METAJIOH, aCTEMU30JI, TeppeHaaun).

Crnenyer mpoBOAMTH NPOPHIAKTUKY THIIOKAIMEMUH W, TPU HEOOXOJUMOCTH, €€ KOPPEKIHIO;
KOHTpoJupoBaTh HHTEpPBAT QT.

Ilpenapameut, CNOCOOHBLE BbI3bIEAMb 2UNOKAIUCMUIO

AmMdortepuniua B (B/B), TIIIOKO- U MHUHEPATOKOPTHKOCTEPOU LI (TP CUCTEMHOM IPUMEHEHHUN),
TETPAKO3aKTH/I, CIAOUTEIbHBIC CPEJCTBA, CTUMYJIHMPYIOUIME MOTOPHKY KHIIEYHHKA: YBEIHUYCHHE
pHUCKa pa3BUTHS TUTIOKaTUeMun (aaauTuBHBINA 3P dekT). HeoOXoaum KOHTPOIIb CONepKaHUS Kaus
B IIa3Me€ KPOBH, NMPH HEOOXOAMMOCTH — €ro koppekuus. Ocoboe BHUMaHHUE CIEAyeT YIeIATh
MaleHTaM, OJHOBPEMEHHO TIONYYaIOIUM CepJeuHble TIHMKO3uAbl. Cremyer NpUMEHSTh
cllabuTeNbHbIE CPECTBA, HE CTUMYJIMPYIONINE MOTOPUKY KUIICYHUKA.

Cepoeunvle 2nuko3udbvl

['unokanuemMust W/ TUIOMAarHueMHsl MpeapacrojaralT K Pa3sBUTHIO TOKCUYECKOTO NeHCTBHs
CepJIeYHbIX TNIMKO3UI0B. PEKOMEHIyeTcss KOHTPOJIMPOBATh COJEPKaHUE KA U MarHus B IJIa3Me
kpoBH u nokazarenu IKI' u, npu He0OXOAUMOCTH, KOPPEKTUPOBATH TEPATIHUIO.

Annonypunon

HpI/I COBMCCTHOM IPHUMCHCHHHU C HWHAAIIAMHUIOM BO3MOXKXHO IIOBBIINICHUC YaCTOThI peaKuHﬁ
TUIICPYYBCTBUTCIBHOCTH.

Cosemecmnoe npumeHernue mpe6yem 6HUMAHUA

Kanuiicbepezarowue ouypemuku (amuiopuod, CRUpOHOIAKINOH, mpuammepen)

Takoe coueraHne OOOCHOBAaHO y HEKOTOpBIX HanueHToB. [Ipu 3ToM MOXkeT HabIogaThes
TUINOKAJIMEMUS WM TUIEpKaJueMus (B YaCTHOCTH, y MAallMEHTOB C MOYEYHON HEAOCTAaTOYHOCTBIO
WIN caxapHbIM nuaderom). Ecian Heo0X0aMMo COBMECTHOE MPUMEHEHHE UHAANaMU1a U yKa3aHHbIX
BbIIIIE KajuiicOeperammux IUypeTHKOB, CIEAYyeT MPOBOAUTH KOHTPOJb COJIEpXKaHUS Kaiusi B
mwia3me kpoBu u mnapamerpoB OKI. Ilpm HEOOXOOUMOCTH CcXeMa JIEYeHHS MOXKET ObITh
NIEPECMOTpPEHA.

Memdaopmun

OyHKIIMOHANBHAS TOYeYHas HEIO0CTaTOYHOCTh, KOTOpas MOXKET BO3HHKAaTh Ha ()OHE MpHeMa
IMYPETUKOB, OCOOCHHO «II€TJIEBBIX», IPU COBMECTHOM MPUMEHEHHH MET(GOPMHUHA MOBHIIIACT PHCK
Pa3BUTHSI MOJIOYHOKHMCIIOTO anujo3a. He crmenyer mpumeHSITh METHOPMUH, €CIM KOHIEHTPAIHS
KpeaTHHMHAa B TIUIa3Me KpoBU mpeBbimaeT 15 mr/m (135 Mkmonw/n) y MyxuuH u 12 Mr/xn
(110 MKMOTB/1T) Yy JKEHIIWH.

HOOCanl?[)fCClM/H/le KOHmpacmHbvle eeuiecnied

O0e3BoXMBaHKWE OpraHu3Ma Ha (OHE NpHUeMa JUYPETHUYECKUX IPENapaToB YBEIHMUMBACT PHUCK
pa3BUTUSL OCTPOHM IIOYEYHOW HEJIOCTATOYHOCTH, OCOOCHHO MpU IPUMEHEHUH BBICOKUX J103
HolconepKammx KOHTPACTHBIX BemiecTB. llepen mpuMeHeHHEeM HOICOMepKAaIuX KOHTPACTHBIX
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NPUKA30M OT 28.08.2026 Ne 998

nocnefoEBETHSETROTAAIVCHT)

AM HE0OXO0JIMMO KOMIIEHCHPOBATH II

Kanvyut (conu)

COOTBETCTBYET
ot 13.07.

(MOCNEOOBATENRHD

3KCMEPTHOMY OTYETY
2026 N 13866

CTb 0072)

OTEPIOKUAKOCTH
I -

HpI/I COBMCCTHOM INPUMCHCHHWHN BO3MOXHO Pa3BHUTUC THUIICPKAIBIUCMHUU BCJIICACTBUC CHUIKCHHA

9KCKpPECUUU NOHOB

KaJIbIIMs ITOYKaMU.

Luxnocnopun, maxkpoaumyc

Bo3MmoxxHO TOBBINICHUE

KOHLCHTpallMu Kp€aTUHHHA B IIJIa3MC

KpOBU 0e3 HU3MEHEHHUs

KOHIOCHTpAlMKM HOHUKJIIOCIIOpHWHA B ILIa3ME KPOBH, AAXKC IMPU HOPMAJIBHOM COACPKAHWH BOABI H

HWOHOB HATpUA.

Kopmuxocmepouowi, mempaxozaxmuo (npu cucmemHoM npumMeHerui)

YMEHbIIICHHE aHTUTUNEPTEH3UBHOTO 3 dekra (3amepkka comu M BOABl Ha (POHE MPUMECHEHHS
KOPTHUKOCTEPOUIOB).

[lepunaonpu

JlaHHBIE KIMHUYECKHX HCCIIENOBAHUI TOKA3bIBAIOT, 4TO JABOWHas Onokama PAAC B pesynbrare
coBMecTHOTO npuMeHeHus] UHruouTopoB AIID, APA 11 unu anuckupeHa IpUBOJNUT K YBEITUYEHHUIO
YacTOThl BO3HUKHOBEHMSI TAaKUX HEXKEJIATENbHBIX SIBICHUM KakK apTepuaibHas TUIOTEH3HUS,
TUMNEepKaTUEMus U CHIKEeHUE (DYHKUUU MOoYeK (BKIIOYask OCTPYIO MOYEYHYIO HEAOCTATOYHOCTH), MO
CPaBHEHHUIO C CHUTyalUsMH, KOTJa MPUMEHSETCS TOJIBKO OJUH Mpernapar, BO3JCUCTBYIOIIMM Ha
PAAC (cm. paznenst 4.3, 4.4 u 5.1).

JlexapcmeerHbvie

npenapamol,

noesvluiarnue pucK pas3eumuid aHcUOHespomu4d4ecKkoco omexka

CoBmecTHOe mnpuMeHeHne HWHTHOUTOPOB AIl® ¢ komOuHammeid BajacapTaH —+ CaKyOUTpHI
MPOTUBOTIOKA3aH, TaK KaK 9TO YBEJIMYMBAECT PHUCK DPA3BUTHUS aHTHOHEBPOTHUYECKOTO OTEKa (CM.
pasnensl 4.3 u 4.4). [IpumeHenne KOMOWHAIIUK BaJICapTaH + CaKyOUTPHII BO3MOKHO HE paHee, 4eM
gyepe3 36 4acoB Mocie MPUMEHEHUs TTOCIeAHEH 03kl epuHaonpuia. [IpuMeHnenue nepuHIonpuIa
BO3MOXKHO HE paHee, ueM uepe3 36 4YacoB IOCJIe MPUMEHEHHS TOCIeTHEH T03bI KOMOWHAIMH
BajicapTaH + cakyOuTpui (cM. pazaenst 4.3 u 4.4).

CoBmecTHOoe mnpumeHeHue uWHrHOUTOpOoB AllD ¢ panekagorpunom, wuarHOUTOpamMu mMTOR

(manpumep,

CHUPOJIIUMYCOM,

IBEPOJIUMYCOM,

TEMCHPOJIIMYCOM) U TJIMITUHAMH (HampuMmep,

JMHATIANTHH, CAKCATJIMNTHH, CHTATJMITHH, BWJIJATJMIITHH) MOJXET NPHBECTH K ITOBBIIICHHIO
pHCKa aHTHOHEBPOTUYECKOT0 OTeKa (CM. pazzen 4.4).

Jlexapcmeennvie npenapamaol, 8bl3bl8AIOUUE SUNECDKATUCMUIO

HecmoTtps Ha TO, YTO ypOBEHb KalHs B CHIBOPOTKE KPOBH OOBIYHO OCTAETCS B MpejesiaX HOPMBI, Y
HEKOTOPBIX NAMEHTOB, NpUHUMatromux Homumnpen A, MOXXET BOSHUKHYTh THIIEPKATUEMUS.

Hexotopsie nekapcTBeHHBIEC MpenapaThl WM KIACChl MPEMapaToB MOTYT YBEJIMYHMBATh YacTOTY
Pa3BUTHS THINECPKATHEMHUH: AIUCKUPEH, COJIM KaJlus, KaJUicOeperaronye IMypeTHKy (Hampumep,
CIIUPOHOJIAKTOH, TpUaMTEepeH wiu amuiopuna), uaruoutoper AIID, APA II, HIIBII, remapunsi,

MMMYHOJIEIPECCaHThI

(Takue Kak IMKJIOCIIOPUH

WIM TakKpoJIUMYC), TPUMETONPUM M KO-

TPUMOKCa30d (Cynb(aMeToKkca3ond + TPUMETONPHM), MOCKOJIbKY TPHUMETONPUM, KaK HM3BECTHO,
JeiicTByeT MoAoOHO KanuiicOeperaiouieMy IWYypeTUKy, Kak W amuiopua. KomOuHamus sTuX
JIEKapCTBEHHBIX NPENApaToB yBEJIWYUBAET PUCK pa3BUTHs TunepkanveMuu. [loatomy coBmecTHOE
npuMmeHenne Honumpen A ¢ BblllenepedyrcIeHHBIMU IpernapaTaMu He pexomeHayetcs. Ecnu
[IOKAa3aHO COBMECTHOE IPHMEHEHHE, MX CIEQYeT IPUMEHATH C OCTOPOKHOCTBIO M C YacCThIM
KOHTPOJIEM YPOBHS KaJiusl B CBIBOPOTKE KPOBH.

Coemecmmoe npumeHerue NPOMUBONOKA3ano (cm. pazoen 4.3)

Anuckupen u nexapcmeenuvie npenapamal, codepafcamue AJUCKUpPEH

14


ЛП ГП СОГЛАСОВАНО


My OTYETY

TIM-Ne000179-T T1-BY T
COINMACOBAHO COOTBETCTBYET 3KCMNEPTHOM
NIIAHMC;EE%I/%%MS&E@%?S&(E@HEHVlﬂ ot 13.07. 2026 Nz 1. o

MPUKA3OM OT 28.08.2026 Ne 998 (NMOCNEODBATENEHOCTE 007 2)

nocnEnodsOBMECINOE TpujicHeHne MHIHOUTOpoB AlID ¢ jekaperBeHHbIMI-HPEHAPaATaMid;—COASPIKaHME

QIMCKUPEH, TPOTHUBONOKA3aHO Yy MAIMEHTOB C CaXapHbIM JAMA0ETOM W/WIM yMEPEHHBIM WIH
TsKeNbIM HapymenueM (ynkuuu nodek (CK® < 60 mn/mun/1,73 M? mwiomany moBepXHOCTH Tela)
(cM. pazmen 4.3). Bospacraer pHCK pa3BUTHA TUIEPKAIMEMHUH, YXYALICHUS (YHKIUH TOYEK,
CEep/ICYHO-COCYJUCTON 3a00I€BAEMOCTH U CMEPTHOCTH.

Cosmecmnas mepanusi ¢ uH2u6um0paMu AIID u anmazonucmamu peuenmopose aHcuoOmer3urnda

[IpotuBonokazano mnpumeHeHne uHruouTopoB AII® B coueranun ¢ APA II y maunmeHToB ¢
nuaberndeckoil Heponatueit (cM. pazaen 4.3).

IDKCmpaKopnopaibHas mepanus

DKCTpaKkopropaabHble METOAbl JICUCHHS, MNPUBOAAIIUME K KOHTAKTY KpPOBU C OTPUILIATEIHHO
3apsHKCHHBIMUA TIOBEPXHOCTSAMHU, TaKUE KaK JTUANIW3 WM TeMOQWIbTPAIUS C HCIOIH30BAHHEM
HEKOTOPBIX BBICOKOTIPOTOYHBIX MEMOpaH (HampuMmep, MOJUAKPUIOHUTPUIIOBBIX), Wi adepe3
JIIHIT ¢ wucnonp3oBaHHEM JEKCTpaHa cyib(paTa, MPOTUBOMOKA3aHbl M3-3a YBEIHUEHHUS DPHUCKA
pPa3BUTHS TSDKETBIX aHa(PWIAKTOMIHBIX peakiuil (cM. pasaen 4.3). Ecnu manmeHTy HeoOXoauma
HKCTPAKOPIIOpaNIbHAS TEpaIus, CIelyeT paCCMOTPETh BO3MOKHOCTh HCIIOJIb30BAHMSI APYroro THIA
JUAJIM3HON MeMOpaHbl WK JPYTroro Kjacca aHTUTMIEePTEH3UBHBIX MTPENapaToB.

Cosmecmuoe NpuUMeHerue He peKOMeHOyemc;z

Anuckupen u nexapcmeenuvie npenapamal, codepafcamue AJUCKUPEH

VY mnamueHToB, HE HUMEIOIUX caxapHoro auabera uiau HapymeHus ¢yHkuun mnodek (CKO
< 60 Mn/mMun/1,73 M? TIOIIAAM TIOBEPXHOCTH TeNa), MOBHIIIEH PHCK PA3BUTHS THIEPKATHEMHUH,
yXyIIIeHus: (pyHKIMM MOYEeK M TOBBIIICHHUS YaCTOTHI CEPACYHO-COCYIHCTOM 3a00JIeBaeMOCTH U
CMEpTHOCTH (CcM. paznen 4.4).

Couemanue mepanuu ¢ unzcubumopamu AI® u APA Il

[Io umeromuMces TUTEPaTypHBIM JaHHBIM, y MAIUEHTOB C YCTAHOBJIEHHOM aTE€POCKIEPOTHYECKON
00JIe3HbI0, CEPJICYHOM HEAOCTATOUHOCTBIO WIIM CaXapHbIM JAHA0ETOM C IOPAKEHUEM OPraHOB-
MUIIEHEH oJHOBpeMeHHOe NpuMeHeHrne MHruoutopo AII® u APA Il npuBoauT K yBEITUYEHHUIO
4acTOThI pa3BUTHsI apTepUaIbHON THIIOTEH3UH, 0OMOPOKA, TUIIEPKATUEMUH U yXyALIeHUs QYyHKIUN
MOYEK (BKJIOYAs OCTPYIO IMOYEYHYIO HEJOCTATOYHOCTH), MO CPAaBHEHHUIO C CUTYyallUsIMM, KOI/a
IIPUMEHSIETCA TOJIBKO OXMH mnpemnapar, BozaeiictByromui Ha PAAC. IlpumeHenue nBoiHOM
osnokansl PAAC (Hanpumep, B ciilydae OJHOBPEMEHHOTO MpuMeHeHust uHruoutopos AII® u APA
II) momKHO OBITH OTPAaHUYEHO €AMHUYHBIMU CIy4YasiMH CO CTPOIMM KOHTPOJIEM (YHKLHUHU IOYEK,
coziepaHus Kanud B miasme kKposu U AJl (cMm. pasnen 4.4).

Dempamycmun

CoBMecTHOE TIPUMEHEHNE MOKET MPUBECTH K MOBBIIICHUIO PUCKA Pa3BUTHs MOOOYHBIX dPPEKTOB,
TaKUX KaK aHTMOHEBPOTHYECKH oTek (oTek KBuHKe).

Kanuiicbepezarowue ouypemuku (Hanpumep, mpuammepen, amuiopuo) u kaiuil (coiu)

I'unepkanuemus (C BO3SMOXKHBIM JIETaIbHBIM UCXO0M), OCOOEHHO MPU HapyIIEHUH (PYHKIH ITOYEeK
(ammuTuBHBIE 2P PEKTHI, CBI3aHHBIC C TUTICPKATHEMHUEH ).

CoueraHne TMEpPUHAONPHIA C  BHIIICYNOMSHYTBIMH JICKQPCTBEHHBIMH IpermapaTaMd  He
pekomenayetcst (cMm. pazgen 4.4). Eciau, Tem He MeHee, COBMECTHOE NMPUMEHEHHUE MOKa3aHO, UX
ClIelyeT TPHMEHSATh C COOJIIOJICHHEM Mep TMPEIOCTOPOKHOCTH M PErYJSIPHBIM KOHTPOJIEM
COJIepKaHUs KaJusl B CBIBOPOTKE KPOBH.

Oco0CeHHOCTH TPUMEHEHHS CIHUPOHOJAKTOHA TMPU XPOHHYECKOW CEpIeYHON HEJ0CTaTOYHOCTH
ONHMCaHbl Jajiee MO TeKCTy (cM. B moapaszaene «COBMECTHOE NpPUMEHEHHE TpedyeT ocoOoi
OCTOPOKHOCTH).
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COTHACOBARO COOTBETCTBYET SKCMEPTHOMY OTUET)
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NoCnEfOBTOBMETINIGE NPUMEHECHUE mp€6yem 00060” OCMOPOHCHOECHH

T unoanuxemuuecxkue CD@OCWZGCI (MHCV]ZMH, nepopajlibHble caxapocrulcaruue npenapamw)

ONuAEeMUOJIOTHUECKUE UCCIIeI0OBaHNS MTOKA3all, YTO COBMECTHOE IpUMEeHeHne HHruouropos AIID
Y TUNOTJIMKEMUYECKHUX CPEICTB (MHCYJIMHBI, epopaibHbIe CaxapOCHIKAOIIUE MTPernapaThl) MOXKET
YCUJIMBATh THIIOTIIMKEMHUYECKHH 3((PEKT MHCYIUHA U TUMOTIIMKEMUYECKHX CPEACTB JJS MpUeMa
BHYTPb BIUIOTH J0 Pa3BUTHs rUNONIHKeMUH. JlaHHBIH 3QpeKT BeposTHEE BCET0 MOKHO HAOIIOAaTh
B TEUEHHUE MEPBBIX HEJENb COBMECTHOH Tepanuu, a Takke y MalUeHTOB ¢ HapylIeHHeM (yHKIUU
MOYEK.

Kanuiinecbepezarowiue ouypemuxu

Y DanWeHToB, MOJYYAIOMUX JAWYPETHKH, OCOOCHHO Yy TIallMEHTOB C THIIOBOJEMHEH W/Win
CHIDKCHHOHN KOHIIEHTpallMel coyiel, B Haudaje Tepanuu MEePUHAONPHUIOM MOXKET HaOII0AaThCs
ype3mepHoe cHKeHue AJl, pUCK pa3BUTUS KOTOPOTO MOYKHO YMEHBIIMTH IyTEM OTMEHBI
JAYPETUYECKOT0 CPEACTBA, BOCIIOJHEHUEM NOTEPH JKUIAKOCTU WIIM COJIEU MEpPE] HAYaJIOM TEpaIuu
NIEPUHONPUIIOM, a TAKXE HA3HAYCHUEM IIEPUHIONPWIA B HHU3KOM 03¢ C JaJIbHEHIINM
IIOCTEIIEHHBIM €€ YBEIINYCHUEM.

Ilpu apmepuanvHoli cunepmen3uy y TAaMEHTOB C TUTIOBOJIEMHEH WIIM CHIDKEHHOW KOHIICHTpaIuei
cojieii Ha (OHE Tepamuu AWMYPETHKAMH, JWUYPETHKH JODKHBI OBITH JIMOO OTMEHEHBI JO Hadaia
npuMeHeHus uaruoutopa AII® (mpu 3Tom KanuiiHecOeperaromuil AMyPEeTHK MOXKET ObITh MO3AHEE
BHOBb Ha3zHaueH), 1100 nHruoutop AIID nomken ObITh Ha3HAYECH B HU3KOHM J03€ C JaTbHEHIINM
MOCTETICHHBIM €€ YBEITHUCHHEM.

Ilpu npumenenuu Ouypemukog 8 ciyuae 3aCMmOUHOU CepOeyHOU HedOCMmamoYHOCmy WHTUOUTOP
AIl® nomxkeH ObITh Ha3HaY€H B OYEHb HU3KOW J03€, BO3MOXKHO, IOCJI€ YMEHBIICHHUS O3B
MIPUMEHSIEMOI0 OJIHOBPEMEHHO KaJIMiHECOEpEeTraroiero 1nypeTuka.

Bo Bcex cmywasx ¢yHKIMA MoyeKk (KOHUEHTpalMs KpeaTWHUHA) JOJDKHA KOHTPOJIUPOBATHCA B
TIepBbIe HEAETH NMPUMEHEHUSI HHTHOUTOpoB ATID.

Kanuiicbepezarowue ouypemuku (9n1epeHoHs, CRUPOHOJIAKMON,)

[IpumeHeHue 31IepeHOHa WM CIMPOHOJIAKTOHA B J03ax OT 12,5 Mr 10 50 MI B CyTKH ¥ HU3KHX /103
uHruoutopon AllD:

[Ipu Tepanuu xpoHHueckol cepaeyHoi HenocratouHoctd II-1V yHkuMoHanbHOro Kiacca mo
kinaccupukanmn  NYHA ¢ dpakuumeit BeiOpoca neBoro xemynouka <40% wu  panee
npuMeHsBIIMMUCS uHTHOUTOpaMu All® u «meTneBbIMU» JUYpPETUKAMH, CYLIECTBYET PHUCK
TUTIEPKATUEMUN (C BO3MOXHBIM JIETAJbHBIM HMCXOJOM), OCOOCHHO B Cjydae HECOOJIIOJICHHS
pPEKOMEHAANNH OTHOCUTEIBHO 3TOM KOMOMHAIMH MTPETIapaToB.

[lepen nmpuMeHeHneM JaHHOW KOMOMHAIIMU JIEKAPCTBEHHBIX MPENapaToB, HEOOXOAUMO YOeAUTHCS B
OTCYTCTBUH THIIEPKATUEMUH U HApyIICHUS (QYHKIMH OYEK.

PekoMeHnyercss peryiasipHO KOHTPOJIHPOBaTh KOHIEHTPALMIO KpPeaTMHWHA M Kajusl B KPOBHU:
€KEHEEJIbHO B MEPBbIN MECSL] JICUCHUS U €KEMECSYHO B MOCIEAYIOMIEM.

Pexombunaumnvie mxanesvie akmueamopbvl njadsmuHoceHa (I’TPA, aﬂmenﬂasa)

[ManmenTsl, nonydasure HHruouTopsl AII®D u momyvarommue anteruiasy Juist TpPOMOOTUTHYECKON
TEPAlMA INPH OCTPOM HMINEMUYECKOM HHCYJIBTE, MOTYT HMMETh IOBBIINICHHBIM PHUCK Pa3BUTHS
AHTMOHEBPOTUYECKOTO OTEKA.

Cosmecmnoe NpumeHerue mpe6yem BHUMAHUA

T'unomenszusnnie CD@@CWIGCZ u 6a300wmmamopbl

CoBMecTHOE IMPUMCHCHUEC I3TUX MPCIapaToOB MOKCT YCHUIMWMBATH AHTUTHUIICPTCH3HMBHOC HGﬁCTBI/IC
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1M-Ne000179-IT-BY
COI'MACOBAHO

MWHUCTEPCTBOM 3[]JPABOOXPAHEHWA
PECMNYBJIMKN BEJNTAPYCb

NPUKA30M OT 28.08.2026 Ne 998

rocnefOERIEAEETIOIIPHIIA. I

pu COBMCCTHOM IPHUMCHCHUU C H

COOTBETCTBYET 3KCNEPTHOMY OTHETY

ot 13.07 2026 Nz 13866
(MOCNEQOBATENEHOCTL 0072)

TorREI e oM JMYJODV EMMA-_ BT aATaMIA-_I111A
r R —rJ r=

APpYruMHr BazoguiiaTtaTropaM BO3MOKHO JOIIOJIHUTCIIbHOC CHUKCHUC AZ[

Annonypunon,

uumocmamuueckKue

u

LLMMVHO()@I’ID@CCM6Hbl€

cpedcmea, cucmemHuvle

KODmuKOCH’l@DOuabl u I’ZDOKCIMHCIMM@

CoBMmecTHOE TIpuMeHEeHHE ¢ HHruOuTOpamMu AIID MOKET COMPOBOKAATHCS MOBBITICHHBIM PHCKOM
nevikonenuu (cm. pazzaen 4.4).

Cpeocmea 015 anecmesuu

Wuru6uropst AII® MoryT ycunuBaTh IMIIOTEH3UBHBIN 3 (eKT psga cpelcTB Ul 001Iel anecTe3un

(cm. paznen 4.4).

Cumnamomumemuxu

CuMDaToMUMETUKH MOTYT OCJIa0JIATh AHTUTUIIEPTEH3UBHBIN dPPekT nHruouTopoB AIlD.

Ipenapamui 3010ma

Coo001manocs 0 peAKNX ciaydasx HUTPUTOUAHBIX PEakIHii (¢ TAKUMU CUMITOMaMHM, KaK THIIEPEeMHUs
KOXKM JIMIIa, TOUTHOTA, PBOTA, THUIOTEH3Ws) Y MAIMEHTOB HAa (POHE COBMECTHOTO NPUMEHCHUS
uHruburopos AII®D, B TOM uyHclIe NEPUHIONPHIA, U HWHBEKIHMOHHOTO IIperapara 30JI0Ta
(aypoTmomasat HaTpusi).

4.6. DepTWIBHOCTD, 0€PEMEHHOCTb U JIAKTALUS

JlexapcTBeHHbIl mpenapaT Homumpen A mpoTwBOMOKa3aH BO BpeMsi OCpEeMEHHOCTH (CM. paszen

4.3).

JlekapcTBennslil nipenapatr Homunpen A He peKOMEHAYETCS B MEPUO] TPYAHOTO BCKAPMIIMBAHMS.
Heo0xoauMo OLEHUTh 3HAYUMOCTH TEpaNuu Ui MaTepu W NPUHATH PEUICHHE O MPEKpaLCHUU
IPYAHOTO BCKapMIIMBAHUS WU O MIPEKPAILEHUH MprueMa mpernapara.

bepeMeHHOCTD

HUnoanamuo

I[aHHBIG O NPpUMCHCHHU HHAAIIAMHUA Y 6€peM€HHBIX JKCHINMH OTCYTCTBYIOT HJIM OI'paHUYCHLI
(menee 300 cimydaeB OepeMeHHOCTH). JlMTEenbHOE TPUMEHEHHWE THA3UAHBIX AuypeTtukoB B III
TpUMECTpe OEPEMEHHOCTH MOYKET BBI3BaTh T'MIIOBOJIEMUIO Y MaTEepH, a TaKXKe CHIDKEHHE MaTOYHO-
IJIAlIEHTapHOTO0 KPOBOTOKA, YTO MPUBOIUT K (DETOIIAlEHTAPHON HIIEMHH U 3aJEpiKKE Pa3BUTHS

mioaa.

I/ICCJ'ICILOBaHI/IH Ha )XMBOTHBIX HE BBIABUIIN MPAMOTO UJIN HEIIPAMOI'O TOKCHUYCCKOI'O BOSHeﬁCTBHH Ha

PENpOYKTUBHYIO

byHKLHIO.

B kadecTBe Mephbl MPEAOCTOPOKHOCTH PEKOMEHAyeTCs M30eraTh MPHUMEHEHUs] WHAANaMHIa BO
BpeMst OEpEeMEHHOCTH.

Iepunoonpun

B HaCTOSIIJ_II/Iﬁ MOMCHT HET y6€I[I/IT€JII:HI>IX SMUACMHUOJIIOTHICCKUX JaHHBIX O TCPATOTCHHOM PHUCKC
npu npueme uHrHOHTOpOoB AII® B mepBoM TpumecTpe OEpEMEHHOCTH, OJHAKO HEKOTOpPOE
YBCIIMYCHUC PUCKA Hap}IH_IeHI/Iﬁ Pa3sBUTHA IUI0Ja UCKIIOYUTH HCJIL34. HaI_II/IeHTKaM, IMJIaHUPYHOIIUM
OepeMeHHOCTb, CeyeT OTMEHUTh JIEKAaPCTBEHHBIN MpernapaT U Ha3HAYUTh APyTHUe TUIIOTEH3UBHbBIC

CpencTBa,

paspeuieHHble Uil IPUMEHEHHs T[pU OepeMEeHHOCTH,

CCJIM TOJIBKO TCpamnud

uaruouTopamu AllD He sBusercs HeoOxoaumou. [Ipu BeIsABICHHMH OEPEMEHHOCTH CIEIyeT
HEMEJJICHHO TpeKpaTtuTh Tepanuio uHruouropamu AllD u npu HeEoOXOAMMOCTH HA3HAYMTH

JIPYTYIO TEPAIHUIO.
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MY OTUETY

J1M-Ne000179-IT1-BY e e R — }
COINMACOBAHO COOTBETCTBYET 2K EPTH:
MUHCTEPCTBOM S1PABOOXPAHEHNA ot 13.07.2026 M= 13866
MPUKA3OM OT 28.08.2026 Ne 998 (MOCNEODBATENEHOCTE 007 2)
BRECTHOQ7MTO TIpaIusl I/IHFI/I6I/ITOpaMI/I ATI® Bo II bl TPUMECTPaX—O0epeMEHHOCTU OKa3bIBAET

MOCJIEAO

(deToTokcHYecKoe NEHCTBHE Ha TUIOA y YeloBeKa (CHIKeHHE (YHKIIMH MOYEK, OJIUTOTHAPAMHUOH,
3aMelJIeHHe OcCCU(UKAllUM KOCTEeH 4Yepena) W TOKCHYECKOE JEeHCTBHE HA HOBOPOXKIECHHOTO
(moye4dHas HEAOCTATOYHOCTh, TUTIOTEH3HS, TUTIEPKAIUEMUS ).

Ecmu manmentka momyvana wHruOutopsl AII® co II tpumectpa GepeMeHHOCTH, PEKOMEHIYeTCs
MIPOBECTH YJIBTPA3BYKOBOE HCCIIEI0BAaHUE TUI0/1A ISl OLIEHKH COCTOSIHMA Yepena U (GyHKLUU ITOYEK.

MazeHIbl, MaTepu KOTOPBIX MOy4asd WHTHOUTOphl AIID BO Bpemsi OEpPEeMEHHOCTH, JOJDKHBI
OBITh TIIATEIBHO OOCIEIOBaHbI HA MPEAMET TUIOTEH3UHU (cM. pa3aensl 4.3 u 4.4).

JlakTanus
JlekapcTBennslil npenapat Honmunpen A He peKOMEHAYETCS B IEPUO]] TPYTHOTO BCKapMIIMBAHMS.
Hnoanamuo

B HacTosimmii MOMEHT HET JOCTOBEpHOW WH(MOpPMAIMKM O BBUICICHUM HWHAAMAMHUAA WJIH €T0
MEeTa0OJIUTOB C TPYTHBIM MOJIOKOM.

Y HOBOPOXIEHHOTO MOXET pPAa3BUTHCS MOBBIIMICHHAS! YYBCTBUTEIBHOCTh K IPOU3BOIHBIM
Cynb(hoHaAMHIA U TUITOKATHEMUSL.

Puck 111 HOBOPOKIEHHBIX/MIIaICHIICB HEJIb3s1 UCKITIOYATh.

WNupanamua OIU30K MO CTPYKTYype K THA3HIHBIM JUYpETHKaM, MPUMEHEHHE KOTOPBIX BBI3BIBACT
YMEHBIIEHUE KOTUYECTBA I'PYIHOI0 MOJIOKA WIIH ITOJABICHUE JIAKTALlUU.

WNunanamua He peKOMEHIyeTcsl B IEPUOJ] TPYAHOT0 BCKapMiIMBaHus (cM. pazzaen 4.3).
Iepunoonpun

BBuny orcyrcTBus MH(OpMAaNNKU, Kacaromecss MPUMEHEHUs] IEPUHIONPWIA B MIEPUO]] TPYTHOTO
BCKapMJIMBaHHsI, €ro MPHEM HEe PEKOMEH/IOBaH, NMPEANOYTUTEIbHEE IPUMEHAITh JIPyTHe MpernapaThl
c Oonee M3y4yeHHBIM TpoduiIeM Oe30MaCHOCTH, OCOOCHHO MPU KOPMIJICHUH HOBOPOXACHHBIX U
HEIOHOIIECHHBIX JIETEMH.

DepTIbHOCTD

Obwee ons unoanamuoa u nNepuHOOnpula

HccnenoBanust penpoayKTUBHOW TOKCUYHOCTH MOKA3aJId OTCYTCTBHE BIUSHUS Ha (DEePTUIBHOCTD Y
KpbIc 00oero nona. [lpeanonoxurensHo, BIUsHUE Ha (EPTUIIBHOCTD Y YEJIOBEKA OTCYTCTBYET.

4.7. BiusiHue Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CpeAcTBAMH W padorarh ¢
MeXaHM3MaMH

Ob6a  nmedCTBYIOIIMX  BEIIeCTBa, KakK IO  OTIACIBHOCTH, Tak W B  KOMOWHAIUU
MHAANaMH]l + NEPUHIONPUII, HE OKA3bIBAIOT BIMUSHUS HA CIIOCOOHOCTDH YIPABISITH TPAHCIIOPTHBIMU
cpelncTBaMu W paboTaTh CMEXaHH3MaMHU. Y HEKOTOPHIX MAIMEHTOB OCOOCHHO B Hayale TEparuu
WIKM Tpu J00aBJICHUH K MPOBOAMMON Tepanmuu JPYruX TUIOTEH3UBHBIX IMpenaparoB MOTYT
BO3HHMKATh WHIUBUIYyaJbHbIE pEAKIUHU, CBsi3aHHbIE co cHukeHueM AJl. BcnencrtBue sToro
CIIOCOOHOCTh YIPABJIATH TPAHCIOPTHBIMHU CPEICTBAMU M pabOTaTh ¢ MEXaHU3MaMH MOXKET ObITh
HapyIleHa.
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ggpﬁ(ﬁ%géga\b COOTBETCTBYET IKCNEPTHOMY OTYETY
MUHCTEPCTBOM S1PABOOXPAHEHNA ot 13.07.2026 M= 13866
MPUKA3OM OT 28.08.2026 Ne 998 (MOCNEOCBATENEHOCTE 0072)
NMOCIEAO oHHeeraTeJLHbIe peakuumn

Pesrome mpoduis 6e3onacHoOCTH

[Mepurmonpun oOKa3pIBa€T WHTHOMpYIONIEE JIEHCTBHE HA CHCTEMY «PCHUH-aHTHOTCH3WH-
anpocrepon» (PAAC) u yMmeHbIIaeT BBIBEJCHHE HMOHOB Kaius MMOYkamMu Ha (oHe mpuema
naganamuaa. Y 2 % manueHToB Ha (oHE MPUMEHEHHS JIeKapCTBEHHOTO mpermapata Homumpen A
OBUIO OTMEUECHO Pa3BUTHE TUTIOKATMEMHUU (COCPIKaHUE Kajus MeHee 3,4 MMOJIB/J).

Haubonee yacThIMH HeXKelIaTCILHBIMHU PCaKuAMMU SABJIATIUCH:

® UId WHAANaMHua: TUIIOKAJIHWEMUA, PCAKIUH THUIICPUYBCTBUTCIBHOCTH, B OCHOBHOM KOJKHBIC, Y
ManUEHTOB, MPEAPACIIOIOKCHHBIX K AJUICPTUICCKUM W ACTMATHYCCKUM pPCAaKIHAM, U MaAKYJO-
amyJie3Has ChIIlb,

® Ul MEPpUHAOIIPUIIA: TOJIOBOKPYKCHHE, T'OJIOBHAA 60J'IB, napeCcTe3nsd, AUCTCB3UsA, HAPYHNICHUC
3pC€HHA, BCPTUT'O, 3BOH B YIIAX, apTCpUAJIbHAas T'MIIOTCH3Us, KalllCJib, OJbIIIKA, 001b B JKHUBOTC,
3arop, AUCIICIICUA, Auapes, TOIIHOTa, PBOTa, KOXKHBIH 3yd, KOXXHaA CbIllb, CIIa3Mbl MBIIIL W
aCTCHUA.

Tabauunoe PE3IOME HEXKENATCILHBIX PEaKIUI

HexxenarenpHble peakiuu, KIACCH(HUIMPOBAHHBIE KaK BO3MOXKHO CBSI3aHHBIC C Tepamnuen
KOMITOHCHTaMH Tipermapata Homwmpen A, 1Mo MaHHBIM KJIMHAYECKUX HCCICIOBAHUN M OIBITA
MOCTPETUCTPAIIMOHHOTO NPUMEHECHHUS, NIEPEYNCICHBI B TabiuIie 1 1Mo KjaccaM CUCTEM OPraHOB U
aOCONIIOTHOW YacTOTe BCTPEYaeMOCTH. YacToTa BCTPEYAEMOCTH OIPENENSETCS CIEAYIONIMM
oOpa3om: ouyeHb yacto (>1/10), wacto (=>1/100, HO <1/10), HeuacTo (=1/1 000, HO <1/100), penko
(>1/10 000, HO <1/1 000), ouennp peaxo (<1/10 000), gacToTra Hew3BecTHa (Ha OCHOBAHHUU
HUMEIOIINUXCS TAHHBIX OLICHUTHh HEBO3MOXHO).

Tabnuma 1
IlepeyeHb cucTeMHO- Yacrora
OPTraHHbIX KJACCOB HexenateabHble peakuun
HNupamamms Iepungonpuir
(COK)
Nudexnun u nHBa3MU Punur - OueHb pesiKo
DozuHOo DM - Heuacro*
ArpanynonuTtos (CM. pa3aen
panynon 4.4) (em. pasn OueHsb penko OueHs penko
Arnnactryeckasi aHeMUs OdeHpb penko -
Hapyumienusi co CTOPOHBI
[aamTONeHUS - OdeHb penko
KPOBH H -
N Jlelikonenus OdeHp penko OueHb penko
auMmdaTrnyecKkoi -
Hetitponienus (cM. pazuen
CHCTEMBI - OueHs penko
4.4)
I'emonuTnueckass aneMust OueHsb penko OueHsb penko
Tpomboruronenus (cMm.
P ( OueHsb penko OueHs penko
pasnen 4.4)
['umepayBCTBUTENFHOCTH
(peakiuu, B OCHOBHOM
HapyumieHusi co CTOPOHBI |  KOXKHBIC, Y TIAITUEHTOB C Yacto
HMMYHHO# CHCTEMBbI MIPEPACIIONOKEHHOCTHIO K
AIJICPrUYECKUM U
ACTMATUYECKUM PEaKIUsIM)
CuHIpOM HealeKBaTHON
OHI0KPUHHBIE CEKpeLnu Peko
HApyIIeHUS AHTHIUYPETHUECKOTO
ropmona (CHCA/II')
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1M-Ne000179-IT-BY
COIMACOBAHO

MWHUCTEPCTBOM 3[]JPABOOXPAHEHWA
PECMNYBJIMKN BEJNTAPYCb

COOTBETCTBYET -

ot 13.07.

2026 N= 1.

MPUKASON6F-28:08:2026-1N2-998. I,.I_!D;:!E%';E.—.TEH EHCC T 0o d)
nocnefopardieped eHk CHCTEMHO- ACTOTA
OpPraHHBIX KJIACCOB HexenaTeabHble peaknuu
(COK) Nupanamug IMepunxonpuJ
anornHKZﬁn; icslv; pas3zaensl i Heuacro™
lNunepkanuemusi, odpaTumas
IIpH OTMEHE Tpemnapara (CM. - Hewacto*
Hapymenus T paszen 4.4)
WUTIOHATpUEMUS (CM. pa3zen %
MeTa00/M3Ma U MUTAHUS 4.4) Heuacro Heuacto
lN'unoxnopemust Penko -
T'unomarauemust Peaxo -
I'unepkanbuyieMus OueHp penko -
TI'unokanuemusi Yacro -
JIaOMIIBHOCTH HACTPOCHHSI - Heuacto
Ilcuxunueckue Henpeccust - Heuacro*
HApyLUEeHUs Hapyuienue cHa - Heuacro
CryTaHHOCTh CO3HAHHUS - OueHsp penko
T'onoBokpyxkeHue - Yacto
T'onosHas 00Jib Peaxo Yacto
ITapecrtesust Penxo Yacro
Hucres3us - Yacro
COHJIMBOCTD - Hewacto*
OO6MOpOK YacToTa HEeM3BECTHA Heuacto*

Hapyumienusi co cTOpoHbI
HEPBHOI cHCTeMBbI

HHCynbT, BO3MOXKHO
BCJIEJICTBUE YPE3MEPHOTO
cHibkeHus A/l y mareHToB
W3 TPYTITBI BBICOKOTO PHICKA
(cm. pasznen 4.4)

Ouens penko

[leuenounas sHUEaTONATHS
Y MalMeHTOB C IEYEHOUHOU
HEJIOCTATOYHOCTHIO (CM.
paszensl 4.3 u 4.4)

YacToTa HeM3BECTHA

Hapymenue 3penus YacToTa HEM3BECTHA Yacto
Muomnus (cM. pasnen 4.4) YacToTa HEM3BECTHA -
HapyueHnust co cTOpoHBI HeueTkocTs 3peHust YacToTa HEU3BECTHA -
oprasa 3peHus OcTpas 3aKpeITOYroJbHast
P P p PbITOY YacToTa HEU3BECTHA -
TJIayKoOMa
XOpUOHIaIbHBIN BBIIOT YacToTa HEU3BECTHA -
HapyuieHnus co CTOpOHBI Bepturo Penko Yacto
oprasa ciyxa u
P y 3BOH B ylax - Yacto
Ja0MpHHTA
Omymienue cepaneoneHus - HeuacTo*
Taxukapaus - Heuacto*
CreHokapaus (cM. pasaen
P 4 4)( P - Ouens penko

HapymeHnusi co CTOPOHBI
cepaua

Hapymenus putma cepama
(B TOM umcIe OpaauKapavs,
JKEITYI0YKOBAst TaXUKaAPIHsI
1 GUOPHIIAHS
TIPEIACEP M)

OueHsb penko

OueHs penko

HudapkT Muokapa,
BO3MOJKHO, BCJICICTBUE

M30BITOYHOTO CHIDKECHHS Al

Ouens penko
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1M-Ne000179-IT-BY
COIMACOBAHO

MWHUCTEPCTBOM 3[]JPABOOXPAHEHWA
PECMNYBJIMKN BEJNTAPYCb

COOTBETCTBYET -

or 13

07.2026 N2 1

A

MPUKASON6F-28:08:2026-1N2-998. I,.I_!D;:!E A E LT EHERGE T 0o}
nocnefopardieped eHk CHCTEMHO- Yacrora
OpPraHHBIX KJIACCOB HexenaTeabHble peaknuu
(COK) Nupanamug IMepunxonpuJ
y TAITICHTOB U3 TPYIIITHI
BBICOKOT'O pUCKa (CM. pa3zien
4.4)
[onumopduas
JKETYTOUKOBas TAXUKAPIUS
TUTIA «TUPY3IT» (BO3MOXHO | Yacrora Hem3BecTHa -
CO CMEPTEIHHBIM UCXOJIOM)
(cm. paznenst 4.4 u 4.5)
ApTrepuanbHas THIIOTEH3US U
CBSI3aHHBIE C 3TUM OueHsb penko Yacro
Hapyumenusi co CTOPOHBI | CUMITOMEI (cM. pas3jien 4.4)
COCY10B Backynut - Heuvacrto*
[TpunuBel - Penxo*
Cungpowm PeitHo - YacToTa HEU3BECTHA
Hapymenus co croponst | Kamens (cM. pasznen 4.4) - Yacro
JBIXaTeJIbHOH CHCTEMBI, Onplmka - Yacro
OPraHoOB I'PyAHOM Bbponxocnazm - Heuacto
KJIETKH M CPe0CTeHUsl | D03uHO(MIbHAS THEBMOHHUS - OueHb penko
BoJib B )xuBOTE - Yacro
3amop Peaxo Yacto
Huapes - Yacro
Hapyuenust co cTOpoHBI Hucnencus - Yacto
JKeJTyNOYHO-KHIIEYHOI 0 TomHoTa Penko Yacto
TpakKTa PBoTa Hegacro Yacto
CyXx0CTbh CIU3HUCTOM Perko Hewacto

000JIOUKH TTOJIOCTH pTa

[Tankpeatur

OueHb penko

Ouensb penko

Hapyumienusi co cTOpoHbI
neyeHu u
JKeJTYeBBIBOIAIMX
nyrTei

I'enatut (cM. pasgen 4.4)

YacToTa HEeH3BECTHA

OueHb pesIKo

Hapymenune ¢pyHkyun

OueHsb penko

Hapyuienus co CTOpOHBI
KO’KH U MOJKOKHBIX
TKaHeil

MICYCHH
KoxHblii 3y11 - Yacto
KoxxHas cbinb - Yacto

MakyJo-namnynesHasi Chlllb Yacrto -

Kpanueauna (cMm. pasnen
P (. p OueHsb penko Heuacto
4.4)
AHTHOHEBPOTHUYECKUI OTEK
OueHsb penko Heuacrto
(cm. pasnen 4.4)
Ilypnypa Heuacto -
[ToBbilIeHHOE
- Heuacto
MOTOOTACNICHUE
Peaknus %
YacroTa HEU3BECTHA Heuacto
(hOTOUYBCTBUTENFHOCTH
[lemdurounn - Hewacto*
O06ocTpeHue ncopuasa - Penxo*

MHuorodopmHas 3puTemMa

OueHb pesIKo

Toxcrnueckuit
SIUACPMATBHBIN HEKPOIU3

OueHb penko

Cunapom CTuBeHca-

OueHb peliKo
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1M-Ne000179-IT-BY
COIMACOBAHO

MWHUCTEPCTBOM 3[]JPABOOXPAHEHWA
PECMNYBJIMKN BEJNTAPYCb

COOTBETCTEBYET 3K

T4

orT 13.07 2026

CNEPTHOMY
e b

FEL

NMPUKASON-ET-28-08-2026-No-098 (OoCnEnoeATENLYOC gorn
nocnefopardieped eHk CHCTEMHO- ' Yacrora
OpPraHHBIX KJIACCOB HexenaTeabHble peaknuu
Nupanamug IMepunxonpuJ
(COK)
JxoHcoHa
Cria3MBbl MBIIIII] YacToTa HEeM3BECTHA Yacto
Bo3mokHO yxyaueHue yxe
AMEIOIIECHCS CUCTEMHOM YacroTa HenM3BEeCTHA -
Hapyumienusi co cTOpoHbI .
. . KpacHOH BOJYAHKHU
MBbIIIEYHOM, KOCTHOM 1 -
. ApTtpanrus - HeuacTto
COeIMHNTENLHON TKAHU -
Muanrus YacToTa HEeM3BECTHA Heuacro
Myimieunas ciadocThb YacToTa Hen3BeCcTHA -
Pabnomuonus YacToTa HEeU3BeCTHA -
IToueynas HeJOCTATOYHOCTH OueHb peliKo Heuacto
Hapyuienusi co CTOpOHBI
Ocrtpas moueqHast
MoYeK H - Penxo
. HEIOCTATOYHOCTD
MOYEeBbIBOAANIUX IMyTeH ”
Amnypus/onurypust - Penxo
Hapyuienusi co cTOpoHbI
eNMpPOAYKTHUBHOM
perpory OpeKkTuibHas TUCHYHKITUSL Heuacto Heuacto
CHCTEMBI M MOJIOYHBIX
JKeye3
Acrtenns - Yacro
Bonp B rpyiHOi KIIeTKe - Hewacto*
OO61mme HApylIeHUus ¥ ”
Henomoranue - Heuacto
peaKiuu B MecTe *
[Tepudepudeckne OTeKH - HeuacTto
BBeJIEHUS *
Jluxopajika - Heuacto
[ToBEITIICHHAS] YTOMIIIEMOCTD Penxo -
[ToBEIIEHHE KOHIIEHTPAIINH
HerTpat - Hewacro*
MOYEBHUHBI B KPOBHU
IlToBhIlIEHNE KOHIIEHTPAIIUH
HeHTparL - Heuacrto*
KpeaTUHUHA B KPOBU
I'unepOunpyOnHEMuS - Penko
IloBBIIICHNE AKTUBHOCTH
YacToTa HEeU3BECTHA Penxo

JlabopaTtopHble n

JAaHHBbIC

CIICYCHOYHBIX)» q)epMeHTOB

HHCTPYMEHTAJIbHbIE

CHWKeHHe TeMOorIo0OnHa U
reMaToKpuTa (CM. pas3men
4.4)

OueHs penko

IloBpIICHKE KOHICHTpAIunu
TJIFOKO3EI B KPOBU

YacToTa HEU3BECTHA

IloBpImIcHKE KOHICHTpAIunu
MOYEBOI KHCIIOTHI B KpOoBHU

YacroTa HEeU3BECTHA

VY nnunenue untepsana QT
Ha OKI (cm. paznmenst 4.4 u
4.5)

YacToTa Hen3BEeCTHA

TpaBMbl, HHTOKCUKALUA
U 0CJIO’KHEHMsI IPoLeayP

ITanenue

HeuyacTto*

* OHQHKa YaCTOTbhI HCXKECIATCIbHBIX peaKuHﬁ, BBISIBJICHHBIX 110 CIIOHTAaHHBIM COO6H.[€HI/I${M, IIPOBCACHA HA OCHOBAHUHN
JaHHBIX PE3YyJIbTaTOB KIIMHUYCCKUX HUCCIIEOBAHMI.

OmnucaHue OTJICIbHBIX HEXKEIATSIbHBIX PEeaKIIUMi

Bo Bpems uccnenoanuii 11 u I da3sl, cpaBHUBarONMX WHAANIAMHT B J03upoBKe 1,5 u 2,5 mMr 1o

KOHIIEHTPAIIUY KaJus B MJIa3Me KPOBH, ObLT YCTAHOBJICH JJ0303aBUCUMBIN AP (EKT HHAAMAMH/IA!

e wuHganamuj 1,5 Mr: KOHIICHTpAIUs Kaus B 11a3Me KpoBu <3,4 MMoub/n HaOmoaanack y 10 %
MaUeHToB, <3,2 MMonb/I — y 4 % mauueHnToB mnocie 4—6 Henens jeueHus. [locne 12 Henenb
JICYCHUS CpeJIHEE CHIDKCHUE KOHIICHTPAIH KIS B TIa3Me KPOBH cOCTaBmiIO 0,23 MMOJIB/I.
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NMN-Ne000179-I1-BY e R
COINMACoOBAHO COOTBETCTBYET JKCMNEPT H-._.' MY OTYETY
A RO A e or 1507 2026 1 1356E
MPUKA3OM OT 28.08.2026 Ne 998 (NoOCNeEQC El ATENEBHO |: T ':l 0721
NOCTENOReTENHELIATIANMU 2.5 MI': KOHLICHTPALUs KaJlis B IUIa3Me-KpoBH <34 mModbli-HabmoAaRaCh y25%

nanueHToB, <3,2 MMmonb/i1 —y 10 % manuenToB mociie 4—6 Hexenb nedenus. [locie 12 Henensb
JICUCHHUSI CPEeTHEE CHI)KEHUE KOHIICHTPAIIUY KK B TU1a3Me KpoBU cocTaBuio 0,41 MMoIb/i.

Coo011eHne 0 Moa03pEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

Baxno COO6H_IaTL 0 TOoAO3PCBACMBIX  HCKCIATCJIBHBIX  PCAKIHUAX  IOCIIC PErucTpanuun
JICKAPCTBCHHOT'O ITpfriapaTta € LCJIbIO oOecreueHus HCIIPCPLIBHOI'O MOHUTOPUHIAa COOTHOLICHUA
«I10JIb3a — PUCK» JICKAaPpCTBCHHOI'O IIpC€riapara.

MeauuuHcKUM pabOTHUKAM PEKOMEH]IYETCsl COOOIIATh O JTH0OBIX MOI03PEBAEMBIX HEXKENATEIbHbBIX
peakiMsX JIeKapCTBEHHOI'O TIpernapaTa 4Yepe3 HalUOHAJbHbIE CHUCTEMBl COOOLIEHHS O
HEKeJaTeIbHbBIX PEAKLUAX FOCYJapCTB — YWICHOB EBpa3nuiickoro 5KOHOMHUYECKOr0 COr3a.

Poccutickas @edepayus

denepanibHas ciryx0a 1Mo Haa30py B cdepe 3apaBooxpanenus (PocsnpasHamzop)
Anpec: 109012, Mocksa, CnaBsHcKas miomajsp, a. 4, ctp. |

Ten.: +7 (800) 550 99 03

Omn. mouta: pharm@roszdravnadzor.gov.ru uiau npr@roszdravnadzor.gov.ru
http://roszdravnadzor.gov.ru

Pecnybnuxa Apmenus

I'HKO «IleHTp aKkcniepTU3bl JEKapCTB U METULIMTHCKUX TEXHOJIOTHIl»

Anpec: 0051, r. Epean, np. Komuraca, 49/5

Ten.: (+374 60) 83 00 73, (+374 10) 23 08 96, (+374 10) 23 16 82

lNopsiuast muHMS OTAETa MOHUTOpPUHTA O6e3omacHocTH JekapeTs: (+374 10) 20 05 05, (+374 96) 22
05 05

On. nmoura: admin@pharm.am, vigilance@pharm.am

http://pharm.am

Pecnybonuxa Benapyco

VII «lleHTp 3KCIepTU3 U UCIIBITAHUHI B 3PaBOOXPAaHEHUN
Anpec: 220037, r. Munck, ToBapunieckuit niep., 1. 2a
Ten.: +375 (17) 242 00 29

®daxkc: +375 (17) 242 00 29

On. moura: repl@rceth.by

http://www.rceth.by

Pecnybnuxa Kazaxcman

PI'TI na I[IXB «HauuoHanbHBIM LEHTP SKCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB U MEIUIIMHCKHUX
w3nenuiny  Komurera MemumuHCKOro M (apMaleBTUYECKOro KOHTPOJds ~ MUHHUCTEpPCTBA
3npaBooxpanenus PecnyOnuku Kazaxcran

Anpec: 010000, r. Acrana, paiton baiikonsip, yi. A.Mmanosa, 13 (BLl «Hypcaynet 2»)

Ten.: +7 (7172) 235 135

On. moura: farm(@dari.kz
http://www.ndda.kz

Kuipevizckas Pecnybnuka

JlemapTaMeHT JICKapCTBEHHBIX CPEJACTB W MEIWIMHCKUX W3ACTUA 1npu  MUHHCTEPCTBE
3npaBooxpanenus Keipresckoit PecyOnuku

Anpec: 720044, r. bunikek, yia. 3-a Jlunaus, 25

Ten.: +996 (312) 21 92 78

O mouta: pharm@dlsmi.kg

http://dlsmi.kg
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SSPJ%I(X%BQBFREIB COOTBETCTBYET JKCNEPTHOMY OTYETY
MUHCTEPCTBOM S1PABOOXPAHEHNA ot 13.07.2026 M= 13866
oo oSy Heperosnpopka (NOCNENOBATENGHOCTS 0072)

Cumnmomul

Haunbonee BepoSTHBIM CUMITOMOM IE€PET03UPOBKY SABIISETCS apTepuaIbHasi TUIOTEH3Us, UHOT A B
COYETaHUM C TOLIHOTOM, PBOTOM, CyIOPOraMH, I'OJIOBOKPYKEHUEM, COHIMBOCTBIO, CIIyTAHHOCTBIO
CO3HaHMsI, OJIUTYPHUEH, KOTOpasi MOKET MeperTH B aHypuio (B pesynbrare runoBojiemuu). Taxke
MOTYT BO3HHMKATh BOJHO-3JIEKTPOJIUTHBIE HAPYIICHHs (TUIIOHATPUEMUS], TUTTOKATUEMUS] ).

Jleuenue

HepBLIC MCPBI, KOTOPLIC HCO6XO,Z[I/IMO nNpeaAlpUuHATh, COCTOAT B 6BICTpOM BBIBCJICHUU TIPUHATOTO
npenapara: MNPOMBIBAHUC JKCITYJIKa W/ W MNpUueM AaKTHUBUPOBAHHOI'O YIJId C MOCICAYIOIIUM
BOCCTAHOBJICHUEM BOJHO-3JICKTPOJIUTHOTI'O OanaHca B YCIOBUAX CIICHUATM3UPOBAHHOI'O LICHTPA.

B CJIydac BBIPAKCHHOI'O CHUXCHUA AI[ CIICAYCT MCPCBCCTU IMALIUCHTA B IMOJIOKCHHUC <«JIC)KA» Ha
CIIMHC C IMPUIIOAHATBEIMU HOT'aMH.

I[Ipn HEOOXOAMMOCTH MOXKET OBITh BBIMOTHEHO BOCIOJIHEHHE O00beMa IKUAKOCTU IyTEM
BHYTPHUBEHHOHN MH(Y3UH H30TOHHYECKOTO COJICBOTO pacTBopa (HampuMep, BHyTpUBEHHAs HHDY3HS
0,9 % pacTBOpa XJIOpHUAa HATPHS) WIH JIFOOBIM IPYTUM CIIOCOOOM BOCTIOTHEHHS 00BheMa JKUIKOCTH.
[Tepunmonpunar, akTuBHas GopMa MEPHHIONPUIIA, MOXKET OBITh YAJICH U3 OPTaHU3Ma C TIOMOIIBIO
nuanusa (cM. pazzaen 5.2).

5. ®PAPMAKOJIOTTYECKUE CBOMCTBA

5.1. ®apmakoguHAMHYECKHE CBOMCTBA

dapmakoTeparneBTHUECKas TpyIa: CpesICTBa, JEHCTBYIOINE Ha PEHUH-aHTMOTEH3HHOBYIO
CHCTEMY; HHTHOUTOPBI aHTHOTEeH3UHIIpeBpataomiero ¢pepmenta (AIlD), komOuHaIMH;
uHruouTOpHl AII® 1 MUypeTHKy.

Kox ATX: C0O9BA0O4

MexaHuusm IelcTBUs

Honunpen A

KomOunanms nHpanaMuia M MepUHAONPUIIA YCUIMBAET aHTUTUIIEPTEH3UBHOE JCHCTBUE Ka)IOTO
W3 HUX.

HUnoanamuo

WupanamMua OTHOCUTCS K TPYIIE CylIb(OHAMHIIOB, MO (papMaKOJIOTHUECKUM CBOMCTBaM OJIM30K K
THA3UJHBIM JUypeTHKaM. MHmnanamua nHruoupyer peadbcopOIiio HOHOB HATPHUSI B KOPTHKAJIHLHOM
CerMeHTe neTiau ['ense, 4To MPUBOAUT K YBETUUCHUIO BBIBEICHHS TOYKaMU HOHOB HATpUs, XJI0pa U
B MCHBIICH CTENEHM HMOHOB Kalusl W MarHus, YCWIMBAas TeM CaMbIM JHype3, M CHIDKas
apTepuanbHOE JaBJICHUE.

Iepunoonpun

[epunnonpun — wHrHOUTOp (epMeHTa, TpeBpamiaromero aHruoTeHsuH | B anruotensuH Il
(maTHOUTOP aHrmoTeH3uHIpeBpariatoniero pepmenta (AIID). AIID, wim kuauHaza I, sBusercs
9K30MEeNTHAa301, KOTOpask OCYIIECTBIISET KakK MpeBpalleHue aHrMoTeH3uHa [ B cocy1ocy KuBaroiee
BeIIEeCTBO aHrnoTeH3uH I, Tak u paspyiuienne 6paguKkuHuHA, 00JIaJaI0MIETO COCYAOPACIIUPSIIOIINM
JEeUCTBUEM, 1O HEAKTUBHOIO reNTanenTuaa.

24


ЛП ГП СОГЛАСОВАНО


MY OTUETY

NN-Ne000179-ITI-BY i ——
COFNIACOBAHO COOTBETCTBYET SKCTIEPTH
A RO A e or 1507 2026 1 15586
MPUKA3OM OT 28.08.2026 Ne 998 (NMOCNEODBATENEHOCTE 007 2)
eBepesynpnare nepyH 0PI

MOCJIEAO

® CHIDKACT CEKPEUHIO AlIbJIOCTEPOHA;

® [0 MPUHLMIY OTPULIATEIHHONM OOpaTHOW CBSI3M YBEIUMYMBAET aKTUBHOCTh PEHHMHA B IUIa3Me
KPOBH;

® 1pU JUIMTCIILHOM TPHUMEHEHUH YMEHbIIACT o0mee nepudepudeckoe  COCyIUCTOe
conpotusienue (OIICC), uro 00yclIoBIE€HO, B OCHOBHOM, JIEWCTBHEM Ha COCY/bl B MBIIIIAX U
nmoukax. OTH 3PQPEKTh HE COMPOBONKIAIOTCS 3aE€PKKOW HOHOB HATPHUS U KUAKOCTU WU
pa3BuTHEM Pe(ICKTOPHON TaXHKAPIHH.

[epungonpun HopMaInu3yeT paboTy MUOKap/a, CHIDKAs MPEIHATPY3KY U IIOCTHATPY3KY.

I[Ipy wu3yueHun mOKa3aTeneid TEMOJAMHAMUKM Y TMAMEHTOB C XPOHUYECKOW CEPACUYHOU
HegocTtaTouHOCTHIO (XCH) OBLT0 BBISIBIICHO:

® CHIDKCHHE JIaBJICHUS HATIOJHEHUS B JIEBOM U IIPABOM JKENy0UYKaX CEp/lIa;

e cumxkenue OIICC;

® yBEJIHMYCHHUE CEPJCYHOTO BHIOPOCA;

®  YCHUJICHHE MBIIICYHOTO NEepUPEPUIECKOTO KPOBOTOKA.

dapmakoauHamMuyeckue 3P PeKTol

Anmueunepmen3uenoe oeticmsue

Honunpen A

JlexapcTBeHHblli mnpenapaT Homunpen A okas3bslBaeT J0303aBUCHMOE  aHTUTHMIIEPTEH3MBHOE
JEICTBHUE, KaK HAa AMACTOJIIMYECKOE, TaK U HAa CUCTOIMYecKoe A/l Kak B IOJIO)KEHUU «CTOS», TaK U
«IeKa». AHTHTHUIEPTCH3MBHOE JICHCTBHE coxpaHsercs B TedeHue 24 4. CraOWIbHBINA
TepaneBTHYECKUl 3(deKT pa3BuBaeTcsi MeHee 4yeM yepe3 | Mecsll OT Hayajla Tepamuu U He
conpoBoxaaeTcsa Taxuduiakcueil. [Ipekpanienue sedeHrs He BbI3bIBAET CUHAPOMA «OTMEHBI.

JlexapcTBeHHbIM mpenapar Homumpen A yMeHbIIAeT CTENEHb IMIEPTPO(UU JIEBOIO KeNlyI0ouKa
(IJDK), ymydmaeT 3macTiaHOCTh aprepuid, cHmkaeT OIICC, He BimseT Ha MeTa0OIU3M JTUITHIOB
(oOmmii XonecTepuH, XOJECTePUH JHUMONPOTEHHOB BbicokoW mmoTHoctu (JITIBIT) w JIITHII,
TPUTITULIEPUbI).

JlokazaHo BIUSTHUE NPUMEHEHHUs KOMOWHAIMK MHAanamuia u nepunaonpuia Ha ['JDK B cpaBHeHUn
C JHAJANPWIOM. Y MALMEHTOB ¢ aprepuanpHoi runeprenszued um ['JDK, momywyaBmmx Ttepamnuio
unganamuaom 0,625 Mr/mepuHIONpUIIoOM SpOYyMUHOM 2 MT (9KBHBAJIEHTHO 2,5 MI' TIEpUHIONpPUIIA
apruHUHa) WM SHamanpwioM B no3e 10 Mr onWH pa3 B CYTKM, M TpPU YBEIMYEHUHU O3Bl
UHAanamMuzaa a0 2,5 Mr U nepuHaonpuia 3poymuHa 10 8 Mr (3kBuBajieHTHO 10 Mr mepuHaonpuia
apryuHMHA), WK SHamanpwia 10 40 Mr oaMH pa3 B CYTKH, OTMEUYEHO Oojiee 3HAUMMOE CHIKCHHE
HHJEKca Macchl JieBoro skenynouka (MMJDK) B rpymiie nHaanaMua+mepuHIONPUI MO0 CPABHEHUIO
¢ rpymnmoii »Hananpuna. [Ipu stom Hambonee 3naummoe BiusHUe Ha MMJDK otmewaercs mpu
NMPUMEHECHUH WHANaMu1a 2,5 Mr/mepuHAoNpuiIa 3pOyMuHa 8 Mr.

Taxoke oTMeueHO OoJiee BBIpa)KEHHOE aHTUTHUIIEPTEH3UBHOE JIEHCTBHE Ha (POHE KOMOMHUPOBAHHOU
Tepanuy UHAAAMHIOM U IEPHHONPUIIOM MO CPAaBHEHHIO C SHAIAIPUIIOM.

VY manueHToB ¢ caxapHbIM AuadbeToM 2 Tuna (CpegHHe MmoKa3aTean — Bo3pacT 66 JeT, UHIAEKC MacChl
Tena 28 KI/M?, TJIMKO3WIMPOBaHHBINH remornobun (HbAlc) 7,.5%, AJl 145/81 mm pr. cT.)
U3y4ajoch BIMSAHUWE (DUKCHPOBAHHONW KOMOWMHAIIMM HHIANAMUJHTICPUHAONPIWII HAa OCHOBHBIC
MHUKPO- M MaKpOCOCYAMCTBIE OCJIOXHEHHS B JONOJHEHME KaK K CTaHIAPTHON Tepamuu s
INIMKEMHYECKOTO KOHTPOJISI, TaK M K CTPaTeTMU MHTEHCUBHOIO IMkemudeckoro koHTpois (MUI'K)
(ueneBoit HbAlc < 6,5 %).

YV 83 % mnauueHTOB OTMeuanach aprepuainbHas runepreHsus, y 32 % u 10% — Makpo- u
MHUKPOCOCYIUCTBIE OCHOXKHEHUs, ¥ 27 % — MUKpoanbOyMUHYypHUs. BONBIIMHCTBO MAallMEHTOB Ha
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TUITOTIIMKEMUYECKUE CpeACTBa JUIsl puemMa BHYTpb (47 % mauueHToB — B MOHoTepanuu, 46 % —
Tepanuio AByMs Ipenapatamu, 7 % — Tepamuio Tpems npenaparamu). 1 % NanueHTOB Hoydal
UHCYJIHMHOTepanuo, 9 % TOJNbKO aAuerorepanuio. IIpousBonHble  Cynb()OHMIMOUYEBUHBI
npuHuManu 72 % mnauuentoB, metgopmud — 61 %. B kadectBe comyrtcTByromei tepanuu 75 %
NAIMEeHTOB TOJy4Yajdd TUINOTEH3UBHBbIE CPEACTBA, 35 % MAIMEHTOB — THUMIOJIUIUAEMUYECKHUE
cpeactBa (r1aBHbBIM — oOpazoM, uHruouropsl ['MI-KoA-peaykrassl (cTaTUHBI) 28 %),
alleTWICAJIMIUIOBYIO KUCIIOTY B KAU€CTBE aHTUArPEraHTHOI'O CPEACTBA U APYTHe aHTHAarperaHTHbIe
cpenctra (47 %).

Ilocne 6 Hexens BBOAHOIO MEPHOAA, BO BPEMs KOTOPOrO MALMEHTHl MOIy4Yaad TEparuio
NEPUHAONPUIOM/UHIAIAMHIOM, OHHM paclpeleUTUCh B TPYITY CTAHAAPTHOTO TIIMKEMHYECKOTO
koHTposis win B Tpynny MI'K (niekapctBenusiii mpemapatr [[uabeton MB ¢ BO3MOXXHOCTBIO
yYBENMYEHUSI 03Bl 70  MakcuMainbHOM 120 mr/cytkm  wim  go00aBiIeHHE  APYroro
TUIIOTJIMKEMUYECKOTO CPECTBA).

B rpynne UI'K (cpeanss npomomkutensHOCTh HaOmronenus 4,8 net, cpennuiit HbAlce 6,5 %) no
CPaBHEHMIO C TpyImoil cranmaptHoro kKoHTposs (cpennuit HbAlc 7,3 %) mokazaHo 3Haunmoe
cumkenne Ha 10 % OTHOCHTENBPHOIO pHUCKA KOMOMHHMPOBAHHONW 4YacTOTHI Makpo- U
MHUKPOCOCYAUCTBIX OCJIOKHEHUH.

[IpeumymiecTBO OBUIO JOCTUTHYTO 32 CYET 3HAYUMOIO CHIDKEHUS OTHOCHUTENIBHOTO pHUCKA!
OCHOBHBIX MHUKPOCOCYIUCTBIX OCIOXHEHUH Ha 14 %, BO3HMKHOBEHUS W NPOIPECCHPOBAHUS
Hedponartuu Ha 21 %, MukpoansOymunypun Ha 9 %, makpoansOymunypun Ha 30 % u pa3BuTHs
OCJIOKHEHUH CO CTOPOHBI ouek Ha 11 %.

[IpermymiecTBa TUIIOTEH3UBHOW TepanmMM HE 3aBHCENHM OT MPEUMYIIECTB, JOCTUTHYTHIX Ha (OHE
HrK.

Huoanamuo

AHTUTUIIEPTEH3UBHOE JIEHCTBUE MPOSBISETCS MPU NPUMEHEHUH IIpernapaTa B 103aX, OKa3bIBAIOLIUX
MUHUMAaJIbHOE AUYPETUYECKOE IEHCTBHE.

AHTUTUNIEPTEH3UBHOE JCHCTBHE HHIANaMHJIa CBS3aHO C YIYYIICHHEM 3JIaCTHYECKUX CBOMCTB
KpynHbIX apTepuii, ymenbuenuem OIICC.

Nupanamun ymenemaer crenedb ['JDK, He BausgeT Ha KOHUEHTPALMIO JIMIUIOB B IJIa3ME KPOBU:
TPUTTIMIEpUAOB, obmero xojiecrepuna, JIITHII, JIIIBIIL; yrneBoauslit oOMeH (B TOM 4Hciae Y
MaIUEHTOB C COMYTCTBYIOIIMM CaXapHbIM T1a0eTOM).

Ilepunoonpun

[Mepunnonpun 3pPpexTuBeH B Tepanuu apTepUaIbHON TMIEPTEH3UN JTI000H CTETIEHU TAKECTH.

AHTUTUTIEPTEH3UBHOE JCHCTBUE Ipenapara AOCTUraeT Makcumyma dyepe3 4-6 yacoB mocie
OJIHOKPATHOI'O MpHeMa BHYTPb U cOXpaHsAeTcsl B TeueHue 24 yacos. Uepes 24 vaca nocie npuema
npemnapata HabarogaeTcs BeipaxxeHHoe (Topsiaka 80 %) octatounoe uaruoupoBanue AlID.

[lepunnonpun oxa3bIBaeT aHTUTUIIEPTEH3MBHOE NIEHCTBUE y MAIMEHTOB KaK C HHU3KOM, Tak U ¢
HOPMaJIbHOW aKTUBHOCTBIO PEHUHA B IJIa3M€ KPOBH.

CoBMmecTHOE IIPUMEHEHHE THUA3HIHBIX JUYPETUKOB YCHJIMBAET BBIPAKECHHOCTh
aHTUTHIIEPTEH3UBHOrO JeiictBusi. Kpome »storo, komOunHupoBanue wuHruoutopa AllDd wu
THA3UIHOTO AMYPETHKA TaKXKe MPUBOAUT K CHIDKEHUIO PUCKAa Pa3BUTHs T'MIIOKAJIMEMHM Ha (hOHE
IIpueMa JUypETUKOB.

Kimmanueckast 3¢ dhekTUBHOCTE M 0€30I1aCHOCTE

Jlsotinas 6aoxaoa PAAC
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unruburopa AII® ¢ APA II.

[IpoBoawinch KIMHUYECKHE MHCCIENOBAaHUS C YYacTHEM I[allMEHTOB, HMEIOLIUMX B aHaMHE3e
CEepAEeYHO-COCYIUCTOE WU LiepeOdpoBacKysipHoe 3a0ojeBaHMe, MO0 caxapHbI Auaber 2 Tuma,
COIPOBOXKAAIOIINNCA TOATBEPKICHHBIM MOPa)KEHUEM OpraHa-MHILIEHHU, a TaKXXE HCCIEIOBaHUS C
y4acTHEM HallUEeHTOB C caxapHbIM AnabeToM 2 Tuna u AuadeTndeckoil HedpomnaTHei.

JlaHHble MCCIEOBAaHUSA HE BBIABWIM Yy NAIMEHTOB, MOJIY4YaBUIMX KOMOMHHMPOBAHHYIO TEpaIUIO,
3HAYUMOTO TOJIOKUTEIHHOTO BIHUSHHUS Ha BO3HUKHOBEHHE MOYEUYHBIX W/MIU KapIHOBACKYJISPHBIX
COOBITHI M Ha MOKAa3aTelId CMEPTHOCTH, B TO BPEeMs KaK PUCK Pa3BUTHUS THIIEPKATUEMHUH, OCTPOU
MOYEYHONW HEIOCTATOYHOCTH W/WIM apTEepHalIbHOM THIOTEH3UM YBEJIMUYMBAJICS 1O CPaBHEHHUIO C
MalUEHTaMHU, [10JIy4aBIIMMU MOHOTEPAIIHIO.

[IpynuMas BO BHUMaHHWE CXOXHE BHYTPUTPYIIOBbIE (PapMakoJIMHAMHYECKHE CBOWMCTBA
unaruoutopoB AIID u APA 11, nanHbIe pe3yabTaThl MOXKHO OXHUAAThH IS B3aUMOJICUCTBUS JIFOOBIX
JIPYTUX MperapaToB, MpeacTaBuTenieil kiaccoB HHruouTopoB AII® u APA II.

[TosToMy mpoTHBOMNOKa3aHo npuMeHeHue HHruoutopos AIID B coueranuu ¢ APA Il y nanmenTos
¢ nuabetnueckoi HepponaTuei.

HNwmerorcsa AAHHBIC KIIMHUYCCKOI'O HCCICHOBAHUSA 110 HU3YUYCHHUIO IIOJIOKHUTCIBHOI'O BJIMAHUSA OT
n00aBIICHHs aTUCKUPEHA K CTaHAapTHOUM Tepanuu uHruoutopoM AII®D wimu APA I y manueHToB ¢
CaxapHbIM III/IaGCTOM 2 THIA " XPOHUYCCKUM 3a6OHeBaHI/I€M MOYCK WM CCPACYHO-COCYNUCTBIM
3a0o0seBaHueM, TUOO UMEIOIIMX COYeTaHUe ITHX 3abosneBanuii. MccnenoBanue OBIIO MpEKpaIieHo
AOCPOYHO B CBA3U € BO3POCHIMM PUCKOM BO3HHKHOBCHHA HCKCIIATCIIbHBIX HCXOIO0B. CGpIIG‘-IHO-
COCyAMCTas CMEPTh U MHCYJBT BO3HUKAJMU Yallle B TPYIIE MalMeHTOB, MOTYYaroluX allUCKUPEH,
10 CpaBHCHHIO C prHHOfI HHaI_IGGO. Taxke HeKellaTeIIbLHEIC IBICHUI U CCPLC3HLBIC HCIKCIIATCIbHBIC
SBJIEHUSI 0COOOr0 MHTepeca (TUMepKaIueMHusi, apTepuaabHas TUIOTEH3Us U HapylIeHUus (YHKIHUH
MOYEK) PETUCTPUPOBAINCH YaIlle B TPYIIIE aTUCKUPEHa, YeM B TPYIIIE Manedo.

5.2. PapmakoKkuHeTHYECKHE CBOMCTBA

Honunpen A

CoBmMmecTHOE IMPUMCHCHUC MHAAIIaMuaa U NCPpUHAOIPUTIa HE UBMCHACT UX (l)apMaKOKI/IHeTI/ILIeCKI/IX
XapPaKTCPUCTHUK IO CPABHCHUIO C UX Pa3ACIIbHbBIM MPUMCHCHUCM.

WHpanamMun
Abcopbyus
WNunanamu GBICTPO M MOJTHOCTHIO A0COPOUPYETCS U3 JKEMyT0YHO-KUIIIEUHOTO TPAKTA.

MakcumanbHasi KOHIIEHTpalus B IJIa3Me KPOBH JOCTUTAETCs yepe3 1 yac mociie nmpuemMa npernapara
BHYTPb.

Pacnpeodenenue
Cs3b ¢ OenkaMu T1a3Mbl KpOBH cocTaBisieT 79 %.
Buompancgopmayus u snumunayus

[lepuon mnonyBeiBenenus (Ti2) cocraBisier 14-24 wyaca (B cpeanem 18 wyacoB). I[loBTopHOe
IIPUMEHEHHE IIpernapara He INPUBOJUT K €r0 KyMyJISILUU B OpraHu3Mme. BBIBOAUTCS B OCHOBHOM
noukamu (70 % oT BBeAeHHOW [03bI) M uepe3 kumeyHUK (22 %) B ¢opMe HEaKTUBHBIX
MeTaOOIUTOB.
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Toueunas nedocmamoynocms

VY NanueHToB ¢ MOYSYHON HEJJOCTATOYHOCTHIO (JapMaKOKHMHETHKA HE U3MCHSCTCS.
Ilepunaonpuu
Abcopbyus u 6uodocmynnocms

[Tocne mpuema BHYTph NEPUHIONPUI OBICTPO BCACHIBACTCS, M TUKOBAsi KOHIICHTPAIUS JOCTUTACTCS
B TeueHue | wyaca. Ilepwon mnomyBbIBeZeHUST TEpUHAONpPUIA paBeH | dacy. buomgoctymHOCTh
cocraBiisteT 65-70 %.

[Tpuem nuuwM 3aMeUIIeT MpEeBpaleHue MEPUHIONPUIIA B IEPHUHIONIPHUIAT, TAKUM 00pa3oM, BIIHsS
Ha 6uogoctynHocTh. [loaToMy nmepuHAONpUi cielyeT NpUHUMATh OJIMH pa3 B CYTKH, yTPOM, Mepea
MIPUEMOM IUILIH.

Pacnpeoenenue

OO0BeM pacripeniesieHus] HECBS3aHHOTO TEPHUHJOINpUIIaTa COCTaBIseT npubausutensHo 0,2 /K.
Ces3p mepuHIONpHWIaTa ¢ OelKaMu TUTa3Mbl KPOBH, TJIaBHBIM oOpa3zom c AIlD, 3aBucur ot
KOHIIEHTPaLlUU NEPUHONIPUIIA U cocTaBiseT 0koio 20 %.

buompancgopmayus

[Mepurnonpun mpeacraBiseT coOoil mponekapcTBo. 27 % OT 0OIIEero KOJIWYEeCTBa MPUHSATOTO
BHYTpPb NEPUHIONpPHUIIA MOCTYNaeT B KPOBOTOK B BHJE€ aKTUBHOTO METa0OJuTa MEpPUHIONpUIIATA.
[ToMuMO aKTUBHOTO MEpUHAOMpPHIATAa O00pa3zyloTcs eme S5 MeTaboNHuTOB, HE O0JIaIaoNuX
(hapmMaKoIorn4ecKol akTUBHOCTHIO. [IMKOBasi KOHIEHTpalus MEepUHIONpHIaTa B IJIa3Me KPOBU
JIOCTUTaeTcs B TeueHue 3-4 4acos.

Inumunayus

[lepungonpunaT BEIBOAUTCS W3 OpraHU3Ma MOYKaMH, U KOHEUYHBIM nepuoj nonyBbiBeneHus (T1/2)
CBOOOJIHON (PpaKIIMU COCTaBIAECT OKOJIO 17 9acoB, B pe3ysbTaTe 4Yero PaBHOBECHOE COCTOSHHE
JOCTUTaCTCA B TCUCHUC 4 CYTOK.

Jlunetinocmo (Heaunelnocms)

beina mnpomeMOHCTpUpOBaHa JIMHEHMHAs 3aBUCHUMOCTb MEXAY [O30M IEpUHIONpHUIA U €ro
KOHLIEHTpaLKeH B IUIa3Me KPOBU.

Ocobvle epynnbi nayueHmos

Jluya nogicuno2o 6o3pacma

BBIBe,[IeHI/Ie HepHHnoannaTa CHHNXKACTCA y IIOXKHJIBIX IMAaIlUCHTOB, a TaKXC y ITaIfTMCHTOB C
CEepAEYHOMN MJIM OYEUYHOU HEJOCTATOUYHOCTHIO.

Toueunas nedocmamounocms

[Ipu HapymeHUM (QYHKIUU MOYEK KEIAaTeIbHO KOPPEKTUPOBATh 103y B 3aBUCHUMOCTH OT CTEIEHU
Hapyuenus (KK).

gZuaﬂu3

JManu3HbIi KIMpEeHe IepuHIonpuiaTa coctapiser 70 MiI/MuH.

Luppos neuenu

dapMaKkOKMHETHKA NEPUHAONPWIA y I[ANUEHTOB C LHUPPO30M IIEYEHU HOCUT HW3MEHEHHBIN
XapakTep: NEYECHOYHBIN KIUPEHC HMCXOIHOW MOJIEKYJbl CHM)KEH B JiBa pa3a. TeM HE MeEHee,
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nocneAOBKIGJHASS CTB G 06pa BYIOIICTOCA TECPHUHAOINpPUIIaTa HE

COOTBETCTBYET 3KCNEPTHOMY OTHETY
ot 13.07.2026 N= 13866
Th 0072)

103bI HEe TpedyeTcs (cM. pa3aenst 4.2 u 4.4).

5.3. /lanHble TOKJIMHUYECKOI 0€30MaCHOCTH

KoMOunHanus mHAanaMuga U MepuHIoNpHiIa 001aJaeT HECKOJIbKO OOJbIIel TOKCHYHOCTBIO, YEM €€
KOMIIOHEHTHI. lloueuHble MpOsBIEHUS, MO-BUIUMOMY, HE YCWIMBAIOTCS Yy Kpblc. OpHako
KOMOMHAIMSI BBI3BIBACT XKENyIOUYHO-KUIIEYHYIO0 TOKCUYHOCTh Y cO0aK, a TOKCHYECKOe BO3JIeHCTBHE
Ha OepeMEHHBIX CAMOK, IO-BUIUMOMY, YCUIIMUBAETCS Y KPBbIC (110 CPABHEHUIO C IEPUHIOTPUIIOM).

TeMm He MCHCC, OTHU MOoOOYHBIE S(I)(I)CKTLI MPOABJIAIOTCS IPU YPOBHAX, 3HAYUTCIIBHO IIPCBBIIIAOIINUX
HCIIOJIb3YCMBIC TCPAIICBTUYCCKUC T03bI.

JIOKITMHIYECKHE HCCIICOBAHNUS, TIPOBEACHHBIC OTACIBHO C MEPHUHIONPUIOM M MHIANAaMHJIIOM, He
BBISIBIJIM T€HOTOKCHYECKOTO WMJIM KaHIEPOT€HHOTO IMoTeHIuana. MccnenoBaust pernpoayKTUBHON
TOKCHYHOCTH HE BBIBIIM HSMOPHOTOKCHYHOTO WM TEPAaTOr€HHOTO JCHCTBHUS, BIMSHHE Ha
(bepTUIIBHOCTH OTCYTCTBOBAJIO.

6. PAPMAIIEBTUUYECKHUE CBOMCTBA

6.1. [lepeyeHb BCIOMOraTe/IbHbIX BelIECTB

Aopo:

JlakT03B1 MOHOTHAPAT

Marnus creapar

ManpTonekcTpuH

Kpemnns nruokcua KoJIOUIHBIN O€3BOIHBIN
Kapbokcumernnkpaxman HaTpus (Tum A)

Obonouxa nienouHas:
['muuepon
I'unpomeniosa
Maxkporois 6000
Marnus creapar
Turana auokcun (E171)

6.2. HecoBmMecTUMOCTE

He npumenunmo.

6.3. Cpok roaHocTu (CpoOK XpaHeHHs )

3 rona.

6.4. OcoOble MepbI IPEI0CTOPOKHOCTH MPH XPAHEHU U

XpauuTh nipu Temneparype He Baiiie 30 °C.
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COLNACOBARO COOTBETCTBYET 3KCMEPTHOMY OTYETY
MUHCTEPCTBOM S1PABOOXPAHEHNA ot 13.07.2026 M= 13866
MPUKA3OM OT 28.08.2026 Ne 998 (MOCNEOCBATENEHOCTE 0072)
nocneoslde XAPARTEP U CoaepKaHNe YIIAKOBKHU

I[To 30 Tabneroxk BO (pmakoHEe W3 TMONMUIPONMUIEHA, CHAOKEHHOM J103aTOPOM U TPOOKOI,
coaepxarieil Braronoriomatmuid renab. [lo 1 QmakoHy ¢ JUCTKOM-BKJIAIBIINIEM B Iayke
KapTOHHOM C KOHTPOJIEM MEPBOTO BCKPBITHSI.

Ynakoexa ons cmayuoHapoes.

I[To 30 Tabnerok BO (rmakoHEe W3 TMONMUIPONUIEHA, CHAOXKEHHOM J103aTOPOM U TPOOKOI,
coaepxarieil Biaronorjomatomuii renb. [lo 3 ¢drmakoHa ¢ paBHBIM KOJWYECTBOM JIMCTKOB-
BKJIQJIBIIIEH B MMaUKe KAPTOHHON C KOHTPOJIEM MEPBOTO BCKPBITHSI.

6.6. OcoOble MepbI NPEJOCTOPOKHOCTH NPH YTHINU3AIUH MCIOJIb30BAHHOIO JIEKAPCTBEHHOI0
npenapara WM OTXOJI0B, MOJYYEeHHBIX IOcje NMpHMeHeHHs JIEKAPCTBEHHOro Npenapara, u
Apyrue MAaHUMYJISIMUHU € TPenapaTomM

Het ocoObix TpeboBaHU K yTHIIM3AIUH.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

®paHuus
«JlabopaTtopun Cepsbe» / Les Laboratoires Servier
50, yn. Kapno, 92284 Cropen Cenexc, @pannus / 50, rue Carnot, 92284 Suresnes Cedex, France

7.1. IlpeacTaBuTenb JepKaTelisi PeruCTPALMOHHOIO YI0CTOBEPEeHHUS

[IpeTen3un moTpedbuTenel HalpaBsATh MO aIpecy:

Poccuiickas ®@edepayus

AO «CepBbe»

Anpec: 125196, r. Mocksa, yn. JlecHas, mom 7, atax 7/8/9
Ten.: +7 (495) 937 07 00

Dn. moura: servier.russia(@servier.com

Pecnybnuxa Apmenus

[IpencraBurennsctBo komnanuu «Jle Jlaboparyap CepBbe» B PeciyOnuke ApmeHust
Anpec: 0002, r. EpeBan, Kentpon, ynuna Amupsna, 15, marazun 100

Ten.: (+374 10) 50 50 74

D51, mouTa:pvarmenia@servier.com

Pecnybonuxa Benapyco

[IpencraBurensctBo YAO «Les Laboratoires Servier» (®paniry3ckast Pecryonuka) B PecryOrke
benapych

Anpec: 220030, r. Munck. yn. MscuukoBa, 70, od. 303

Ten.: +375 (17) 306 54 55/56

On. moura: officeBY (@servier.com

Pecnyonuxa Kazaxcman u Keipevizckas Pecnybauxa

TOO «Cepsbe Kazaxcran»

Anpec: Pecriybnuka Kazaxcran, 050020, r. Anmatsl, mip. Jlocteik, 3100
Ten.: +7 (727) 386 76 62

On. noura: kazadinfo@servier.com
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KA o e e
MUHVCTEPCTBOM 3fIPABOOXPAHEHYS or 13.07. 2026 M= 13866
T 28.08. 0 (NOCNEOOBATENEHOCTE 0072)
oo GRS (HOMEPA) PETMCTPAIIMOHHOT O-Y10CT1OBE PEHIASL :

B Poccuiickoit @enepanuu: JITI-Ne(000179)-(PI'-RU)
B Pecniy6inke Apmenwust: JITI-Ne(000179)-(I'TI-AM)
B Pecny6siuke benapycse: JIIT-Ne000179-T'TI-BY

B Pecniy6nmuke Kazaxcran: JITI-Ne000179-I'TI-KZ

B Keipreizckoit Pecriyomnuke: JITI-Ne000179-I'TI-KG

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI O ITPEITAPATA

JlekapCTBEHHBIH MpenapaT OTHOCUTCS K KaTErOpHU OTITyCKa IO PEeLeNTy.

OO0mmas xapakTepuCTHKa JICKApCTBEHHOro mpemnapara Homumpen A J0CTymHAa B €IWHOM peEecTpe
3apEeTUCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEACTB EBpa3uiCKOro SKOHOMHYECKOTO COI03a W Ha
oUIHaTEHOM caiite YIOJTHOMOYEHHOTO opraHa (3KCcTIepTHOM OpTaHM3aIIH )
https://eec.eacunion.org/.
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