COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 06.04 2026 N= 7010

OBIIASI XAPAKTEPUCTHKA JIEKAPCTREHHOTO TIPEOAPATA” 1771

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Homunpen A ®opre, 1,25 mr+5 Mr, TabneTku, MOKPHITHIE TIIICHOYHON 000JI0YKOH.

COMACOBAHO
2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIN COCTAB MVHICTEPCTBOM 3PABOOXPAHEHYS
PECNYBIVKN BEJTAPYCb
NMPUKA30M 0T 23.07.2026 Ne 839
JIeHCTBYIOIIME BEIIECTBA: UHIAIAMHI + IEPUHIOIPHIL. NOCNEACBATENBHOCT 0078

Kaxxnas Tabnerka, MOKpHITasl MJICHOYHOW OOOJIOUKOW, coAepuT 1,25 Mr mHmanamMuma u 5 mr
TIEPUHONPHUIIA APTUHUHA.

BemecTBa, Hamu4re KOTOPHIX HAJO YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO IMpemapara: JaKTo3a,
Hatpuit (cMm. paznaen 4.4.).

[TonHbii nepeyeHb BCIIOMOTaTENbHBIX BEIIECTB MPUBEICH B pasjaene 6.1.

3. JEKAPCTBEHHASA ®OPMA

Talnerku, MOKPHITHIE MIICHOYHOH 000I0YKOM.

[IpononroBarteie TabIETKH, MOKPHITHIC MJIEHOYHONH 0007I0YKOM, OEJIOTO 1IBETA.

4. KIMHUYECKUE JAHHBIE
4.1. IlokazaHusl K NPUMEHEHHU IO

IIpenapat Honunpen A ®opre noka3aH K IPUMEHEHUIO y B3POCIIbIX.

e DcCCeHUIMAIbHAs TUIIEPTEH3US.

e VY NanMeHTOB ¢ apTepHabHON TMIIEPTEH3UEH U CaXapHbIM JAUA0ETOM 2 TUMA JJIS CHIDKCHHS
pHCKa pPa3BUTUS MUKPOCOCYAUCTBIX OCIOXKHEHUH (CO CTOPOHBI MOYEK) U MAKPOCOCYAUCTBIX
OCJIO’KHEHHUH NIPH CEPAECIHO-COCYTUCTHIX 3a00I€BaHUAX.

4.2. PesxuM 103MPOBAHHA M CIIOCO0 MPUMEHEHMS

PexxuM 103upoBaHus

QCceHL;uaJleaﬂ cUNnepmeHn3usl
[To 1 TabneTke nekapcTBeHHOro npenapara Homunpen A ®opre 1 pa3 B CyTKH.

ITo BO3MOXXHOCTH IpHEM IpenapaTa HAYMHAIOT ¢ MOoA00pa 103 OAHOKOMIIOHEHTHBIX MpenapaToB. B
clly4ae KIMHUYECKOH HEOOXOJAMMOCTH MOXXHO pacCMOTPETb BO3MOXKHOCTb  Ha3HAuUEHUs
KOMOMHUpPOBaHHOH Tepanuu npenaparoM Homumnpen A ®@opre cpasy nociie MOHOTEPAITUH.

Ecnmu motpebyercss m3MeHeHHE 03Bl OJTHOTO M3 JIEHCTBYIOIIMX BEIIECTB B COCTaBe IMperapara
(HampuMep, B CBSA3U C BHOBb JUArHOCTHPOBAHHBIM 3a00JICBAHUEM, U3MEHEHUEM COCTOSTHUS MMAIIMCHTA
WJIH JIEKAPCTBEHHBIM B3aUMOJICHCTBUEM ), TO HEOOXOANM HHINBUYATBHBINA MTOAOOP 103 OTAEITBHBIX
KOMITOHEHTOB.

V nayuenmos c apmepuanvrotl eunepmensuetl u caxapuvim ouabemom 2 muna s CHUNCEHUs pUcKd
PA36UMUsL MUKPOCOCYOUCHBLX OCTONCHEHULL (CO CMOPOHbL NOYEK) U MAKPOCOCYOUCTBIX OCTIONCHEHUL
om cepoetuHO-coCyOUCmbiX 3a001e8aHUll
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0,625 mr+2,5 mr (nexapctBenHnblil npenapat Homunpen A) 1 pa3 B cytku. Uepes 3 mecsinia Tepanum,
MIPU YCIIOBUH XOPOIIEH TepeHOCUMOCTH, BO3MOKHO YBeJIHUeHHe 1036l — 110 | Tabnerke Homumpen A

®oprte 1 pa3 B CyTKH.

PGKOMeHﬂyCTCﬂ HAaYWHATh TCparuro

®opre 1 pa3 B CyTKH.

Oco0ble rpyIInbl MalUEeHTOB

C

KOMOMHAIIMK WHJANaMUJ + NEPUHIONPUIT B J103€
0,625 mr+2,5 mr (nexapctBenHnblil npenapat Homumnpen A) 1 pa3 B cytku. Uepes 3 mecsinia Tepanum,
MIPU YCIIOBUH XOPOIIIEH MEpeHOCUMOCTH, BO3MOKHO YBeJIHUeHHE 103kl — 110 1 Tabnerke Homumpen A
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Jluya nodicunozo eo3pacma

MOCNEAOBATENLHOCTL 0078

Jledenue mpemapaToM CJleAyeT Ha3HA4aTh IOCJE OIEHKHM (YHKIUU TOYEK M apTepuaIbHOro
nasnenus (Al).

Hayuenmul ¢ noueunou He0OCmMAamo4HOCHbIO

JlekapctBennslii mpenapatr Hommnpen A ®opre NpOTHMBONOKA3aH MAIMEHTaM C  TSKEIbIM
HapyieHueM (QyHkiun noyek (kaupenc kpeatuauna (KK) ke 30 mi/muH).

VY manueHnToB ¢ ymepeHHbiM HapymieHueM ¢yHkmuu nodek (KK 30-60 mur/mMuH) pekoMeHIyeTcs
Ha4YMWHATh TCpaAlUnio C HCOGXOI[I/IMLIX 03 MmperapaToB (B BHUC MOHOTepaHI/II/I), BXOOAIINX B COCTaB
nekapcTBeHHoro npenapara Homumnpen A ®@opre.

[Mammentam ¢ KK, paBabIM mim npebimatommM 60 MI/MHUH, KOppeKIMH 1036l He TpeOyercs. Ha
(doHe Tepanuu HEOOXOJUM PEryJIIpHbII KOHTPOJIb KOHIEHTPAllMM KpeaTHHUHA U Kajlus B IUIa3Me
KpOBH.

Hayuenmui ¢ newenounou HeQoCmMamo4yHOCHbIO

JlexapctBennbiii npenapar Homunpen A @opre NpoTHBONOKAa3aH MALMEHTaM C TSHKEIBIM
HapylleHHueM (yHKIUU TeUeHH.

[Ipu ymepeHHOM HapylIeHUN (PYHKIIUH TEYSHN KOPPEKIUS J03bI HE TpeOyeTcs.

Hemu

be3zonacHocts u 3¢dpdexruBHOCTh Npenapata Honunpen A ®opre y aereit B Bozpacte ot 0 10 18 ner
Ha JIaHHbIII MOMEHT HE YCTaHOBJIEHBI. JlaHHbIE OTCYTCTBYIOT.

Cnocob IIPUMCHCHUA

BHyTpb, NpeanouTUTENIBHO YTPOM, IMEpea MpUEeMOM NHIU. TablIeTKU ClelyeT NpOorjaThiBaTh
LIEJIMKOM, 3aIIMBasi BOJOH.

4.3. [IpoTnBONOKA3aHUSA

Mupganamupg

e ['unmepyyBCTBUTENIBLHOCTD K AEHCTBYIOLIEMY BEILECTBY WU JIFOOBIM APYTUM CyJIb(HOHAMUIAM.
e Tskenoe Hapyenue Gynkuuu nouek (KK ke 30 mi/mun).

e [ledenoyHas sHIE(anONATHS.

e Tspkernoe HapylIeHUE GYHKLIWHU ITEYCHH.

e ['MnokamueMus.

[epunaonpuu

e [unepuyyBCTBUTENHHOCTh K JEHCTBYIOIIEMY BEIIECTBY WM JIOOBIM JAPYTUM HUHTHOUTOpam
aHTHOTeH3WHNpeBparniaromiero gepmenta (AI1D).
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AII® (cMm. pa3nen 4.4).

e HacnencTBeHHBIH/MANONATHYECKUN AaHTHOHEBPOTUIECKUI OTEK.

e bepemeHHOCTSH (cM pazzen 4.6);

e (COBMECTHOE NMPUMEHEHHUE C AJMCKUPEHOM U JIEKaPCTBEHHBIMHU IperapaTaMmu, COAEpKaALUMU
QIHMCKHUPEH, Y TAIlMeHTOB C CaXxapHbIM TUA0ETOM /WM YMEPEHHBIM WIIN TSHKEIBIM HApYIICHHEM
QyHKIMM ToYek (ckopocTh Kiay6oukoBoit (uibrpanuu (CK®) menee 60 mn/mun/1,73 m?
TJIOLIAIM TTOBEPXHOCTH Tena) (cM. pazaens 4.5 u 5.1).

e CoBMecTHOE MPUMEHEHHE C aHTaroHucTaMu perentopos anruoteHsuHa Il (APA II) y manuentoB
¢ nuabernueckoit Hedpomnatuel (cMm. pazaen 4.4).

e (CoBMecTHOE MPUMEHEHHE C KOMOWHAIMEH BajicapTad + cakyoutpui. Homunpen A ®@opTte Henb3s
NpPUHUMATh paHee, yeM depe3 36 4yacoB IOCie MPUMEHEHHs TOCIETHEH 103bl KOMOMHALUU
BaJicapTaH + cakyOuTpwi (cM. pa3aensl 4.4. u 4.5).

e DKCTpakopHopajbHas Tepanusi, IPUBOAAIIAS K KOHTAKTy KPOBU C OTPULIATENIBHO 3apsHKEHHBIMU
MOBEPXHOCTAMH (CM. pazzen 4.5).

e BrIpaXeHHBIN BYCTOPOHHUN CTEHO3 IIOYEUYHBIX apTEpUN MM CTEHO3 apTepUU €IUHCTBECHHOU
(GyHKIIMOHUPYIOIIEH MOUKH (CM. pazaen 4.4).

Homumpen A @opre

e [unepuyyBCTBUTENHHOCTh K HMHIANAMUAY, OPYTHM CyIb(QOHAMHIAM, MEPUHAONPUIY, IPYTUM
unruoutopam AIID unu k 11060My U3 BCTIOMOTATEIbHBIX BEUIECTB, EPEUUCICHHBIX B pa3zieie
6.1.

e U3-3a OTCYTCTBUA AOCTATOYHOTO KIIMHUYECKOTO OIbITA JIEKapCTBEHHBIN npenapat Homunpen A
dopre HE craeAyeT NPUMEHATh Y MNAlMEHTOB, HAXOASAIMIMXCA HA TeMOJUalIn3e, a TaKke Y
MALMEHTOB C HEJICUCHOW CEpJICYHON HEIOCTATOYHOCTHIO B CTA/IUH IEKOMIICHCAIIWH.

4.4. OcoOble yka3aHusl 1 MepPbI IPEJIOCTOPOKHOCTH NPH NPHUMEHEHHH

[Ipenapart cieayer Ha3HAYATh C OCTOPOKHOCTBIO B CIEIYIOMIUX CIIydasX:
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MOCNEAOBATENIbHOCTL 0078

CuctemHble 3a007€BaHUs COEIMHUTEIBHOW TKAaHU (B TOM YHCIE, CUCTEMHAas KpacHas BOJYAHKA,
CKJIEpOAEpMHUSl U Jp.), COMYTCTBYIOIIEE MPUMEHEHHE aJUIONYpPUHOJA, LHUTOCTATUKOB U
MMMYHOJIEIIPECCAHTOB, WMJIM TNpOKauHamMuaa (PUCK Pa3BUTHS HEHTPONEHHMM M arpaHyJsoLHTO3a),
CONYTCTBYIOILIAsl Tepamusl IpenapaTtaMu JIUTHs, IpernapaTaMd alMCKUpEHa Yy TMalKueHTOB 0e3
caxapHoro auabera wiu HapymeHud ¢yHknuu nodek, APA I y manuenToB 6e3 auabeTudeckoin
HedponaTtuy, MpernaparaMy 30J10Ta, HECTEPOUIHBIMH TPOTHBOBOCIAINUTEIBHBIMU TIpenapaTaMu
(HIIBII), OakmodeHOM, KOPTHKOCTEPOMIAMH, MHTHOMTOpaMH HeNpuin3uHa (cM. paszzmen 4.5),
IpenapaTamu, KOTOpble MOTYT BbI3BaTh yAJinHeHUe unTepBana QT Ha anekTpokapanorpamme (OKT),
CepACUHbIMU  TJIMKO3MJAMH, JIEKApCTBEHHBIMM IIpernaparaMd, KOTOpbleé MOTYT BBI3BATh
MOJIMMOP(HYIO KEITYJOYKOBYIO TaXWKapJUI THUIA «IHPYIT», YIHETEHHE KOCTHOMO3TOBOIO
KpPOBETBOPEHUsI, CHIDKEHHBI 00bEM IMPKYJIUpPYIOIIeH KpoBU (TMpUEM IUMYpETHUKOB, OeccosieBas
IMeTa, PBOTA, Iuapes, T'eMOJWAN3), HWIIeMUYecKas OOJe3Hb Cepima, LepeOpOoBacKyIsIpHBIC
3a0oJeBaHMs, pEHOBaCKYyJIsipHas TUIIEPTEH3HUS, caxapHbIii nuaoer, HEePBUYHBIH
TUIepaibJI0CTEPOHU3M, XpOHUYECKas cepaeyHas HepoctaTouHocTh (II-1V ¢pyHkmonansHoOro kinacca
no knaccudukanuu NYHA), HapymieHuss GyHKUIMU MEYEHH U MOYEK, THUIEepypuKeMus (0COOEHHO
COTIPOBOXKAAIONIASICS MOJATPOI U ypaTHBIM HeponuTHa30oM), Ta0uiIbHOCTh A/Jl, TOXKUIIOM BO3pacT,
MIPOBEICHUE TeMOJIMANIN3a C MPUMEHEHHEM BBICOKOIPOTOUYHBIX MEMOpaH WM JIECeHCUOMIN3aIus,
nepen mnpoueaypoi adepesa nunonpoTreMHoB Hu3koi miotHoctu (JIITHII), cocrosHue mnocne
TPAaHCIUIAHTALMU TIOYKH, XUPYPrHYECKOE BMEILIATeIbCTBO/aHECTE3Us, CTEHO3 AO0PTaJIbHOTO WU
MUTPAIBHOTO  KJIalmaHa/TunepTpoduieckas OOCTPYKTHBHAS KapAHOMHOMNATHSA, aTePOCKIEPO3,
MIPEJCTaBUTENIN HETPOUAHOM pachl (MEeHee BbIpak€HHBIH 3(P(PEKT OT NMPUMEHEHUs), CHOPTCMEHBI
(BO3MOXKHA TOJOXHUTENIbHAs peakUHss TMpU JONMHI-KOHTPOJIE), COIMYTCTBYIOIAs Tepamnus
KanuiicoeperalonuMy AMypeTUKaMH, TNpenapaTaMM Kaius WIA Yy TMalHUeHTOB C IOBBIIIEHHBIM
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COACPKaHUCM KaJausa B iasme, TUNCPKAJIMCMKA, \ NG5 gﬁﬂg M-EIEJ_”: E]l[éHHE]II/I

AJUIEProJIOTUYCCKUH aHaMHE3, aJUICPIruiICCKasd pCakius Ha ICHUIUIJINH B aHAMHEST NM-N2000175-TTI-BY

Oo0u1ee /Ui MHIATAMHJIA U IEPUHAONPUIA COrITIACOBAHO
MWHUCTEPCTBOM 3[1PABOOXPAHEHWA
PECMNYBIVKN BENAPYCb

[Ipumenenue nexkapcTBeHHOTO npenaparta Homunpen A @opTe HE CONMPOBOKAACTCS/CPHICEC PBEHABIMNC 839
007

CHIDKCHHEM YaCTOTHI TOGOYHBIX d((EKTOB, 3a MCKIIOYCHHEM THIIOKameMun g epatidim e —

IIPUEMOM OT/EJIbHBIX KOMIIOHEHTOB IIpernapara B HAaUMEHBLIMX PA3PEIICHHBIX A INPUMEHEHHUs

no3ax (cM. pa3znen 4.8). B Hauane Tepanuu JByMs TMIIOTEH3UBHBIMU IIpENIapaTaMy, KOTOPbIE MallUEHT

HE TNOJy4al paHee, HeNb3sl MCKIIOYMTh YBEIMYCHHMS YacTOThl pPa3BUTHS HMIMOCHHKPA3UH.

TmatensHOE HAOMIONEHHE 32 MAIIMEHTOM MO3BOJISIET CBECTU ATOT PUCK K MUHUMYMY.

IIpenapamuol nrumus

CoBMecTHOE MMPUMCHCHUC KOM6I/IHaI_II/II/I HHIAAllaMuJia W TOCPpUHIAOIPUTIA C MpCliapaTaMH JIMTUA
0OBIYHO HE peKOMeHayeTcs (CM. pasnen 4.5).

Hapywenue ¢pynxyuu novex

Tepanus npenaparom Homunpen A @opte mpoTUBOIIOKa3aHa MAIMEHTaAM C TSHKEJIbIM HapyIIEHUEM
¢ynkiuu nmouek (KK menee 30 mu/MuH). Y HEKOTOPBIX MAIMEHTOB C apTEPUATBHON TUIEpTEH3UEH
0e3 MpeAlecTBYIOIIEr0 OYEBUIHOIO HapylleHHs (QYHKIMM TMoueKk Ha (oHE Tepanmuu MOTyT
MOSIBUTKCS 1a00paTOpHBIE MPU3HAKY (PYHKIIMOHAIBHOMN MMOYEYHOM HEIOCTATOYHOCTH. B 3TOM citydae
JieYeHue cleayeT MpeKpaTuTh. B nanpHeieM MOXHO BO30OHOBUTh KOMOMHUPOBAHHYIO TEPAIIUIO,
MIPUMEHSISI HU3KUE 036l TPENapaToB, IN0O0 MPUMEHSITh TOJILKO OJIUH U3 MIPETapaToB.

Takum narnyieHTaM He0OXOIUM PEryJISIPHbIN KOHTPOJIb KOHLIEHTPALMU Kallusl M KpeaTHHUHA B KPOBU
—4epe3 2 He/Ield Mocie Havalla Tepanuu U B JajdbHEHIIEM KaxK]Ible 2 Mecsla B epruo, Korja 103a
npenapata noaoOpana. IloyeuHas HeZOCTATOYHOCTH Yalle BO3HHUKAET y MAlMEHTOB C TSDKENOM
CEepAEYHON HENOCTATOYHOCTBHIO WJIM MCXOJHOW MOYEYHOM HEJOCTATOYHOCTBIO, B TOM YHCIIE, MPU
CTE€HO3€ TOYEUYHOU apTEepUH.

JlexapctBennbiii npenapat Homunpen A ®opre He peKOMEHIOBaH K IMPUMEHEHHMIO B Cllydae
JIBYCTOPOHHET0 CTE€HO3a MOYEUYHBbIX apTepUil WM B Cllydae €IMHCTBEHHOW ()yHKUHMOHHPYIOIIEH
MIOYKH.

ApmepuaﬂbHaﬂ cUNOmMeH3uUs U Hapywuernue 60()H0—3ﬂ€Kmp0ﬂumH02O bananca

B ciydae uCXOAHON T'MIIOHATPUEMHUHM CYILECTBYET PHCK BHE3AIHOTO Pa3BUTUS apTepHabHOU
TUIOTEH3UH, B YaCTHOCTH, Y MAllMEHTOB CO CTEHO30M Mo4edHOl aprepuu. [loaToMy HeoOXoaumo
MIPOBEICHUE CUCTEMATHYECKOW OIEHKH CHMIITOMOB OO€3BOKMBAaHUS W CHIDKEHHUS COJCpKaHUs
3JIEKTPOJIUTOB B IJIa3M€ KPOBHU, HAIIPUMEP, ITOCIIE JUAper WU pBOTHIL. TakuM nanueHTaM Heo0X0AUM
PEryJIsipHbIi KOHTPOJIb COAEPIKAHUS JEKTPOIUTOB IJIA3Mbl KPOBH.

[Ipu BBIpaXKEHHOW apTEepPHAIHHONH THUMOTEH3UH MOXKET MOTPEeOOBATHCS BHYTPUBEHHOE BBEICHHE
M30TOHUYECKOIO COJIEBOI'O pacTBOpa.

Tpan3utopHas apTrepuajibHas TMIIOTEH3US HE SIBJSETCS MPOTHUBOIIOKA3aHHUEM JJIsl MPOJOJIKEHUS
tepanuu. [locie BoccTaHoBieHUs o0beMa LMPKyJIUpyromed kpoBu M AJl MOXHO BO300HOBHUTH
TEpaIuIo, IPUMEHsISI HU3KUE J03bl, TNOO IPUMEHATH TOJBKO OJIMH U3 KOMIIOHEHTOB Ipenapara.

Cooeporcanue kanus

KoMOuHMpoBaHHOE MpUMEHEHHE HWHAANAMMJA M TMEPUHAONpPUIA HE MPEAOTBpAIlaeT pa3BUTHE
TMITOKAJIMEMHUH, OCOOCHHO Y MAI[EHTOB C CaXxapHbIM JHMa0ETOM WIIM MTOYEUYHOM HEJJOCTATOYHOCTBHIO.
Kak u B ciydyae npumeHeHHsl J1000ro rMIOTEH3UBHOIO Mpenapara B KOMOMHALIMU C JUYPETHKOM,
HEO0XO/IUM PEeryJIsIpHbI KOHTPOJIb KOHIIEHTPALMHU KaJlus B IJ1a3Me KPOBH.
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COrMACOBAHO COOTBETCTBYET 3KCNEFTHOMY OTUETY

YIHAAIIaMW g
Huanamy, MOCNEOBATENIbHOCTL 0078

Ileuenounas 3Hueqbaﬂ0namuﬂ

[Tpu Hanmuuuu HapyumeHud QYHKUUHU MMEYCHU MPUEM THA3UIHBIX U THA3HIOMOA0OHBIX TUYPETUKOB
MOJKET IPHUBECTH, OCOOCHHO B Cllydae 3JIEKTPOJUTHOrO IucOanaHca, K Pa3sBUTHIO ME€YEHOUHOU
sHIIe(aIonaTHH, KOTOpask MOXKET MPOrpeccCHpoBaTh J0 IMEYCHOYHOM KOMBI. B Takoil curyanuu
CJIelyeT HEMEIJIEHHO NTPEKPATUTh IPUEM JUYPETHKA.

@omoqyecmeumeﬂbHocmb

Ha ¢one npuema THa3UAHBIX U THA3UAONOA00OHBIX TUYPETUKOB COOOIIANOCH O CIy4yasX pa3BUTUA
peakuuii  ¢dorouyBcTBUTEIbHOCTH (cM. pazmen 4.8). B ciywae pa3BUTHUS — peaKIHid
(hoTOUyBCTBUTENBHOCTH Ha (HOHE MpuemMa ImpenapaTa cleAyeT NpeKpaTtuTh JjedeHue. llpu
HEOOXOMMOCTH TPOJODKCHHUS TEPauu IJUYPETHKAMHU, PEKOMEHAYETCS 3allHIaTh KOXKHBIC
MTOKPOBBI OT BO3ACHCTBHSI COTHEUHBIX JIydel WIM UCKYCCTBEHHBIX YIbTPa(UOIETOBBIX JIyUEH.

Boono-snekmponrumnuiii 6arauc

Konyenmpayus uonos nampus 8 niasme Kposu

KOHLIGHTpaI_[I/IIO HOHOB HAaTpuA B IJIa3MC KPOBU H€O6XO,Z[I/IMO OIPCACIIATL OO Ha4dalla JICUCHUS, a
3aTeM PEryJIsipHO KOHTPOJIUpOBaTh Ha GoHE mpuema npenapaTta. CHU)KEHUE KOHLIEHTPAIlMU HOHOB
HaTpusA Ha HAYaJIbHOM 3Tall€ MOKCT HC CONPOBOKIAATHCA KIMHUYCCKUMU CUMIITOMAaMH, IIO3TOMY
HEOOXOJUM PeryJIApHBIN JTaOOpaTOPHBIH KOHTPOJb. bojiee 4acThlii KOHTPOJIb COACp)KaHUS MOHOB
HaTpHs IOKa3aH MMaleHTaM ¢ IMPPO30M IIEUEHH U MTALIMEHTaM [10>KUIIOr0 Bo3pacTa (CM. pazensl 4.8
u 4.9). Jleuenue mOObBIMH IUYpPETUKAMU MOXKET BbI3BaTh T'MIIOHATPUEMHUIO, WHOTJA C OYEHb
CepLéSHBIMI/I IIOCIICACTBUSAMMU. FI/IHOHanI/IeMI/ISI, COIMPOBOXKAAIOIIIAACH FHHOBOHGMHeﬁ, MOXECT
MPUBOJUTL K pPAa3BUTUIO O0E3BOKMBAaHUS U OpTOCTaTH4eckoi rumnoreH3ud. ComyTcTByloliee
CHUKEHUE COACP>KaHUS MOHOB XJIOpa MOXET MPUBECTU K PA3BUTHIO BTOPUYHOTO KOMIIEHCATOPHOTO
MeTaboJIMYecKOro ajkajo3a: YacToTa ero BO3HMKHOBEHHS U CTENEHb BBIPAKEHHOCTH
HE3HAYUTCIIbHBIC.

Konyenmpayus uonos xaius 6 niaszme Kposu

CHuXeHue KOHLEHTpAIMM Kajus ¢ TMIIOKAJIMEeMHUEH SBISeTCS OCHOBHBIM PHUCKOM, CBS3aHHBIM C
Tepanued THA3UAHBIMU M THUA3UJIOMOJAOOHBIMU AUypeTHKaMu. [MIokammeMuss MOXET BbI3BaTh
MBlIIIeUHbIe paccTpoiicTBa. CooOIIanoch 0 cilydasx pabJoMHONIN3a, B OCHOBHOM Ha ()OHE TsKeIon
TUIOKAJIMEMUH.

Heo6xoanmMo npenynpexaaTb pUCK CHHKEHHsSI KOHLIEHTpAIMM HOHOB Kaius (MeHee 3,4 MMOJIb/JT) y
CJIETYIOIIMX KAaTerOpui MAalMeHTOB U3 TPYIIIbl BBICOKOIO PUCKA: MALMEHTOB IMOKUJIOTO BO3pacTa
W/WIM  UCTOILEHHBIX MAIMEHTOB KaK TMOJIYyYalolMX, TaK M HE TMOJIyYalOUIMX COYETaHHYIO
MEJMKaMEHTO3HYIO TE€paIHuio, MallueHTOB C UPPO30M MEYEHH C OTEKaMH U aCIIUTOM, UILIEMUYECKOM
00JIe3HBIO CepAlla, CepJeUHON HEAOCTATOUYHOCThIO. ['UITOKaueMus y 3THUX MAlMeHTOB YCUIMBAET
TOKCUYECKOE JIEHCTBUE CEPJEUYHBIX IJIMKO3UJOB M MOBBIIIAET PUCK BO3HUKHOBEHHUS HapyLICHHUH
puT™Ma.

K rpynic NOBBIMICHHOTO PHCKA TAKKC OTHOCATCA MALUMCHTBI C YAJIMHCHHBIM WHTCPBAJIOM QT Ha
OKI' , KaK BPOXKXJACHHBIM, TaAK U BbI3BAHHbBIM HeﬁCTBHCM JICKApCTBCHHBIX CPCACTB.

'umokanuemusi, Takxke, Kak H OpaguKapausi, CIIOCOOCTBYET pPa3BUTHIO TSDKEIBIX HapyIICHHN
CepAEeYHOro pUTMa, OCOOEHHO MOIMMOP(HOIM eIy T0UKOBOM TaXUKAPAUU THIIA «IIUPYIT», KOTOpas
MOJKET OBITh (aTanbHOI. Bo Bcex onmMcaHHBIX BBIIIE CIIy4asx HEOOX0IuM OoJiee YacThlii KOHTPOJIb
COJIEp)KaHUs MOHOB Kalusd B IUIa3Me KpoBU. IlepBoe M3MepeHME KOHLEHTpaluud HOHOB Kalus
He00X0IMMO MPOBECTH B TEUEHHE NIEPBON HE/IETU OT Hayaja TeparuH.

HpI/I BbBISIBJICHMM  THUIIOKAJIMEMUH  JOJDKHA  TPOBOAUTBHCA  COOTBCTCTBYHOLIAA  KOPPCKIUA.
FI/IHOK&J’II/IGMI/ISI, CBs3aHHAsI C HHU3KOU KOHHGHTpaIII/IeI\/JI Marauvs B CBIBOPOTKEC KpPOBHU, MOXKET OBITH
PE3UCTCHTHA K JICHCHHUIO OO0 TCX IIOp, IIOKAa YPOBCHb MArHuAaA B CBIBOPOTKE KPOBU HE 6y,[[eT
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Konuenmpauuﬂ UOHOB KAJIbUUA 8 Nia3me Kposu

TuasuaHple W THA3UIONOAOOHBIE JMYPETUKH MOTYT YMEHBIIATh BHIBEJACHHE HOHOB KallbIUs
MOYKaMH, MPUBOJA K HE3HAUUTEIbHOMY M BPEMEHHOMY IOBBIIICHHIO KOHILIEHTPAIlMU KaJIbLIUs B
1a3Me KpoBH. BeIpakeHHOE MOBBIIICHUE KOHIICHTPAIIMH HOHOB KaJbIUS MOXKET OBITh CBSI3aHO C
HEJMarHOCTUPOBAHHBIM THIepnapatupeo3oM. Ilepen uccnenoBanremM QyHKIMM MapaliuTOBUAHBIX
xKeje3 ciaeayeT OTMEHUTh IPUEM TUYPETHUYECKUX CPEJICTB.

Yposenv macnus 6 niazme kposu

Ha ¢one npumeHeHUs THA3HIHBIX U THA3HIOMOAOOHBIX TUYPETUKOB, BKJIIOYAs HHIAMaMUI,
OTMEYaJIOCh TOBBIIICHUE BBIICICHUSI MarHUs C MOYOH, YTO MOXXET CTaTh NMPUYMHOW pa3BUTHS
rUnoMaroieMus (cM. pasaensl 4.5 u 4.8).

Konyenmpayus aniokoswl 6 kposu

Heo06xoauMo KOHTPOIMPOBAaTh KOHIIEHTPALMIO TJIIOKO3bl B KPOBM Y MAIMEHTOB C CaxapHbIM
I1abeToM, 0OCOOEHHO KOI'/la KOHLIEHTPALMsl HIOHOB KaJlus HU3Kasl.

Mouesas xucioma

Y nanueHToB C TOBBINIEHHOW KOHUEHTpAIMEd MOYEBOW KHCIOTHI B IUIa3M€ KPOBU HMEETCA
TCHACHIIUA K YBCJII/I‘-IGHI/IIO YaCcTOThbl BOBHUKHOBCHUS HpI/ICTYHOB Honarpm.

Jluypemuueckue cpedcmea u hynkyus nouex

TuasuaHple ¥ THA3UIOTOJO0HBIC TUYPETHKU YPPEKTUBHBI B IMOJHONH Mepe TOIBKO Y MAI[MEHTOB C
HOPMAJILHOW WJIM HE3HAYWTEIPHO HApPYIICHHON (YHKIIMEH MOYeK (KOHIICHTpAIMs KpeaTHHUHA Y
B3POCJIBIX MAIUEHTOB HUXE 25 Mr/n unu 220 MKMOJB/J).

VY NOXWIIBIX MAalMEHTOB YPOBEHb KPEATUHHHA B IJIa3Me€ KPOBH JIOJDKEH OLIEHUBATBhCS C y4ETOM
BO3pacTa, Beca M Iojia, B COOTBETCTBUH ¢ (hopmyioit KokpodTa:

Kmupenc kpeatununa (KK) = (140 — Bo3pact) x Bec/0,814 X KOHIIEHTpAIUs KpeaTHHUHA B IIa3Me
KpOBH,

rac: BO3pacT — BO3pACT MallMCHTA B IroJax, BEC — MaccCa TCJjia B KI', KOHICHTpAallud KpCaTUHUHA —
KOHICHTpalus KpeaTUHHHA B IJIa3MC KPOBHU B MKMOJIB/JI.

®dopmysa MOAXOAUT AJIE MY>KUMH MOKUIIOTO BO3pAcTa; JUIsl AKEHIIHWH MOXKUIIOr0 BO3pacTa CleIyeT
YMHOXHUTh pe3ysbTaT Ha Kod¢ppurmenrt 0,85.

B Hauane neueHust [uypeTUKOM y MAIlMEHTOB K3-3a TMIIOBOJIEMUH (BCJIEACTBUE BBIBEJICHUS BOJBI U
HMOHOB HATpHs) MOXeT HaOmromarbcsi BpeMeHHoe cHumkeHne CK® u yBennueHue KOHUEHTpalUu
MOUYEBMHBl W KpEaTHMHWHA B IUIa3ME€ KPOBU. JTa TPAaH3UTOpPHAs (PYHKIMOHAIbHAs IOYEYHAs
HEJIOCTaTOYHOCTh HE HUMeeT HeOJaronpusTHBIX MOCIEACTBUHA JUIsl MAalMEHTOB C HMCXOJTHO
HOpMaJbHOW (YHKIMEH MOYEK, OJIHAKO MOXET yCYryOssTh y>K€ MMEBLIEeCs O Hadaja JICYCHUS
HapyleHue QyHKIUH OoYeK.

Cnopmcmenvl

CrnoptcMeHaMm cieayeT oOpaTWTh BHUMaHME Ha TO, YTO JIEKAPCTBEHHBIM Ipemnapar COAEPIKUT
JEHCTBYIOIEE BEIIECTBO, KOTOPOE MOXKET JaBaTh MOJOKUTENIbHBIN pe3yJbTaT NpPU MPOBEIACHUU
JIONTUHT-TECTA.

Xopuoudaﬂbelﬁ 6blnom, ocmpas MUuoOnusl, 6MOPUUHAA 3AKPbILMOY2O0NbHAA clAYKOMA

CynbhoHaMua M €ro MpOM3BOJHBIE MOTYT BBI3bIBaTh Pa3BUTHE WAMOCHHKPA3WYECKOM PEaKIUH,
MPUBOJALIEN K Pa3BUTHIO XOPHOUJAIBHOTO BBINOTA C JA€()EKTOM MOl 3peHHs], NEepexosiiei
MHUOIMM U OCTPOM BTOPUYHOW 3aKpPBITOYTOJIBHOM riaykoMe. CHMITOMBI BKJIIOYAalOT BHE3AIIHOE
CHIDKEHHE OCTPOTHI 3pEHHS WIH 00JIb B IJIa3aX C OCTPHIM HAYaJIOM M OOBIYHO BO3HUKAIOT B TCUCHHE
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3aKpBITOYTOJIbHAs INIayKOMa MOXET NMPUBECTU K HeoOpaTuMol notepe 3peHus. B nepsyro odepens
Tepamnus 3aKI0YaeTCsl B MAKCUMaJIbHO OBICTPO OTMEHE MpenapaTa. Eciau BHyTpUIIa3HOE 1aBICHHUE
0CTaeTCs HEKOHTPOJIUPYEMBIM, MOKET NOTPEOOBATHCS HEOTIOKHOE MEJUKAMEHTO3HOE JICUEHUE WIN
XUPYprudeckoe BMeaTenbcTBo. PakTopaMy prcKa pa3BUTHsI OCTPOM 3aKPBITOYTOJIBHOM I1ayKOMBI

MOTYT OBITH AJUICPruiCCKUC peakKn Ha Cy.]'II)(I)OHaMI/II[ WK IICHUIUJIJIMH B aHa S IM-Ne0001 75T TI-BY

[Mepunmonpui COIMMACOBAHO
MWHUCTEPCTBOM 3JPABOOXPAHEHUA
PECMNYBJIMKU BEJNNTAPYCb

eotinas 6noxada penun-aneuomensut-anvoocmeponogotl cucmemsl (PAAC) | neukasomor 23.07.2026 Ne 839
MOCINELOBATENLHOCTH 0078

WwmeroTcst gaHHple 00 yBENMYEHWH pPHCKAa BO3HUKHOBEHHUS apTEpHAIBHOM THIIOTCH3UH,
TUMNEPKATUEMUH U CHIKEHUS QYHKIMH MOYeK (BKJIIOYasi OCTPYIO MOYEYHYIO HEJJOCTATOYHOCTD) IIPH
coBMecTHOM TpuMeHeHun UHruoutropoB AIID ¢ APA II unm amuckupenom. Ilostomy nBoiiHas
omokana PAAC mocpenctBom codetanusi uaruoutopa AIID ¢ APA Il wiu amuckupeHOM He
pexomenayetcs (cM. pasaensl 4.5 u 5.1). Ecnu qBoitHast 6y10kaga abCoMOTHO HEOOX0IMMa, TO 3TO
JOJKHO BBITIONHATHCST MOJA CTPOTMM HAOJIIOACHHEM CIIEHUANINCTa TpPU PETyISIpHOM KOHTpOJIE
(GYHKIMU TIOYEK, COJIEPKaHM AJIEKTPOIUTOB B I1a3mMe Kpou U A/,

[Ipumenenne wuuHrnOuTopoB AIID B coueranun ¢ APA Il mpoTHBONOKAa3aHO y TAIMEHTOB C
nradeTHyecKor HepomaTueil 1 He peKOMEHAYeTCs y IPYTUX MaeHToB (cM. pa3zaens 4.3 u 4.5).

Kanuticbepezarowue ouypemuxu, npenapamol Kaaus, Kaauticooepicawjue 3aMeHumeny nuyeso
conu u nuujegvle 000asKU

He pexkomenyercss COBMECTHOE IPUMEHEHNE NEPUHIONPUIIA U KaluiicOeperaonmx AMypeTHKOB, a
TaKXKe MPernapaTroB Kaius, KaJUiCcoAepKaIlluX 3aMEHHUTENIEeH MUIIEBOM CONM U MUILEBHIX J00aBOK
(cm. pazzen 4.5).

Hetimponenus, azpanynioyumos, mpomooyumoneHus, anemus

NmeroTcst cooOIeHus 0 pa3sBUTUN HEHTPOIIEHUH/arpaHyJI0LNUTO3a, TPOMOOLIMTONIEHUU U AaHEMHUH Ha
¢one npuema uHruOuropo AII®D. VYV mnanueHToB ¢ HOpManbHOW (QyHKUIMEH mmouek U 0e3
COMYTCTBYIOIIMX (PaKTOPOB pPUCKA HEUTpONEHUS BO3HUKAET peako. C KpaliHEHl OCTOPOKHOCTBIO
clleflyeT MPUMEHATh NEepUHIONPUI Ha (OHE CUCTEMHBIX 3a00JI€BaHUM COEAMHUTENBHON TKaHH, a
TaKke, Ha (OHE TpUeMa WMMYHOJCIPECCAHTOB, AJUIOMYPHHOJIA WM TPOKaMHAMUAA, WIA TpPU
COYETaHUU 3TUX (HaKTOPOB, 0COOEHHO Y MAIIMEHTOB C UCXOHO HApyIIEHHON (QyHKIHUEH Mmoyex.

VY HEKOTOPHIX MAalMEHTOB BO3HHMKAIU TsDKENble MH()EKIMOHHBIE 3a00JeBaHUS, B Pslie CIydacs,
yCTOWYMBBIE K HMHTCHCHBHOM aHTHOMOTHMKOTepanuu. [IpW Ha3HauyeHWM NEPUHIONPUIA TaKUM
MaIMeHTaM PEKOMEH Iy eTCs IEPUOINIECKH KOHTPOIUPOBATH YUCIIO JIGHKOIIUTOB B KPOBH. [larimeHTh
JOJKHBI COOOINATh Bpady O JMIOOBIX MpU3HAKaX MH(EKIMOHHBIX 3a0oNeBaHui (Hampumep, 0olb B
ropJje, nuxopaaka) (cMm. pazaeinst 4.5 u 4.8).

AHeMHsIT MOXET pa3BHBATbCA Yy MAIlMEHTOB IOCJIE TPAHCIUIAHTAUMU TOYKH WIM y TNAlUEHTOB,
HaXOJSIIMXCS Ha TeMoauanu3e. [Ipr 3ToM CHIKEHHE TeMOTJIOOMHA TeM OOJIbIIIe, YeM BBIIIE OBLT €T0
MepBOHAYANBHBIN MOKa3aTelb. JTOT 3(PQeKT, MO-BUAUMOMY, HE SIBISETCS J0303aBUCHUMBIM, HO
MOJKET OBITh CBSI3aH C MEXaHU3MOM JCHCTBHSI HHTHOUTOPOB ATID.

He3nauuTenbHoe CHM)KEHHE T'€éMOIIOOMHA MPOUCXOAUT B TE€UYEHHUE NMEPBBIX 6 MeECSLEB, 3aTEM OH
OCTaeTcsi CTaOMJIbHBIM M IIOJHOCTHIO BOCCTAHABIMBACTCS IOCIE OTMEHBI Npernapara. Y TaKHX
NAIMEHTOB JIEYEHUE MOXET OBbITh MPOJOKEHO, OJHAKO TeMaTOJIOTMYEeCKHE aHAIM3bl JOJKHBI
MIPOBOAUTHCS PETYISIPHO.

Penosacxynapunas cunepmensus

VY ManueHToB ¢ IBYCTOPOHHUM CTEHO30M IOYEUHBIX apTEPUM WIIM CTEHO30M apTEPUN €IMHCTBEHHOM
(byHKIMOHMpYIOLIEH mouku Ha (oHe nmpumeHeHus uHruOutopa AIID Bo3pacTaeT pHCK pa3BUTHS
TUIOTEH3UN U MOYeYHOM HemocTaToyHOCTH (cM. paszzaen 4.3). IlpueM nuypeTHKOB MOXKET ObITh
JIONIOJTHUTENBHBIM (hakTopoM pucka (cM. pazzmen 4.3). YxyameHue (QYHKIUU IOYEK MOXKET
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KpOBH, JJaXKe Yy MallME€HTOB C OJHOCTOPOHHUM CTEHO30M IOYE€YHOI apTepuu.

MeronoM JedeHHs] PEHOBACKYJISIPHOW TMIIEPTEH3UU SIBIISICTCS peBacKyJsipu3auusa. Tem He meHee,
npuMeHeHne HHruouTopoB AIID MoXeT OKa3bIBaTh MOJOKHUTEIIBHOE ACHCTBUE Y JaHHOW KaTEeTOPUH
ManMCHTOB, KaK OXWUAAIINUX OINCpaTUBHOIO BMCIIATCILCTBA, TdK M B TOM CJIy4dac, KOTIa
XUPYpPrudeckoe BMENIaTeIbCTBO MPOBECTH HEBO3MOXKHO.

B ciyuae, ecnu nanueHTaM ¢ yCTaHOBJICHHBIM WIM IIPEAIIOIAraeMbIM CTEHO30M II0YEYHOU apTepUHU
Ha3HayaeTcs Tepanus KoMOMHalMed MHAanaMuj + NepUHAONPUIL, €€ ClelyeT HauuHATh C HU3KHX
7103 B YCJOBHUSX CTallMOHApa IOJ KOHTPOJIEM (YHKLIMHU TOYEK U YPOBHS Kallusi, MOCKOJIBKY Y
HEKOTOPBbIX MAalMEHTOB pAa3BUBAJIACh (PYHKLMOHAJIbHAA IOYEYHAs HEIOCT
perpeccupoBaa 1ocjie OTMEHBI TepaInU.

“NeDO0 -fI1-BY
COIMACOBAHO

MWHUCTEPCTBOM 3[IPABOOXPAHEHNA
PECIMYBJIMKN BEJIAPYCb

nPrkAa3om oT 23.07.2026 Ne 839
JOCNEOOBATENLHOCTL 0078

Funepqyecmeumeﬂbnocmb, anzuoneepomuuecm{ﬁ omek

IIpu nmpueme uHruburopoB AIID, B TOM uucie W NEPUHIONPHIA, B PEIK
HaOJII0AATECS Pa3BUTUE aHTMOHEBPOTUYECKOIO OTEKa JIMIA, KOHEUHOCTEH, T'y0, s3bIKa, TOJIOCOBBIX
CKJIaJIOK W/WiM TopTaHu (cM. pasnen 4.8). DTo MOXeT Npou3oiiTu B Mo0oi nepuos tepanuu. [lpu
MOSIBIEHUHM CUMIITOMOB IIPHUEM MEPUHJIONPHIIA JTOJIKEH ObITh HEMEAJICHHO MPEKPALIEH, a MalueHT
JI0JDKEH HaOMIoNaThCsl 10 TEX IMOp, MOKa MPHU3HAKM OTeKa He MCYE3HYT MOJHOCThI0. Ecnu orek
3aTparuBaeT TOJIbKO JIUIO U I'yObl, TO OH OOBIYHO MPOXOJUT CAMOCTOATENBHO, IIPU TOM B Ka4eCTBE
CUMITOMAaTU4YECKON TEPANINU MOTYT IPUMEHSTHCSI aHTUTCTAMUHHBIE CPE/ICTBA.

AHTHOHEBPOTHYECKHI OTEK, COMTPOBOKIAFOIIUICS OTEKOM TOPTaHHU, MOXET MPUBECTH K JICTATHHOMY
ucxony. OTeK s3bIKa, TOJOCOBBIX CKIAJAOK WJIM TOPTaHH MOXET MPHUBECTH K OOCTPYKIMU
JIBIXaTeNbHBIX MyTed. [Ipy MOsSBICHUN TaKUX CUMIITOMOB CIIEyeT HEMEJICHHO Ha4aTh MPOBOAHUTH
COOTBETCTBYIOILYIO TEPAIHUIO, HAIIPUMEDP, BBECTU MOAKOKHO MUHEPPUH (aApEHATNH) B pa3BEICHUN
1:1000 (0,3 — 0,5 mur) u/unu 00ecreynuTh TPOXOAUMOCTD JIBIXaTEeIbHBIX MyTEH.

CooOmranoch 0 0oiiee BBICOKOM PHCKE pPa3BUTHUS AHTHOHEBPOTHYECKOTO OTEKa y TMAI[MEHTOB
HETPOUIHOM PACHI.

VY nanuveHToB, B aHaMHe3€ KOTOPHIX OTMEYAJICs AHTMOHEBPOTHYECKUH OTEK, HE CBS3aHHBIM C
nprueMoM HHTHOUTOpPOB AIID, MOKeT OBITH TIOBBIIIEH PUCK €TO Pa3BUTHS MPU NIpHUEME TpenapaToB
3TOM Tpynmsl (cM. pazaen 4.3).

B penkux cnydasx Ha pone Tepanuu unruouropamu AIID pazBuBaeTcs aHTHOHEBPOTUUECKUI OTEK
kueyHuka. [Ipu 5ToM y manueHToB oTMeuanach 00Jb B )KUBOTE KaK H30JUPOBAHHBIM CUMIITOM WIIH
B COYETAaHMM C TOUIHOTOM ¥ PBOTOM, B HEKOTOPHIX Ciy4yasx O0e3 MPEAlIeCTBYIOIIETO
AQHTMOHEBPOTUYECKOIO0 OTE€Ka JiMla W TMpu HOpMaiabHOM ypoBHe Cl-3ctepaspl. Jluaruos
YCTaHABIIMBAJICS C MOMOIIBI0 KOMITBIOTEPHOUW TOMOTpauu OPIONTHOW IMOJIOCTH, YIBTPa3BYKOBOTO
HCCIEOBaHUSl WJIM B MOMEHT XUPYPIHMUECKOro BMemaTesnbcTBa. CUMITOMBI MPOXOIWIM IOCIE
npekpameHus: npuema HHruoutopoB AIID. ITosTomy y manmueHTOB ¢ 0OJIBIO B OOJIACTH KUBOTA,
nonyqaromux nHruoutopsl AII®, mpu nposeneHnn quddepeHIansHON AMATHOCTUKH HE00X0IUMO
YUYUTBHIBATh BO3MOKHOCTh Pa3BUTHSI aHTMOHEBPOTUYECKOTO OTEKA KUILICUHHKA.

CoBMecTHOE MPUMEHEHHE NEePUHAONPUIIa ¢ KOMOMHUPOBAHHBIMU JIEKAPCTBEHHBIMU MpenapaTaMy,
COJepXKAIIUMH BaJICapTaH + CaKyOUTPWII, TPOTUBOIOKA3aHO, TaK KaK MOBBIIMIEH PUCK Pa3BUTHUS
aHTMOHEBPOTHUYECKOro oTeka (cM. pasgensl 4.3 u 4.5). I[lpuMeHeHne KOMOMHUPOBAHHOI'O
JIEKapCTBEHHOTO Mperapara, COJASPXKAIEero BajJcapTaH + CaKyOMTPHII, BOBMOXKHO HE paHee, 4eM
yepe3 36 yacoB MOCIIe MOCIEeIHEro npueMa nepunaonpuia. [Ipumenenue nepuHaonpuiIa BO3MOKHO
HE paHee, ueM depe3 36 yacoB mociie MpeKpalieHus rnpueMa KOMOMHUPOBAHHOTO JIEKAPCTBEHHOIO
npernapara, CoiepiKallero Bajicapta + cakyoutpui (cM. paszaenst 4.3 u 4.5).

CoBMmecTHOE TpUMeHeHne UHTuOUTOpoB AII®D ¢ apyruMu HHrHOMTOpaMu HENMPUIN3UHA (HalpuMep,
pauekanorpuioMm), uHruouropamu mTOR  (Hanmpumep, CHPOIMMYCOM,  3BEPOJIIMMYCOM,
TEMCUPOJIMMYCOM) U TITUNTUHAMHU (HApUMeEp, TUHATJIUITUHOM, CAKCATJIUITUHOM, CUTArJIMIITUHOM,
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(HarmpuMep, OTEeKY JABIXaTeNbHBIX MyTEH WM sI3bIKa, C HAPYIICHUEM JBIXaHUS WM 0e3 Hero (CM.
pazznen 4.5). Cnenyer cobI0AaTh OCTOPOKHOCTh MPH HA3HAYCHHM paleKaJoTpHiia, HHTHOUTOPOB
mTOR (manpumep, cuponmmyca, 3BEpPOJUMYyCa, TEMCHPOJIMMYCA) W TIUITHHOB (HaHpHMep,
JIMHArJIvIITuHa, CakCariuiThuHa, CUTarjimiTuHa, BI/IJI,Z[aI‘HI/IHTI/IHa) Y NAalUCHTOB, [§7R
uaruouTop AIlD.

00
COFJ'IACOBAHO

e
NPUKASOM oT 23.07.2026 Ne 839
Nmetorcs  oThenbHble  COOOIIEHHS O  Pa3BUTHH  JUIMTENbHBIX,  YIPe
aHa(QUIAKTOMAHBIX pEAaKIUH Yy TalWeHTOB, Nodydaromux uHruouropsr AIID Bo Bpems
JECCHCUOWIM3UPYIOUIEH Tepanmuu SA0M IEPErOHYATOKPBUIBIX HACEKOMBIX (TMYEesbl, OCHI).
WNuruburopsr AII® He00X0AWMO NMPUMEHATH C OCTOPOKHOCTHIO y CKIIOHHBIX K aJUIEPTUYECKUM
peakuusM MalMeHTOB, MPOXOIANIMX Mpouenypbl neceHcuOwnmuzanuu. Cremyer u3lerarb
npuMeHeHus — uHruOuropa AIl®  nmanueHTaM, MOMYYalOIIUM  HUMMYHOTEPAINUIO  S70OM
MEePEeTNOHYaTOKPBIIBIX HACEKOMBIX. T€M He MeHee, y NalMeHTOB, KOTOPhIM HEO0OXOIHMMO Kak
npuMeHeHne HHruoutopoB AlldD, Tak u mnpoBeaeHHE TPOLEAYPHl JIECCHCUOMIM3AINH,
aHa(UIAKTOUTHON peaKIMu MOKHO M30eXaTh MyTeM BpPeMEHHOW oTMeHbl mHruoutopa AIID He
MeHee, 4eM 3a 24 yaca J0 Hayaia npoueayphbl.

Anaghunaxmouonvie peakyuu npu npogedeHuu 0eceHCuOUnU3aAyUU

Anaghunaxkmouonwvie peaxyuu npu nposedenuu agepesza JIITHIT

B peaxux cinyyasx y ManueHToB, moiydarommx UHruOutopsl AIID, mpu mpoBenenun adepesa
JIITHIT ¢ wcnonmb3oBaHWEM  JIEKCTpaHa cCynbdara pa3BUBAINCH  yTPOXKAIOIIME  KU3HHU
aHauIakTouAHbIe peakuuu. /s npeaoTBpalieHns aHa(huIaKTOMIHOW PeaKLuu CIelyeT BPEMEHHO
npekpamiaTh Tepanuio nHruoutopom AIID mepen kaxaoit mporeaypoit adepesa.

Iayuenmol, HaxoO0sawuecs Ha 2eMoOuUaIU3e

VY mamuenToB, nmoayvaronux HHruoutopsl AII®, mpu npoBeAeHUU reMoanalin3a ¢ MPUMEHEHHEM
BBICOKOIPOTOYHBIX MeMOpaH (Harpumep, AN69®) ObuIn oTMedeHBl aHA(QUIAKTOMIHBIE PEAKIIHHY.
[ToaTomMy ’xenaTenbHO NPUMEHATH MEMOpaHy ApYroro THUNA WIW MPUMEHSTb THUIIOTEH3UBHOE
CPEICTBO Ipyroi (hapMakoTepaneBTUIECKON TPYIIIbI.

Tlepsuunbiii cunepanboocmeponusm

[TanueHTsl ¢ NEPBUYHBIM TUIEPAIbAOCTEPOHU3MOM, KakK IPaBWIO, HE BOCIPUMMYMBBEI K
AQHTUTHIIEPTEH3UBHBIM TIpenapaTaM, JCHCTBHE KOTOPHIX OCHOBaHO Ha WHrumOmpoBanuu PAAC.
ITosTOMY IIpUMEHEHHE IIpenapara y TaKUX IalUEeHTOB HE PEKOMEHIYETCS.

Kawenw

Ha ¢one tepanum mnrubutopom AIID MokeT oTMeyaThCsl CyXOil yHOpHBIA Kallelb, KOTOPBIH
HCYe3aeT NociIe OTMEHBI Ipenapata. [Ipu nmosBieHnn y namueHTa cyxoro Kamuis ciaeayeT IOMHUTh
0 BO3MOXKHOM SITPOT€HHOM XapakTepe 3Toro cuMnroma. Ecnu neqamuil Bpad C4UTAET, 4TO TEpaIus
naruouTopom AIID HeoOXoUMa MAIMEHTY, BO3MOXHO MTPOJOHKCHHE ITPHEMa Iperapara.

Puck apmepuanvuoii cunomenzuu u/unu noveyHol HeOOCMamoyHocmu (Y nayueHmos ¢ cepoeyHol
HEe0OCMamo4HOCmbI0, HapyuleHuem 600HO-IIeKMPOIUMHO20 Obananca u m.o.)

IIpu HEKOTOPBIX MATOJIOTMYECKUX COCTOSHUSAX MOXKET OTMEUaThCsl 3HaunTeNnbHas aktuanus PAAC,
0COOEHHO MPH BBIPAKEHHOM T'MIIOBOJIEMUHN U CHIDKEHUHU COJIEPYKAHUS JIEKTPOJIMTOB B I1a3Me KPOBU
(Ha ¢oHe OeccosieBOM TUETHI WM JUIMTEIBHOTO NMpUEMa JUYPETUKOB), y MALMEHTOB C MCXOJHO
HU3KUM AJl, CTEHO30M IIOYEYHOM apTepuH, 3aCTOMHON CEepAEYHOM HEIOCTATOYHOCTHIO WM
LUPPO30M II€YEHH C OTEKAMHU U aCLIUTOM.

[Mpumenenne unrnouropa AIID Be3pBaeT O6mokany PAAC u mo3TOMYy MOXET CONMPOBOKIATHCS
pe3kuM cHkeHueM AJl u/unM NOBBIIEHHEM KOHIEHTpAalMM KpeaTWHUHA B IUIa3Me KpPOBH,
CBHUJICTEJILCTBYIOIUM O Pa3BUTHH (DYHKIIMOHAIBHOW MOYEYHON HEIOCTATOYHOCTH. DTH SIBICHUS
yaie HaOII0Aal0TCsA MPH IpUeMe MEepBOil J03bI Mpenapara WiM B TEYEHUE MEPBBIX JBYX HEIEINb
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Tepanuu. B peakux ciaydasx 3TU COCTOSIHUS Pa3BUBAIOLCS OCTDf . :nl@% %EJ%BE% :B"lrﬁa;i]a&

ClIy4asiX Mpu BO30OHOBIICHUH TEpariy PEKOMEHAYETCs IPUMEHSTh Ipernapar B
Y 3aT€M MOCTEIIEHHO YBEJIMYUBATh 103Y.

COrNMACOBAHO

MWHUCTEPCTBOM 3[1PABOOXPAHEHWA
PECMNYBIVKN BENAPYCb

nPUKA3OM oT 23.07.2026 Ne 839

[Tepen Hauanom mpremMa NepUHAONPIIIA HEOOXOIUMO OLICHUTH (DYHKIIMOHAIbHY IO-EHEHHE

U coJiepKaHue Kallus B IJ1a3Me KpoBH. B Hauane tepanuu 103y mpemnapara non61/1pa10T, YUUTHIBAsS

cTenieHb cHKeHHUS AJl, 0cOOCHHO B ciiydae 00€3BOXKHUBAHUS U MOTEpU MEKTponuToB. [TogoOHbIE

MepHbI TIO3BOJIIOT U30€XKaTh pe3Koro cHkeHust AJl.

Toorcunoti sospacm

Amepocknepos

Puck aprepuanbHOI TMIIOTEH3UHU CYLIECTBYET Y BCEX MAIMEHTOB, OJHAKO O0COOYI0 OCTOPOXKHOCTD
clenyeT coOoaTh, MPUMEHSA MpenaparT y MAalHeHTOB C HWIIEMHYECKON OO0Je3HBIO cepiaua u
HEJ0CTaTOYHOCTHIO MO3TOBOT0 KPOBOOOpAIleHUs. Y TaKUX MAllEeHTOB JICYEHHE CJIeyeT HAaUnHATh C
HU3KHUX J03 Mpernapara.

Cepoeunas HedocmamouHoCmb, MAXceldass cepoeutds HeOOCMAamoyHOCHb

VY manueHToB C TSOKENIOH cepaedHod HemoctarouHocThio (IV  (yHKIIMOHATBHOTO Kjacca IO
kinaccupukammn NYHA) jedeHwe NOKHO HAayWHATBCA C HHU3KOW 03Bl Tpermapata H IOJ
TIATeTbHBIM BPa4€OHBIM KOHTPOJIEM.

[TanmeHTHl C apTepuaIbHOM THUIEPTEH3MEH C HWIIEMHUYECKOW OOJIe3HBIO CepiAla HE JOJDKHBI
IpeKpalaTh npueM Oera-apeHo0I0KkaTopoB: UHIMOUTOPE! AIID OMKHBI IPUMEHSATHCSI BMECTE C
OeTa-aIpeHo0I0KaTOpaMH.

Iayuenmoi ¢ caxapuvim ouabemom

VY manMeHToB ¢ MHCYJIMHO3aBUCUMBIM CaXapHbIM J1Ua0eTOM (OMAaCHOCTh CIIOHTAHHOTO YBEJIWYCHHUS
COJICpXKaHUsl Kajusl) JICUCHUE OJDKHO HAYMHATHCA C MUHHUMAIbHBIX J03 M MPOXOJAUTHh TMOJ
MOCTOSIHHBIM BpadeOHbIM KOHTPOJIEM.

Heo6xoauMo TIIaTebHO KOHTPOIUPOBATh YPOBEHD TTIMKEMHH Y MAIIMEHTOB C CaXapHbIM AUAa0EeTOM,
paHee NOJy4YaBLIMX IEpOpaIbHbIE CAaXapOCHMKAIOLIUE MpernapaThl WM UHCYJIUH, a UMEHHO B
TeUeHHUe MepBoro mMecsua repanuu uHruouropom AIlD (cm. paznen 4.5).

Omuuueckue pasaudus

[lepunponpun, kak u apyrue uHruouropsl AIID, oka3blBaeT $SBHO MEHEE BBIPAXKEHHOE
AHTUTUIIEPTEH3UBHOE AEMCTBHE y MALIMEHTOB HETPOUIHOMN Pachl 10 CPABHEHUIO C MPECTABUTEIAMU
Apyrux pac. Bo3MoxHO, 3T0 pa3nuyue OOyCIOBJICHO TeM, YTO Yy MALMEHTOB C apTepHabHOU
TUNEepTEeH3MEN HETPOUTHON pachl Yalle OTMEYAETCsl HU3Kasi aKTUBHOCTh PEHMHA.

XupypeuquKoe emeuwamenbCcmeo, anecne3us

[Ipumenenne nHru6uTopoB AII® MokeT mpuBecCTH K apTepuanbHOM TMIOTEH3UM, OCOOEHHO IpH
COBMECTHOM ITPUMEHEHHUH CPEICTB JUIsl aHECTE3UH, 00JIaJat0IMX AaHTUT UIIEPTEH3UBHBIM JIEHCTBHEM.

[ToaToMy pekoMeHAyeTcsl 0 BO3MOKHOCTH MPEKPaTUTh MpueM HHruoutopoB AII® miurensHOro
JEUCTBHUS, TAKUX KaK MEPUHIOINPUII, 3a CYTKU A0 XUPYPIHUECKOr0 BMELIATEIbCTBA.

Cmeno3 aopmanbHO20 UIU MUMPATLHO2O KIANAHOS, 2unepmpoguueckas 0OCMpYKMUGHAs
Kapouomuonamus

WNurnburopsr AII® 1OoMmKHBI C OCTOPOKHOCTBIO HA3HAYATHCS TAlMEHTaM C OOCTpYyKIHen
BBIHOCSIILIETO TPAKTA JIEBOT'0 JKEITyA0UKa.

Ileyenounas neoocmamounocms

B penxux ciyuasx Ha ¢pone npuema nHruoutopos AIId Bo3HMKaeT XxojecTaTuueckas xxenryxa. [Ipu
MIPOrPECCUPOBAHUN 3TOTO CHUHAPOMA BO3MOXHO PAa3BUTHE (PYJIbMUHAHTHOIO HEKpO3a IEYECHH,
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HMHOTJA C JIeTaJbHBIM HCXO0A0M. MeXaHHu3M Pa3BUTH 3TOFO|:%;MI%%J@ mg I:II-B;IIBQIFC;EIII/I

COOTBETCTBYET ZKCNEPTHOMY OTUETY

KENTYXH WIM IPU 3HAYUTEIBHOM IOBBIIIEHUM AKTMBHOCTH IEYEHOUYHBIX (pepMEHTOB Ha (oHe
npuema uHruouTopoB AIID nanuenTy cinenyer npekpatuth npueM uaruoutopa AIl® u HaxoaUTHCS
0/ COOTBETCTBYIOIIUM CUTYallUU HAOII0IeHuEM Bpada (cM. pasnen 4.8).

T'unepranuemus

['unepkanuemMuss MOXKET pa3BUBAThCA BO Bpems JiedeHUs: nHruoutopamu AlID, B ToM uucie, u
nepurponpuiaoM. HWMurubutopsr AII® MOryT BBI3BIBATH THIEPKATUEMHIO, ITOCKOJBKY OHH
MHTHOUPYIOT BBICBOOOXKIEHUE allbJJOCTEPOHA. Y MAIMEHTOB C HOPMAJIbHON (YHKIMEH MOYeK 3TOT
3pdexT 00bYHO He3HauuTeneH. DakropaMH pHCKA THIEPKAIMEMHUH SBISIOTCS IOYEYHAs
HEJIOCTAaTOYHOCTh, YXyHlIeHWe (YHKIMH TOoYeK, Bo3pact crapmie 70 yer, caxapHblidi aualderT,
HEKOTOpBIE COIYTCTBYIOIIME COCTOSIHUS, B YAaCTHOCTH, JAETHApaTalys, OcTpas IEKOMIIEHCALHs
CepJICeYHOH eATeIbHOCTH, METa0OIUYECKHI alln103, COBMECTHOE MPUMEHEHHUE KanuicOeperaronmx
JTNYPETUKOB (TaKUX KaK CIUPOHOJIAKTOH, SIJIEPEHOH, TPUAMTEPEH, aMUJIOPHU), @ TAKXKE MPErapaToB
Kallusi WM KaJuHCONEep)KalluX 3aMEHUTeNel MUIIEeBOM COJM, a TakXkKe MPUMEHEHHE APYTuX
MPemapaToB, CIIOCOOCTBYIOMIMX MOBBIMICHUIO COACPKAHHUS KA B IUIa3Me KpPOBH (HAIpUMED,
rernapuHbl, KO-TPUMOKCA30J1, TaKxe M3BECTHBII Kak KOMOUHAIHS
Cynb(haMeToKCca30ll + TPUMETONpUM, Jpyrue HHruouTopsl AIID, aHTaroHWCTHI PELENTOPOB
anrwotrensuHa I, amerwicamununoBas  kuciaora (3 r/cytkm  u Oonee), HHTHOUTOPBI
uukinookcurenassl-2  (LIOI'-2) u  necenextuBHble HIIBII, uMmmyHOnenpeccaHThl, TakKHe Kak
IUKJIOCTIOPHH WK TAaKPOJIMMYC) U OCOOEHHO aHTarOHUCTHI alibaocTepona uin APA 1.

[Ipumenenne mpemapaToB  Kaimus, KalnuicOeperaiomux JIUYPETHKOB, KaJIMHCOIEpKAIUX
3aMEHUTEJICH MUIICBOU COJIM MOXKET MIPUBECTH K 3HAYUTEIIBHOMY ITOBBIIIEHUIO COAEP/KAHUS KaJIHs B
KpPOBH, 0OCOOEHHO y MallMeHTOB CO CHIDKEHHOHN (QyHKIHMEH nodek. [ unepkammeMus MOKeT PUBECTH
K Cepbe3HbIM, HMHOIJIa (aTaJbHBIM HapylleHUsM cepaeyHoro purMma. KanuiicOeperarommue
muypetukn U APA Il cinegyeT mpuUMEHSATH C OCTOPOKHOCTBIO Yy HAIlMEHTOB, MPUHUMAIOLINX
uHrnouTopel AII®, mpu 3TOM cleayeT KOHTPOJIMPOBATh YPOBEHb KalHsS B CHIBOPOTKE KPOBH U
(YHKITUIO TIOYEK.

Ecmu HCO6XOI[I/IMO COBMCCTHOC IPUMCHCHHUC YKa3aHHBIX BLIIIC IIPEIapaTroB, JICUCHUC TOJIKHO
MPOBOJIUTHCSI C OCTOPOKHOCTHEO Ha (JOHE PETYIISIPHOTO KOHTPOJIS COJICPKAHMSI KOHIIEHTPAI[MH HOHOB
KaJIis B CBIBOPOTKE KPOBH (cM. pazzen 4.5).

BcrnioMorarensHEIe BEIIECTBA

[Ipenapat Honumnpen A ®@opte coaepKuT aakTo3y. JJaHHBIN JIeKapCTBEHHBIN Mpenapar He CIEeTyeT
IIPUHUMATH MALIUEHTaM € PEAKO BCTpeUarollelics HaCIEICTBEHHON HENEPEHOCUMOCTBIO TaJlaKTO3Bl,
JIAKTa3HOW HEIOCTATOYHOCTHIO WITH TIIFOKO30-TaIaAKTO3HOM MalibabcopOImeii.

[Ipenapatr Honmunpen A ®opre coaepxut HaTpuil. J[aHHBIA JIEKaPCTBEHHBIN MpenapaTr COAECPKUT
MeHee, ueM 1 MMoutb HaTpus (23 Mr) B TabJIETKE, TO €CTb, [0 CYTH «HE COJAEPIKUT HATPUS.

4.5. B3aumoaeiicTBMe ¢ JAPYrMMH JIEKAPCTBEHHBIMM IpenapaTaMM M Jpyrue BHABI

B3auMoaeicTBUSA
J1M-Ne000175-IT1-BY
O6mee I HHOAIIaMuaa U NepuHA0IpuIa COF”ACOBAHO
MWHWUCTEPCTBOM 3[PABOOXPAHEHUS
PECIYBJ/IVKW BENAPYCb
Cosmecmuoe npumeHeHue He peKOMeHayemCﬂ nPUKA3oM oT 23.07.2026 Ne 839
MOCNEOBATENIbHOCTL 0078

Hpenapambl JUMUA

[Ipy coBMeCTHOM NpPHUMEHEHHH MpenaparoB JUTHA W WHruouropoB AIID coobmamock 00
00paTHMOM TOBBIIICHUU COACP)KAHMS JIUTHUS B TUIa3ME KPOBH M CBS3aHHBIX C 9THM TOKCHYECKUX
s dexrax. CoBMeCTHOE TPUMEHEHNE KOMOMHAIIMY TIEPUHIOTIPIIIA ¥ MHAAIAMUIA ¢ TpenapaTaMu
JHUTHUSL HE peKoMeHayeTcs. [Ipy HeoOXOMMMOCTH MPOBEACHUS TAKOH TEeparuy CIeIyeT PeryJsipHO
KOHTPOJIUPOBATH COJICPKAHUE JTUTHS B TuIa3Me KpoBHU (cM. pazzen 4.4).
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(NOCNEOOBATENEHOCTE 0071)

Cosmecmuoe npumenenue mpedyem oco60ti 0CmMopONCHOCHU

baxnogen

Ycunenue aHTUTHIIEPTEH3UBHOTO JeiicTBus. CrieayeT KoHTponupoBath A/l U, mpyu HEOOXOIUMOCTH,
KOPPEKTHPOBATh O3Bl aHTUTHIIEPTCH3UBHBIX IIPENIAapaToB.

HIIBII (sxniouas gvicokue 003bl auemuicaiuyunogou kucaiomol > 3 2/cymxu)

[Ipu coBmectHOM npumeHeHnr HHTrHOUTOpOoB AII® u HIIBII (aneTmicanununoBas KHCiIoTa B 03¢,
OKa3bIBAIOIICH MPOTUBOBOCIAUTEIILHOE JIEHCTBUE, MHTHOUTOPHI IMKIooKcureHasbl-2 (LJOI'-2) u
HecenektuBHbie HIIBIT) moxer HaOmomaThes ociabieHUE aHTUTUIIEPTEH3MBHOTO JddeKkTa.
CoBmectHoe mpuMeHeHne nHruouTopoB AII® u HIIBII MoxeT npuBOIUTH K YBEITHMUEHHIO PUCKA
yXyAmeHuss (yHKUMW T[0YeK, BKJIOYas pa3BUTHE OCTPOHM IOYEYHOW HEIOCTaTOYHOCTH, H
YBEIUYEHUIO COJICPKAHUS KaJIUs B CBIBOPOTKE KPOBU, 0COOCHHO Y MAIIMEHTOB C HCXOTHO CHM)KEHHOU
¢dynkueit noyek. CiaeayeT co001aTh OCTOPOKHOCTH IPU MPUMEHEHUH KOMOWHAIIUY Tpernapara u
HIIBII, 0co6eHHO y MOXHIIBIX MAMeHTOB. [lanMeHTsl TOMKHBI OyYaTh aJIeKBaTHOE KOJTUYECTBO
KHUJKOCTH, PEKOMEHAYETCSI KOHTPOIMPOBaTh (PYHKIIMIO MOYEK KaK B Hauaje COBMECTHON Tepamui,
TaK U NEPUOANUYECKU B IIPOLIECCE JICUECHMUSL.

Cosmecmuoe npumeHerue mpe6yem GHUMAHUA

Tpuyurxiuyeckue aHmMuUOenpeccanmol, AHMUNCUXOMUYECKUE CPe0CmEa (HQZZDOJZQI’U’I’IMKM)

[IpenapaThl 3THX KJIacCOB YCHJIMBAIOT AHTUTUIIEPTEH3UBHBIA 3(P(EKT U YBETUUMBAIOT PHUCK

OpPTOCTAaTUYECKOM I'MIIOTEH3UHU (aJAUTUBHBIN (P (HeKT). TT-NG0001 75T TIBY
COIrNMACOBAHO
Wupanamu MUHWUCTEPCTBOM 3[JPABOOXPAHEHUSA
PECIYBIMKN BEJIAPYCb
Cosemecmmnoe npumenenue mpebyem ocob0tl 0CMOPOICHOCHU MPVKASOM OT 23.07.2026 Ne 839
NOCELOBATENLHOCTL 0078

Ipenapameot, CcnocobHble 8bI3bIEAND nozzwvzopdmwo ofcefzydowwewo maxukapdu;o muna «nupysm

N3-3a pucka pa3BUTHS THIIOKATUEMHUHU CIEIyeT COONIONATh OCTOPOKHOCTh TPU COBMECTHOM
Ha3HAYeHUH MHAANaMHJa ¢ IpernapaTaMy, ClIOCOOHBIMU BbI3bIBATh MOJIUMOP(HYIO HKETyT0YKOBYIO
TaXUKAPUIO TUMA «ITUPYIT», BKIIOYAsi, HO HE OTPAaHUYHUBASICh:

® aHTHAPUTMHUYECKHUE JICKApCTBEHHBIC Mpenapatsl [A kinacca (Hanpumep, XUHUINH,
TUIPOXUHUANH, AU30TIHPAMUTI;

® aHTHMAPUTMHYECKHUE JIeKapcTBeHHbIC npenaparthl [11 kmacca (Hanpumep, aMuoaapoH, COTAOI,
noherunua, HOyTHINI, OpeTUIIHiA);

® HEKOTOpbIC HEHPOIEITUKHU:
o (eHoTHA3UHBI (HampuMep, XJIOPIPOMA3HH, LUAMEMa3uH, JIEBOMENPOMa3nuH, THUOPUIA3UH,

TpudIyonepasuH),

o OeHzamMubI (HAIIpUMED, AMHUCYJIIBIIPU, CYIBITUPHI, CYJIBTONIPHU, THATIPUL),
o OyrtupodeHoHbI (HanpuMmep, IPONePUa0I, TaJONEPUI0N),
O JIpyrue HeUpOJICTITUKH (HampuMep, TUMO3H/);

e JIpyTHE BelIecTBa (HampuMep, OeTpuaIni, MU3anpui, TudeManmI, SPUTPOMUIIAH TTPH
BHYTPHUBEHHOM BBEJICHHUH, TaJ0()aHTPHUH, MU30JIACTHH, MOKCH(IIOKCAIINH, IEHTaAMHUIHH,
cnapokcany, BAHKaMUH MPU BHYTPUBEHHOM BBEJICHUH, METAJIOH, aCTEMHU30J1, Tep(heHauH).

Cnenyer mpoBOAUTh NPOQUIAKTUKY TUIOKAIMEMHHU WU, NPU HEOOXOJUMOCTH, €€ KOPPEKIHIO;
KOHTpoiMpoBaTh nHTEpBas QT.

Ipenapameut, CNOCOOHbLE BbI3bIEAMb 2UNOKAIUEMUIO

Amdotepuniua B (B/B), IJII0KO- U MHHEPATOKOPTUKOCTEPOUAB! (IIPH CUCTEMHOM MPUMEHEHUH),
TETPAKO3aKTH]I, CIAOUTEIbHBIE CPEJCTBA, CTUMYJIHPYIONIME MOTOPHKY KHIIEYHHKA: YBEIHUYCHHE
pHCKa pa3BUTHUS THIIOKATHEMUH (aAIUTUBHBIN 2 dekT). HeoOXomum KOHTPOIb COAEpIKaHHs KalHst
B IIa3M€ KPOBH, IPU HEOOXOJMMOCTH — ero Koppekiusa. Ocoboe BHUMaHHE CIEIyeT yIensiTh
MalMeHTaM, OJHOBPEMEHHO TOJYyYalolUM cepJieuHble IuKo3uabl. Crenyer NpUMEHATh
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oy kb ELOBATENEHOCTE 0071)

cllabuTeNbHbIE CPECTBA, HE CTUMYIIMPYIOIIHE MOTOPI

Cepoeunble 2nuko3udbl

l'umokanuemMuss W/Wiu TUMIOMArHUEMUS MPEAPACIONATal0T K Pa3BUTHIO TOKCHYECKOTO JICUCTBUS
CepJIeYHbIX TTIMKO3UI0B. PeKOMEHIyeTcss KOHTPOJIMPOBATh COJEPKaHUE KAJIUS U MarHus B IJIa3Me
kpoBH u nokazarenu DKI' u, mpu He0OXOIUMOCTH, KOPPEKTUPOBATH TEPAIHIO.

Annonypunon

HpI/I COBMCCTHOM INPUMCHCHHU C HWHAAIIAMHUIOM BO3MOXXHO IIOBBIINICHUC YaCTOThI peaKI_[I/Iﬁ

THIICPYYBCTBUTCIBHOCTH. J1M-Ne000175-IT-BY
COINMACOBAHO
Coemecmuoe npumeHernue mp€5yem GHUMAHUA MUHUCTEPCTBOM 3[IPABOOXPAHEHMSA

PECIYBJ/IVKW BENAPYCb
NMPUKA30M 0T 23.07.2026 Ne 839

Kanuiicbepezarowue ouypemuky (amuiopuo, CRUpPOHOIAKINOH, MpUuammepeH) HoCTEHOBATEN OG0 0078

Takoe coueTaHue OOOCHOBAaHO y HEKOTOpBIX HamueHToB. [Ipu 3ToM MOXkeT HabI0aThCs
TUITOKAJIMEMUS WM THIIEpKaIueMHusl (B YaCTHOCTH, Y MAIUEHTOB C IOYEYHON HEI0CTATOUYHOCThIO WIIN
caxapHbM jauaberom). Ecnu HEoOX0OMMO COBMECTHOE NMPUMEHEHHE WHAANAMUAA M yKa3aHHbIX
BBIIIE KaJHicOeperawnmx JUypeTuKoB, ClIeAyeT IPOBOAUTE KOHTPOJIb COEPKAHM Kalus B IU1a3Me
kpoBHu u nmapametpoB DKI'. [Tpu He0OX0IMMOCTH cXema JeUSHHUS MOKET OBITh IIEpeCMOTpPEHA.

Memdeopmun

OyHKIMOHANBHAST TIOYEYHAs HEJO0CTaTOYHOCTh, KOTOpas MOXET BO3HUKaTh Ha (oHE mpuema
JIMYPETUKOB, 0OCOOEHHO «IIETIEBBIX», IPU COBMECTHOM NMPUMEHEHUH MEeT()OpPMUHA MOBHIIIAET PUCK
pa3BUTUS MOJOYHOKHCIIOTO anuao3a. He criegyeT mpuMeHSTh METQOPMUH, €CIIM KOHIIEHTPAIHS
KpeaTMHWHA B IIa3Me KpoBH TmpeBbimaeT 15 mr/m (135 MxMonb/m) 'y Myx4uH u 12 Mr/a
(110 MKMOMB/IT) y KEHIIUH.

HO@CO@@DWCGW”@ KOHmMpAacniHsvle seuiecmaea

O0e3BokHMBaHHWE OpraHu3Ma Ha (OHE IpueMa JAUYPETHUYECKUX IPENnapaTroB YBEIMYUBACT PHUCK
pa3BUTHsL OCTPOM IOYEHYHOM HEIOCTaTOYHOCTH, OCOOCHHO IIpU TNPUMEHEHHUH BBICOKHX 03
HoACOIepKAIIUX KOHTPACTHBIX BewlecTB. Ilepen mpumeHeHueM HOACOAEpkKALIUX KOHTPACTHBIX
BEIIECTB MAallUEHTaM HE00X0AUMO KOMIIEHCUPOBATh MOTEPIO KUAKOCTH.

Kanvyut (conu)

HpI/I COBMCCTHOM MNPUMCHCHHWHN BO3MOXHO Pa3BUTUC THUIICPKAJIbLHUCMUU BCICACTBUC CHUIKCHUSA
9KCKPCUUH NOHOB KaJIbIIU ITOYKAMHU.

Luxnocnopun, maxkpoaumyc

Bo03M0XHO NOBEIILIEHUE KOHICHTPAUU KPCAaTUHUHA B IJIa3ME KPOBU 0e3 u3MeHeHns KOHICHTpALuu
IMUKJIIOCIIOpHHA B IJIa3M€ KPOBH, JaXKC ITPH HOPMAJIbHOM COACPKAHUHW BOJbI U HOHOB HATPHA.

Kopmuxocmepouodvl, mempaxkozakmuo (npu cucmemHom NPUMeHeHul)

YMeHbIIeHHe aHTUTHIEPTeH3UBHOTO 3(dekra (3amepkka coau W BOAbI Ha (OHE NPUMEHEHHUS
KOPTUKOCTEPOHUIOB).

[lepunaonpui

JlaHHBIE KIMHUYECKUX HCCIIEOBAaHUM IMOKa3bIBalOT, 4TO JABOIHas Onokaga PAAC B pesynbrare
COBMECTHOT0 npuMeHeHust THruouTopos All®D, APA Il unu anuckupeHa NpuBOAUT K YBEIUUEHHUIO
4acTOTbl BO3HHUKHOBEHMS TaKUX HEXKeJaTeldbHbIX SBJICHUH Kak apTepuajbHas THIIOTCH3MS,
TUIEPKATIMEMUS U CHIKEHUE (DYHKLUU MMOYEK (BKIIOYAsi OCTPYIO MOYEYHYIO HEAOCTATOYHOCTH), IO
CPaBHEHMIO C CUTyallUsIMHU, KOTJja IPUMEHSIETCS TOJIBKO OJIMH Mpenapar, Bo3zeicTBytomuii Ha PAAC
(cm. paznensr 4.3,4.4 u 5.1).

Jlexapcmeennvie npenapamul, nosbiuiarwue PUcK paseumus _aHeUOHeSPOMU4ecKko20 omeKa
CoBMmecTHOEe mpuMeHeHHEe HHruouropoB All® c komOuHanumed BancapTaH + cakyOUTpHI
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COOTBETCTBYET ZKCTNEPTHOMY OTHETY

ot 06.04.2026 N= 7010

NMPOTHUBOIIOKA3dH, TaK KaK 3TO YBCIWMYHUBACT PHUCK a31314w1';ﬂ Q{;I}&%%TTIL@QE& g: I:O]l_‘éll(g:(TCM

pasnensl 4.3 u 4.4). [Ipumenenne KOMOWHAIIMK BaJIcapTaH + CaKyOHUTPHII BO3MOKHO HE paHee, uyeM
gyepe3 36 4acoB Mocie MPUMEHEHUs TTOCIeAHEH 103kl epuHaonpuia. [IpuMeHeHue nepuHaonpuIa
BO3MOXKHO HE paHee, ueM uepe3 36 4YacoB IOCiIe MPUMEHEHHS TOCIeTHEH 03bI KOMOWHAIMH
BajicapTaH + cakyOuTpui (cM. pazaenst 4.3 u 4.4).

CoBmecTHOoe mnpuMmeHeHue WHrHOUTOpOoB AllD ¢ pamnekagorpunom, wuHrHOUTOpamMu mMTOR
(HampuMmep, CHUPOIMMYCOM, D3BEPOIMMYCOM, TEMCHUPOJIMMYCOM) M TJIMIITHHAMU (Hampumep,
JUHATIUNTHH, CAKCATJIUITHH, CUTATJIMIITAH, BUJIJATJIUITHH) MOYKET MPUBECTH K MOBBILICHUIO pUCKA
AHTHOHEBPOTUYECKOTO OTeKa (cM. pazaen 4.4).

Jlexapcmeennvie npenapamaol, 8bl3bl8AIOUUE SUNCDKATUCMUIO

HecmoTtps Ha TO, YTO ypOBEHb KajlHs B CHIBOPOTKE KPOBH OOBIYHO OCTAETCS B MpezenaXx HOPMBI, Y
HEKOTOPBIX NAMEHTOB, NpuHUMatomux Homumnpen A ®@opre, MOKET BOZHUKHYTh THIIEPKAITUEMHUS.

HekoTopele nexkapcTBEHHbIE Npenaparbl WM KJacchl IPEnapaToB MOTYT YBEIMYMBATH YacTOTY
pa3BUTHsI THIIEPKAIIMEMHUH: AJIMCKUPEH, COJU Kajus, KanuicOeperaromme INypeTUKH (HarpumMep,
CIMPOHOJIAKTOH, TpUaMTepeH win amuiopuna), uaruouropsr AII®, APA 11, HIIBII, renapunsl,
MMMYHO/ICIIPECCAHTHI (TaKHe KaK HUKIOCTIOPUH UIIH TAKPOJIUMYC), TPUMETOIPUM U KO-TPUMOKCA30J1
(cynbhameTokcaszon + TpPUMETONPUM ), IIOCKOJIBKY TPUMETOIPUM, KaK U3BECTHO, IEHCTBYET MOAOOHO
KanuiicOeperarolemMy InypeTuKy, Kak 1 aMuiaopu. KomOuHanus 3TUX JeKapCTBEHHBIX IpenapaToB
YBEJIIMUMBAET PUCK Pa3BUTHs Tunepkaauemuu. [loatomMy coBmectHoe npuMmeHeHune Hosummpen A
®dopre ¢ BBILIENEPEUUCICHHBIMU NpenapaTaMyu He peKoMeHIyercs. EciM mokazaHO COBMECTHOE
IIPUMEHEHHE, UX CIEAYET INPUMEHATh C OCTOPOXKHOCTBIO U C YacThIM KOHTPOJIEM YPOBHS Kajus B

CBIBOPOTKE KPOBH. NM-Ne000175-IM-BY
COI'MACOBAHO
Coemecmmoe npumeHerue RPOMUBONOKA3aHo (cm. pazoen 4.3) MUHUCTEPCTBOM 3[PABOOXPAHEHMS]

PECIYBJ/IVKW BENAPYCb
nPrka3om ot 23.07.2026 Ne 839

Anuckupen u nexapcmeenuvie npenapamal, codepafcamue AJUCKUPEH [OCHEOBATENLHOCT 0078

CoBmectHOE npuMeHeHHe MHruouTopoB AIID c yekapcTBEeHHBIMU MpenapaTaMu, COAEpIKalMMU
QIMCKUPEH, IPOTHBOIIOKA3aHO y MAIMEHTOB C CaXapHbBIM THA0ETOM H/HUIH YMEPEHHBIM WIIH TSKEITBIM
HapyienieM GpyHkuuu noyek (CK® <60 mn/mun/1,73 mM? nuiomaau NoBepXHOCTH Tena) (CM. pasaen
4.3). BospactaeT puCK pa3BUTUS TUNEPKATUEMHM, YXYALIEHUS QYHKIUH TOYEK, CEpAEUHO-
COCYIHCTOH 3200J1€BaEMOCTH U CMEPTHOCTH.

Cosmecmuas mepanus ¢ uH2u6umopaJvzu AIID u anmazonucmamu peyenniopoe dHeUuOmeH3uHa

[IpotuBonoka3zano npumeHeHHne HHruOUTOpoB AIID B coueranun ¢ APA Il y mamueHTtoB ¢
nuaberndeckoil Heporatuel (cm. pazaen 4.3).

QKCH’ZDCZKODI’ZODCl]ZbHCl}Z mepanusi

OKCTpaKkoprnopajgbHble METOAbl JICUEHHUS, MPUBOJALIME K KOHTAKTy KpPOBU C OTPULIATEIHBHO
3apsDKEHHBIMU TTIOBEPXHOCTSIMM, TaKHE KaK OUalu3 WIM reMouiabTpanus ¢ HCIOJb30BaHHEM
HEKOTOPBIX BHICOKOIIPOTOYHBIX MEMOpPaH (HarpuMep, MOJIMaKpUIOHUTPUIIOBBIX ), WK apepes JITTHII
C HCIIOJIb30BAaHUEM JIeKCTpaHa Cyjb(ara, IPOTUBONOKA3aHbl M3-3a YBEIMUYCHHsI PUCKA Pa3BUTHUSA
TSOKENBIX aHaUIaKTOUOHBIX peakuuid (cMm. paszzgen 4.3). Eciaum mauumeHty Heobxonnma
9KCTpAKOpIIOpalIbHAs Tepamnus, ciaelyeT paCCMOTPETh BO3MOXKHOCTh MCIIOJIb30BaHMsI APYroro THIA
JUAJIM3HON MEMOpaHbl WM JPYTroro Kjacca aHTUTMIEPTEH3UBHBIX MTPENapaToB.

Coemecmmnoe npumMeHerue He pekomedeemCﬂ

AJZHCKMDQH U jleKdpCmeeHHble npendapanivl, codepofcamue AJUCKUpEeH

VY [namueHToB, HE UMEIOIIMX caxapHoro aua0era WIM HapyumleHHs (QYHKLUUU IOYeK
(CK® <60 man/mun/1,73 M*>  IIOmagy  MOBEPXHOCTH  Teja), MOBBIIIEH PUCK  Pa3BUTHA
THNIEPKATMEMHH, YXyAHIeHUs (QYHKIMU TOYEK M TMOBBIMICHHUS YacCTOTHI CEpJeYHO-COCYAUCTOM
3a00J1€Ba€MOCTH U CMEPTHOCTH (CM. pazzen 4.4).
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COOTBETCTBYET ZKCTNEPTHOMY OTHETY

ot 06.04.2026 N= 7010

(NOCNEOOBATENEHOCTE 0071)

Couemanue mepanuu ¢ unzcubumopamu AII® u APA I

[To uMmeromuMcst TUTEpaTypHbIM JaHHBIM, y MAUEHTOB C YCTAHOBJIEHHOW aT€pPOCKIEPOTUYECKOM
00JIe3HBIO, CEePICYHONM HEJOCTATOYHOCTHIO WIIM CaxXapHbIM JHA0ETOM C TMOPAKEHUEM OpPTaHOB-
MHUIIICHEH OJIHOBpeMEHHOE NMpuMeHeHne WHruOuTOopoB AIID u APA Il mpuBOAWUT K yBEITHYCHHUIO
YaCTOTHI PA3BUTHUS apTEPUATBHON THUIIOTCH3UU, 0OMOPOKA, TUTIEPKAIIMEMUHN U YXYIIICHHS ()YHKIIHH
MouYeK (BKJIIOYAs OCTPYIO MOUYEYHYIO HEJOCTaTOYHOCTH), MO CPABHEHHUIO C CUTYalUSIMH, KOIJa
MIPUMEHSIETCS TOJIBKO OJIMH Tpernapar, Bo3aeicTBytommii Ha PAAC. [IpumeHeHne 1BOMHOMN O10Ka BT
PAAC (mampumep, B citydae 0JTHOBpEMEHHOTO NTpuMeHeHuss UHruouTopoB AIID u APA II) nomxHo
OBITh OTPAHMYEHO €IMHUYHBIMU CIYYassMH CO CTPOTHM KOHTPOJeM (YHKIHMH TOYEK, COJEpKaHuUs
Kaums B Tuiazme kKpoBu u AJl (cMm. paznen 4.4).

Dempamycmun

CoBMeCTHOE IPUMEHEHNE MOXKET NPUBECTU K MOBBIIICHUIO PUCKA Pa3BUTHsI NOOOUYHBIX YPPEKTOB,
TaKUX KaK aHTMOHEBpPOTHYECKUH oTeK (0Tek KBuHKE).

Kanuiicbepezarowue ouypemuky (Hanpumep, mpuammepeH, amuiopuo) u kaiull (coiu)

lNunepkanuemus (¢ BO3MOKHBIM JIETATbHBIM UCXOA0M), OCOOCHHO MPHU HApyIICHUU (HYHKIIUU TTOYEK
(apmutuBHBIC 3()PEKTHI, CBA3aHHBIC C TUIIEPKATHEMUEH ).

CoueraHue MNEpUHAONPUIA C  BBIIIEYNOMSHYTBIMH  JIEKAPCTBEHHBIMM IIpernapaTaMH  HE
pekomennyetcst (cMm. pazgen 4.4). Eciau, Tem He MeHee, COBMECTHOE NMPHUMEHEHHE IMOKa3aHO, UX
CleyeT TPHUMEHSTh C COONIOACHHEM Mep TMPEAOCTOPOKHOCTH U PETYISPHBIM KOHTPOJIEM
COJIepKaHus KaJusl B CHIBOPOTKE KPOBH.

Oco0eHHOCTH TPUMEHEHHsSI CHHPOHOJAKTOHA TMPU XPOHHUYECKOH CEepIeYHON HEeIO0CTATOYHOCTU
OTMHCaHbl Jaee Mo TekcTy (cM. B moapasnene «COBMECTHOE NpHMEHEHHE TpedyeT o0co0oi

OCTOPOXKHOCTH). TIM-N2O0OL 75T T1-BY

y COI'MACOBAHO
Coemecmmnoe npumenenue mpebdyem ocoO0U 0CMOPOICHOCMU TP oM RSO PAHE A
PECMNYBIVKN BENAPYCb

Tunoznuxemuueckue cpedcmea (UHCYAUH, NEPOPATIbHbBLE CAXAPOCHUNCAIOUUE rremyzwnbzﬁ-W-ZOgg?gQ 839
MOCNEJOBATEJIbHOCTb

ONUaeMUOIOTHYECKUE UCCIEI0BAHNS MT0Ka3alli, YTO COBMECTHOE TPUMEHEHHE UHTMOUTOpOoB AlID
U TUIOTJIMKEMHUYECKUX CPEJICTB (MHCYJINHBI, IEpOpaIbHbIE CaXapOCHMKAIOIIME NpenapaThl) MOXKET
YCHJIMBATh THITOTIIMKEMHUYECKUH (P(GEKT MHCYIUHA W THUIMOTIIMKEMUYECKHX CPEJICTB IS MpHeMa
BHYTpPb BIUIOTH IO Pa3BUTHS TUIOTJIMKEMUU. JlaHHBIN 3P PEeKT BeposiTHEE BCEro MOXKHO HAOI0AATh
B TE€UEHME MEPBBIX HEAENb COBMECTHON TEpaIvH, a TaKXKe Yy MAalUEHTOB C HApYLUIEHHUEM (YHKIHMH
MIOYEK.

Kanuiinecbepezarowue ouypemuxu

VY nanueHToB, MOTYYaroIuX JUYPETHKH, 0COOCHHO y TTAIIIEHTOB C TUTIOBOJIEMUEH U/UITH CHHXKEHHOM
KOHIIEHTpaluel coJiel, B Hayajle Tepanuu MEPUHAONPHUIOM MOKET HaOJII0JAThCS YpPE3MEPHOE
cHmkenne AJl, pucK pa3BUTHS KOTOPOTO MOXHO YMEHBIIUTh IMYTEM OTMEHBI JUYPETHUECKOTO
Cpe/CTBa, BOCIIOJIHEHHEM TTOTEPH JKUAKOCTH WIIM COJICH Tepe]l HauajloM Tepanuu MEepUHIOTPUIIOM,
a TaKk)Ke Ha3HaYeHHEeM NePUHONPIIIa B HU3KOH 103€ C JaIbHEUIITNM OCTEIIEHHBIM €€ YBETUUCHHUEM.

IIpu apmepuanvroti cunepmensuy y NAaIUEHTOB C TMIIOBOJIEMHUEN UM CHHKEHHON KOHIIEHTpaLuen
cojeil Ha QoHEe TepanuM AWYypeTHKaMM, TUYPETUKU TOJDKHBI ObITh JIMOO OTMEHEHBI 1O Hayaia
npuMeHeHns nHruouTopa AII® (mpu 3ToM KanuiiHecOeperaromuil AMyPETHK MOXKET OBITh MO3THEE
BHOBb HazHadeH), n60 uHruourop AIlD nomkeH ObITh Ha3HAYEH B HU3KOHM /103€ C JajlbHEHIINM
MIOCTETIEHHBIM €€ YBEIMYEHUEM.

Ilpu npumenenuu Ouypemuxos 6 ciyuae 3ACMOUHOU CEPOeYHOU HedOoCMmamoyHocmy MHTUOUTOP
AIl® nomkeH OBITH Ha3HAYeH B OYEHb HU3KOM [103€, BO3MOXHO, IOCJIE€ YMEHBIICHUS [O3bI
MPUMEHSIEMOT0 OJTHOBPEMEHHO KalHitHecOeperaroliero 1nypeTuka.

Bo Bcex cmyuasx QyHKIMS NOYeK (KOHLEHTpalMs KpPEeaTWHHHA) JOJKHA KOHTPOJIMPOBATHCS B
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 06.04 2026 N= 7010

(NOCNEOOBATENEHOCTE 0071)

TIepBbIe HEAETH NPUMEHEHUs] UHTHOUTOpOoB AlID.

Kanuiicoepezarowue ouypemurxu (9niepeHos, CRUPOHOJIAKMON,)

[IpumeHeHue 31IepeHOHa WM CIIMPOHOJIAKTOHA B 033X OT 12,5 Mr 10 50 MI' B CyTKH M HU3KHUX /103
nHruouTOpOoB AIlD:!

IIpu Tepamuum XpoHUYeckoil cepaeuHoil HemocratouHoctu II-IV ¢yHkumoHanmpHOrO Kiacca mo
knaccudukanuu NYHA c ¢pakuueii BeiOpoca neBoro xenyaouka <40 % u paHee NpUMEHSIBIIMMHUCS
uaruoutopamu AIl® u «HeTIeBBIMUY» JTUYPETHKAMH, CYIIECTBYET PHUCK THUIEpKaIneMuu (c
BO3MOKHBIM JICTAIBHBIM HCXOJOM), OCOOEHHO B CiIydyae HECOOJIOJCHHUS pPEKOMEHAAINI
OTHOCHUTEIILHO 3TOW KOMOWHAIINH MPENapaToB.

[lepen nmpuMeHeHHEM JaHHONW KOMOMHAIIMY JIE€KapPCTBEHHBIX MIPEenapaToB, HEOOXOIUMO yOeIUTHCS B
OTCYTCTBUH THIEPKATUEMUH U HApyIIECHUS (QYHKIMH OYEK.

PekoMeHayercss peryisipHO KOHTPOJMPOBATh KOHIEHTPALMIO KpPeaTMHWHA M Kajusl B KPOBHU:
€XKEHEENIbHO B MEPBbIN MECSL] JICUCHHS U €KEMECSYHO B IMOCIEAYIOMIEM.

Pexombunanmuvie mxanesoie akmueamopbvl njad3muHoceHa (I’TPA, aﬂmenﬂasa)

[ManuenTsl, nonyyasire UHruouTopsl AIID u nomydaromue anteruiasy Juist TPOMOOTUTHYECKON
TEpPAalMA INIPH OCTPOM HINEMUYECKOM HHCYJIBTE, MOTYT HMMETh IIOBBIIICHHBIM PUCK Pa3BUTHSA
AHT'HOHCBPOTUYCCKOT'O OTCKA. J1M-Ne000175-T1-BY

COI'NMACOBAHO

MWHUCTEPCTBOM 3[IPABOOXPAHEHNA
PECIMYBJIMKN BEJIAPYCb

Tunomensusnvie cpedcmeaa 1 6a300UNAMAMOPbL nPUkAsoM oT 23.07.2026 Ne 839
MOCNEJOBATENLHOCTL 0078

CoBMecTHOE TMPUMEHEHHE 3TUX IpenapaToB MOXET YCHWJIMBATh AHTUTHIIEPTEH3WBHOE NEWUCTBHE
nepungonpuina. [Ipy coBMECTHOM MPUMEHEHUU C HUTPOTIUIEPUHOM M JPYTUMU HUTPATAMH WU
JIPYTMMH Ba30UJIaTaTOpaMU BO3MOKHO JIOMIOJHUTENbHOE CHIKeHHe A/l

Cosmecmuoe npumeHerue mpe6yem GHUMAHUA

Anronypunon, uumocmamuuecKue u MMMVHO@@I’ZDQCCM@HE)I@ cpedcmsa, cucmemHvle
KODmuKOCWl@DOudbl u npoxaunamu()

CoBmecTHOE puMeHeHne ¢ nHruouTopamMu AII®D MOXKeT CONMpOBOXKAATHCS MOBBIIICHHBIM PUCKOM
nevikoneHuu (cM. pazzaen 4.4).

Cpeocmea 05 anecmesuu

WNuruburopsr AII® MOTyT yCHIMBATh THIIOTEH3UBHBIN A (GEKT psia CPesCTB sl 001l aHecTe3nn
(cm. pazgen 4.4).

Cumnamomumemuxu

CuMnaToMHUMETUKN MOTYT OCJIa0JIATh aHTUTUIIEPTEH3UBHBIN Y3Q ekt nuruouropon AIID.

Ilpenapamut 3010ma

Coo01anocs 0 peAKUX ciaydasx HUTPUTOUAHBIX peakiuil (¢ TAKUMU CUMITOMAaMM, KaK TMIIEpeMUs
KOXXH JiMna, TOIIHOTa, PpBOTA, FI/IHOTCHSI/ISI) Y HanuCHTOB Ha (1)0He COBMCCTHOI'O INMPUMCHCHUA
uaruoutopos AIl®D, B TOM uucine mNepuHIONpPHIA, W HWHBEKIMOHHOTO TNpernapara 30J10Ta
(aypoTuomanat HaTpus).

4.6. ®epTWIBHOCTD, 0€PEMEHHOCTb U JIAKTALUS

JlekapcTBennblii mpernapar Homumpen A @opre NpOTHBONOKAa3aH BO BpeMs OEpEeMEHHOCTH
(cm. pazgen 4.3).

JlexapctBennblii npenapatr Homunpen A @opre HE pEKOMEHAyeTcs B NEpUOJA  TPYIHOTO
BCKapMiuBaHusg. Heo0X0oaMMO OLEHUTh 3HAYMMOCTh TEPANuu AJIs MaTepu M NMPHUHATH pEIIeHHE O
MIPEKPALIEHUH TPYyAHOTO BCKApMIIMBAHUS WM O MPEKPALLECHUH [TpUeMa IIpenapara.
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JIM-Ne000175-IT1-BY COOTBETCTBYET 3KCNEPTHOMY OTUYETY
COI'NMACOBAHO ot 06.04.2026 N= 7010
MVHVICTEPCTBOM 3[]PABOOXPAHEHVIS R — - R
BepemennocTh PUcASOM OT 23.07.2026 N 839 (MOCNEAOBATENBLHOCTL 0071)

MOCNEJOBATENIbHOCTL 0078

Hnoanamuo
JlaHHbBIE 0 TIPUMEHEHUH HAAMAMI/Ia Y OEpEMEHHBIX KEHIIWH OTCYTCTBYIOT WJIM OTPaHUYCHBI (MEHEe
300 cayuaeB O6epeMeHHOCTH). JlIUTeTbHOE TTPUMEHEHNE THA3UAHBIX quypeTtukoB B III TpumecTpe
OCpEeMEHHOCTH MOXET BbI3BaTh THUIOBOJEMHIO Y MaTepH, a TakKe CHUXKCHHE MaTOYHO-
IUIAlIEHTapHOTO0 KPOBOTOKA, YTO MPUBOAMUT K (DETOITAEHTAPHON HIIEMHH U 33/€pPKKE Pa3BUTUA
J10/1a.

HccnenoBanust Ha )KUBOTHBIX HE BBISBIJIM MPSIMOTO WJIM HETIPSIMOTO TOKCHYECKOTO BO3/ICHCTBUS HA
PENPOIYKTUBHYIO (PYHKIIHUIO.

B kauecTBe MepbI MPEOCTOPOIKHOCTH PEKOMEHyeTCs M30eraTh MPUMEHEHUS HHIATAMU 1A BO BPEMsI
OepeMEHHOCTH.

Iepunoonpun

B HaCTOSIIJ_II/Iﬁ MOMCHT HET y6€I[I/IT€JII:HI>IX SMUACMHUOJIOTHICCKUX JAaHHBIX O TCPATOTCHHOM PHUCKC
npu npueme uHrHOHTOpOoB AII® B mepBoM TpumecTpe OEpEMEHHOCTH, OJHAKO HEKOTOpPOE
YBCIIMYCHUC PUCKA Hap}IH_IeHI/Iﬁ Pa3BUTHA IUI0Ja UCKIIOYUTH HCJIL34. HaI_II/IeHTKaM, IJIAaHUPYHOIITUM
OepeMeHHOCTb, CelyeT OTMEHUTh JIEKAaPCTBEHHBIN MpernapaT U Ha3HAYUTh APyTHUe TUIIOTEH3UBHbBIC
CpcacTBa, pa3pCICHHBIC AJId MPUMCHCHUSA IIPU 6€p€M€HHOCTI/I, CCJIM TOJILKO TCpanuria I/IHFI/IGI/ITOpaMI/I
ATII®D ne aBiseTcst HeoOXxoauMoit. [1pu BeIsIBIIEHNHM OEPEMEHHOCTH CIIETyeT HEMEJICHHO IPEKPATUTh
Tepanuto uaruouropamu AII® u npu HEOOXOAMMOCTH Ha3HAYUTH APYTYIO TEPAIHIO.

N3BectHO, uTo Tepanus maruoutopamu AIID Bo II u III TpumecTpax GepeMeHHOCTH OKa3bIBacT
(eToTOKCHYECKOE IEHCTBHE HA TUIOA y YeJoBeKa (CHMKEHHE (YHKLUHU MOYEK, OJUTOTHIPAMHUOH,
3aMelJieHre occu(UKalUU KOCTeH dYeperna) M TOKCHYECKOe JEeHCTBHE HA HOBOPOKIECHHOIO
(HO‘-IG‘-IHaSI HEOOCTAaTOYHOCTh, TMIIOTCH3HUA, FI/IHepKaJII/IeMI/ISI).

Ecou marmuenTka momyyana uHruOutopbl AII® co Il TpumecTtpa GepeMeHHOCTH, PEKOMEHIYETCS
MPOBECTHU YJIbTPA3BYKOBOC UCCICIOBAHUC TJIOAA AJI OICHKU COCTOSAHUA YCPLIia U (byHKI_II/II/I IIOYCK.

MaieHIIbI, MaTepy KOTOPBIX ToTydand HHruOuTopsl AII®D Bo BpeMst 6epeMEHHOCTH, JOJKHBI ObITH
TIIATeTFHO 00CTIE0BaHbI HA TPEIMET TUIIOTeH3UH (CM. pasznensl 4.3 u 4.4).

JlakTanms

JlekapctBeHHblii mnpemapar Homumpen A @opre He pEeKOMEHIyeTcs B HEepuoJl IPyTHOrO
BCKapMJIMBaHUSI.

Hnoanamuo
B Hacrosmmii MOMEHT HET JOCTOBEPHOW HWH(GOPMAIMK O BBIACICHUM WHAAMAMHJIA WIH €ro
MeTa0OJIUTOB C TPYAHBIM MOJIOKOM.

v HOBOPOXICHHOI'O MOXCET Pa3BUTHCA TMMOBBIIICHHAA YYBCTBUTCIBHOCTL K IIPOHU3BOAHBIM
CYJ'IB(I)OHaMI/II[a U THITOKAJIHNCMHMUS.

Puck JUISA HOBOpO)KI[eHHI)IX/MJ'IaI[eHHeB HCJIB3A UCKIIIOYATh.

Muganamug OIU30K 1O CTPYKTYPC K THA3UJHBIM IUYPCTHKAM, IPUMCHCHHUC KOTOPBLIX BBI3LIBACT
YMCHBIICHUC KOJIUYCCTBA I'PyAHOTO MOJIOKA HUJIN MMOAAaBJICHUC JIAKTALIUH.

WNupanamua He peKOMEHAYeTCs B IEPUO]T TPYIHOTO BCKapMIIMBaHuUs (cM. paszaen 4.3).
Iepunoonpun

BBuay orcytcTBus mHGbOpMaNUU, Kacarouleics MpUMEHEHHs MEPHHIONpUiIa B MEPHOJ TPYIHOTO
BCKApMJIMBAHUSI, €70 IPUEM HE PEKOMEHI0BaH, NPEANOUYTUTEIIbHEE TPUMEHSTh APYTUe IPENapaThl C
0ojee M3yuyeHHBIM MpoduieM O0e30MacHOCTH, OCOOCHHO MpPH KOPMJICHHMM HOBOPOXKIEHHBIX U
HEIOHOIIICHHLIX JIETEH.
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11M-Ne000175-[TI-BY
COrNACOBAHO

MWHUCTEPCTBOM 3[IPABOOXPAHEHNA
PECIMYBJIMKN BENIAPYCb
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(NOCNEOOBATENEHOCTE 0071)

DepTIbHOCTD

COOTBETCTBYET ZKCNEPTHOMY OTUETY

MOCNEAOBATENIbHOCTL 0078

Obwee ons unoanamuoa u NepuHOOnpula

HccnenoBanust penpoayKTUBHOW TOKCUYHOCTHU MOKA3aJId OTCYTCTBHE BIUSHUS Ha (DEPTUIBHOCTD Y
KpbIc 0boero nona. [lpeanonoxurensHo, BIMsIHNE HAa (PEPTUIBHOCTD y YEJIOBEKA OTCYTCTBYET.

4.7. BiusiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CpeACTBAMH M padoraTth ¢
MeXaHM3MAMH

Ob6a  nmedcTByMOIIMX  BEIIeCTBa, KakK IO  OTIACIBHOCTH, Tak W B  KOMOWHAaIUU
MHAANaMH]l + NEPUHIONPUII, HE OKA3bIBAIOT BIMSHUS HA CIIOCOOHOCTDH YIPABISITh TPAHCIIOPTHBIMU
CpeICTBaMU U pabOTaTh C MEXaHU3MAMH. Y HEKOTOPHIX MAIUEHTOB OCOOCHHO B HaYaJIe TEPAUU WIIN
MpHu A00aBICHUU K MPOBOAUMON Tepamuu APYTUX TMIIOTEH3WBHBIX MPENapaToB MOTYT BO3HUKAThH
WHIVBUAyATbHBIE DPEAKINH, CBs3aHHbIe co cHbkeHueM AJ[. BcenmeactBue 3TOro crmocoOHOCTH
yHOPaBISATh TPAHCHOPTHBIMU CPEJICTBAMU M pabOTaTh C MEXaHM3MaMU MOKET ObITh HapyIleHa.

4.8. HexeslaTesIbHbIE peaKUNU

Pesrome mpoduist 6e3onacHOCTH

[epunponpun okaspiBaeT MHruoOupytomiee aevictsue Ha PAAC 1 yMeHbIaeT BBIBEJICHHUE HOHOB
Kanusi mouykamMu Ha (one mnpuema wunHganamuaa. Y 4 % mnauveHToB Ha (OHE MPUMEHEHUS
nexapcTBeHHOro mnpemnapara Homumpen A ®opre OBLIO OTMEUEHO pPa3BUTHE TUIOKATHEMHH
(conmeprkanue Kaausi MmeHee 3,4 MMOJIB/J).

Haubosee yacTeIMH HEXeEIaTEILHBIMU PCaKuAMU SABJIAIIUCH!:

¢ JUId UHAannamMuaa: rurnokKajiucMus, pCakiiuu rmncpayBCTBUTCIBHOCTH, B OCHOBHOM KOJXHBIC, Y
ManMCHTOB, MPEAPACIIOIOXKCHHBIX K aJJICPTUYCCKUM W aCTMAaTHYCCKHUM pCaKOuiAM, U MaKyJoO-
NaImyJie3Has ChIIlb,

¢ Ui NCPpUHIAOIPUIIA: TOJIOBOKPYKCHHUC, T'OJIOBHAA 60.]11:, napeCcTe3usd, AUCTCB3HA, HAPYUICHUC
3p€HHA, BEPTHUI'O, 3BOH B yHIaX, apTepuaibHasd T'MIIOTCH3Us, Kall€Jib, OAbIIIKA, 00b B KHBOTC,
3arop, AUCHICICHUA, quapesa, TOIIHOTA, PBOTA, KO KHBIH 3YHA, KOKHasA CbIllb, CIIa3Mbl MBI U
ACTCHU.

TabauyHOE pEe3IOME HEXKENATEIbHBIX PEAKIIUI

HexxenarenpHble peaknuu, KIACCH(PHUIMPOBAHHBIE KaK BO3MOXKHO CBSI3aHHBIE C Tepamnuen
KoMITOHeHTaMu nipenapara Homumnpen A ®opre, no JaHHBIM KIMHUYECKUX HCCIEAOBAHUN U OMBITA
MOCTPETUCTPAIIMOHHOTO MPUMEHEHHS, TTIePEUUCIIeHbl B Tabiuie | Mo KiaccaMm CHCTEM OpraHOB U
aOCONIOTHOM YacToTe BCTpedaeMOCTH. YacToTa BCTPEUAEMOCTH OMPENEISIeTCS  CIIETYIOIUM
obpaszoM: oueHs yacto (>1/10), gacto (>1/100, o <1/10), mHewacto (>1/1 000, vHo <1/100), penko
(>1/10 000, HO <1/1 000), owennr peaxo (<1/10 000), gactoTra Hew3BecTHa (Ha OCHOBAaHUU
MMEIOIINXCSI TAHHBIX OLIEHUTHh HEBO3MOXHO).

Tabmuma 1
IlepeyeHb cHCTEMHO- Yacrora
OpraHHbIX KjaccoB | HexkesaTesJbHble peakiun
HNapanamun epungonpui
(COK)
MHEKIIH 1 HHBA3HH Punur - OueHb penKo
DosuHOpHITHS - HewacTo*
ArpanyionuTtos (cM. pazuen
Hapyuienus co cTopoHbl patty 4.4) (em. p OueHb penko Ouens penko
KpOBH M JIuM(paTHIeCKOH )
Armactuyeckasi aHeMust OueHb penko -
CUCTEMBI
[TanTmTONIEHUS - OdeHnp peako
Jletikonenns OueHs penko OdyeHs penko
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HexemaTeabnubIe peaKknun

HNuapanamung

Ilepungonpui

Hetitponienus (cM. pazmen
4.4)

OdeHb peako

I'emonuTHyeckas aHeMus

OueHb pesIKo

OueHb peaKo

TpomOoruTonTeHus (CM.
paznen 4.4)

OueHsb penko

Ouens peako

Hapyuienust co cTopoHsl

rHHep‘{yBCTBHTCHLHOCTL
(peaKI_II/II/I, B OCHOBHOM
KOXHBIC, Y MaTUEHTOB C

N Yacro -
MMMYHHOU CHCTEMBI MIPEAPACIIONIONKEHHOCTHIO K
AJIEPTUYECKUM U
ACTMATHYECKUM PEaKITUsiM)
CunzIpoM HeaeKBaTHOU
DOHIOKPUHHBIE CeKpeluu Peko
HapyIICHUS AHTHINYPETHIECKOTO
ropmona (CHCA/I)
lNumormukemus (cm. %
- Heuacto
paszmensl 4.4 u 4.5)
lNunepkanuemust, oopaTumas
MIpH OTMEHE Tpermapara (CM. - Hewacto*
pazznen 4.4)
Hapymenns metabonm3ma
l'unonatpuemus (cM. paznen %
W MUTaHUS Heuacto Heuacrto
4.4)
lunoxnopemus Penko -
T'unomaruuemus Penko -
unepkanpiyeMus Ouensb penko -
lM'unokanuemust Yacto -
JlabMIIEHOCTE HACTPOCHUS - Heuacto
Jenpeccus - Heuacro*
[cuxnueckue HapyIIeHHAS
Hapymenue cHa - Heuacto
CnyTaHHOCTh CO3HAHMS - Ouens peako
["osoBOKpYy KEHUE - Yacto
["onoBHas 60716 Penxo Yacro
[TapecTesus Penko Yacro
Hucres3us - Yacto
COHJIMBOCTh - HewacTo*
OOMOpOK YacToTra HEM3BECTHA HewacTo*

Hapymuienus co cTopoHbI
HEPBHOM CUCTEMBI

HNHCcynbT, BO3MOXHO
BCIIEJICTBUE YPE3MEPHOTO
cHxeHus: A/l y manueHToB
W3 TPYIITHI BEICOKOTO PHUCKA
(cm. paznen 4.4)

Ouens peako

IleueHounas
sHIIedanonaTus y
MAICHTOB C IICUCHOYHOM
HEJOCTaTOYHOCTHIO (CM.
pasnensl 4.3 u 4.4)

YacToTa HEeM3BECTHA

Hapymenue 3penust YacToTa HEM3BECTHA Yacto
Muomnus (cum. pasaen 4.4) YacToTra HEM3BECTHA -
HapyueHust co cTopoHbI HeueTkocTh 3peHust YacToTa HEM3BECTHA -
oprasa 3peHHs OcTtpas ii};};}];gﬁzronbﬂaa YacTora HeHsBecTHa i
XopuouJaabHbIN BBIIOT YacToTa HEM3BECTHA -

Bepturo Penko Yacro
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IlepeyeHb CCTEMHO-
OPraHHBIX KJIACCOB

29 N FaYayal
TTIPVIRARSONTOT Z20.U7.ZUZU IN2 00T

MOCNEJOBATENIbHOCTL 0078

He:xesaTesibHBIC peaKIul

(MOCTHER I FE f R TEOCTE 007 17

(COK) Nupanamujg Ilepungonpui
Hapyenus co cTopoHsl
oprasa ciyxa u 3BOH B ymax - Yacto
JTAOMPHHTA
Omymenne cepaneOneHus - HewacTo*
Taxukapaus - Heuacto*
CTeHOKapJ:[ZIZ )(CM. pazznen ) Ouetb peiko

Hapymenuns co ctopoHsl
cepaua

Hapymenus putma cepia
(B TOM umncne OpaguKapIus,
JKEITyA0UKOBast TaXUKapIHs
1 GUOPHILIATINS
peacepanii)

OueHsb penko

Ouens peako

Wudapkr muokapna,
BO3MOYKHO, BCIICACTBUE
H30BITOYHOTO CHIDKEHUS A ]
y MaUEHTOB U3 TPYIIIILI
BBICOKOT'O pUCKa (CM. pa3jien
4.4)

Ouens peako

[MomamopdHas
JKEITYA0YKOBAsI TAXUKAP IS
THIA «TUPYIT» (BO3MOXKHO
CO CMEpTEIHHBIM HCXOJIOM)

(cm. pasnenst 4.4 u 4.5)

YacroTra HEM3BECTHA

ApTepI/IaJIBHaH TUIIOTCH3UA

U CBSI3aHHBIC C 3TUM O4eHb penko Yacro
Hapy1ienus co cTOpoHbI | CHMIITOMBI (cM. paszaen 4.4)
COCY/IOB Backymnur - Heuyacro*
IpusuBEI - Peaxo*
Cunapom PeitHo - YacToTa HEU3BECTHA
Hapymienus co croponst | Kamens (cm. pasaen 4.4) - Yacro
JIBIXaTeIIFHOM CUCTEMBI, OpIKa - Yacto
OPraHoB I'PyAHON KIETKH bponxocnazm - HeuacTto
U CPEIOCTCHHUSA Do03uHOGUIbHAS THEBMOHHUS - Ouensb penko
Bbouib B xuBOTE - Yacto
3anop Penxo Yacrto
Huapes - Yacto
Hapymuienus co cTopoHbI Hucnencus - Yacto
eIy TIOYHO-KHUIIIEYHOT O TomHoTa Penxo Yacro
TpakTa PBoTa Heuacto YacTo
Cyx0CTh CITU3HUCTOM Perko Hewacto

000JIOYKH TOJIOCTH PTa

ITankpearur

Ouensb penko

Ouens peako

Hapymenns co cTopoHsl
MIEYEHU U
YKEJTYeBBIBOISIIIUX MTyTeH

I'enatut (cM. pazgen 4.4)

YacroTa HEM3BECTHA

OueHb pesKo

Hapymrenne ¢hyakmmm
IICUYCHU

OueHsb penko

HapymeHnus co ctopoHsl
KOKH U TIOJKOKHBIX
TKaHel

KoxHblit 3y1 - Yacro
KoxHas ceinb - Yacrto
Makyo-nanyJse3Hasi Chlllb Yacto -
Kpanusauna (cM. pasaen
P ua ( pasit OueHs penko Heuacrto
4.4)
AHTHOHEBPOTUYECKUH OTEK
OueHs penko Heuacto

(cm. pasnen 4.4)

[Typmypa

Heuacto
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€KeJaTe/IbHbIC PeaAKIIUU

(MOCTHER I FG fETEtOCTe 007

Nupanamujg Ilepungonpui
IToBsilIeHHOE
- HeuacTto
MOTOOT/CIICHUE

Peakmusa %

YacToTa HEM3BECTHA Heuacrto

(hOTOIYBCTBUTEIEHOCTH

[emdurona - Heuacto*

O6ocTpeHue ncoprasa - Penko*

MuorodopmHas 3puTemMa

Ouens peako

Toxcuueckuit
SNUJAEPMAIBHBII HEKPOJIU3

OueHsb penko

Cunnpom CTuBeHCa-
J>xoHCOHA

OueHs penko

CnasMbl MBIIIII] YacToTa HEU3BECTHA Yacto
Bo3MoxHO yXyaleHue yxe
HMeEIOIelcsT CHCTEMHOM YacToTa HeU3BECTHA -
Hapyuienus co cTopoHsl N
. . KpacHOM BOJIYaHKHU
MBIIIEYHOM, KOCTHOH 1 *
9 ApTtpanrus - Heuacto
COEIUHHUTEIILHON TKaHHU =
Mmuanrus YacToTa HEeM3BECTHA Heuacto
MeitreuHas ¢1a00CcThb YacToTa HEeU3BECTHA -
Pa6gomuonus YacToTa HeU3BeCTHA -
IToueyHnas HeJOCTATOYHOCTH OueHb pesIKo Heuyacto
Hapyenus co cTopoHsl
OcTtpast movyeqHas
HOYeK ¥ MOYEBBLIBOISIINX - Penxo
N HEIO0CTAaTOYHOCTD
nmyTen "
Amnypusi/onurypus - Penxo
Hapyuienus co cTopoHbl
epOYKTUBHOMI
perpony OpekTuiibHas TUCHYHKITUSL HeuacTo Heuacto
CHCTEMBI 1 MOJTOYHBIX
JKenes
AcTeHus - Yacto
Bboiib B rpyAHOM KJIETKE - HewacTo*
OOmue HapyeHus u "
Henomoranue - Heuacto
pEaKLMK B MECTE ”
[epugepuueckue oTeKH - Heuacto
BBEJICHUSA ”
JIuxopanka - Heuacto
IToBhIllIeHHAs YTOMJIIEMOCTh Penxo -
IToBEIIEHNE KOHIICHTPAIIHHT
HerTpal - Hewacto*
MOYEBHUHBI B KDOBU
IToBEIIEHHE KOHIIEHTPAIIMH
HerTpan - Hewacro*
KpeaTMHUHA B KPOBHU
[MunepOunmpyorHEMIS - Penko
[ToBbIIIEHHE aKTUBHOCTH
YacToTa HEM3BECTHA Penxo

JlaboparopHsie u
HMHCTPYMCHTAJIbHbIE
JaHHBIC

CIICYCHOYHBIX» (I)epMeHTOB

CHIDKeHHe TeMOTrIO0nHA U
reMaToKpHTa (CM. pa3aen
4.4)

OdeHb peako

IloBrpIICcHHE KOHICHTpAaIuu
T'JIFOKO3BI B KPOBH

YacToTa HEU3BECTHA

[ToBEIIIeHHE KOHIICHTPATTIH
MOYEBOM KHCJIOTHI B KPOBU

YacroTra HEM3BECTHA

Y nnunenne unrepBaia QT
Ha OKI (cm. pazmenst 4.4 u

4.5)

YacToTa HEeM3BECTHA
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IlepeyeHb CCTEMHO-

OpraHHbIX KjaccoB | HexkenatelbHble peaknun
Nupanamujg Ilepungonpui
(COK)
TpaBMbBI, HTHTOKCUKAIIUU U
p ’ H [Nagenne - Hewacro*
OCJIO>)KHEHHMSI MPOIIEAYP

* OHCHK& YaCTOTHhI HECXKCIATCIbHBIX pCaKHHﬁ, BBIABJICHHBIX I10 CIIOHTAHHBIM COO6HICHI/IHM, IpoBEJCHAa HAa OCHOBAaHUU
JAaHHBIX PE3YyJIbTaTOB KIIMHUYCCKUX PICCJIeI[OBaHPIﬁ.

Onucanue OTIEILHBIX HEXKEIATEIbHbIX PEAKIINN

Bo Bpems uccnenosanuii 11 u Il ¢assl, cpaBHuBarommx uHAanaMu B 103upoBke 1,5 u 2,5 mr no
KOHIIGHTPALMH KaJlus B IJ1a3Me KPOBH, ObUT YCTAHOBIIEH J10303aBUCUMBIN 3(PPEKT nHAanammuaa:

e wuHaanamuj 1,5 Mr: KOHIEHTpaIUs Kanus B mia3mMe KpoBu <3,4 MMoub/1 HaOmoganace y 10 %
MarueHToB, <3,2 MMOJIB/TT — Y 4 % manueHToB mnocie 4—6 Heaenb jedeHus. [locne 12 Hemens
JICUCHUs CpeHEE CHIDKEHUE KOHIIGHTPAIMK Kallus B Tu1a3Me KpoBU cocTtaBuiio 0,23 MMOJIB/II.

e uHAAanamuja 2,5 Mr: KOHIEHTpalUs Kanus B mia3Me KpoBu <3,4 MMoub/1 HaOmroaanace y 25 %
nanueHToB, <3,2 Mmoib/i1 —y 10 % manuenToB mociie 4—6 Henxenb nedenus. [locne 12 Henensb
JICUEHUs CpeIHEE CHIDKEHUE KOHIIGHTPAIMK Kallus B Tu1a3mMe KpoBu coctaBuiio 0,41 MMOJIB/II.

Coo011eHne 0 Moa03pEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

Baxno COO6H_IaTL 0 TOoAO3PCBACMBIX  HCKCJIATCJIBHBIX  PCAKIHUAX IIOCIIC  PErucTpanuun
JICKAPCTBCHHOT'O IIpf€riapaTta € LCJIbIO oOecreueHus HCIIPCPLIBHOI'O MOHUTOPUHIAa COOTHOIICHUA
«I10JIb3a — PUCK» JICKAapCTBCHHOI'O IIpC€Iiapara.

MeauuuHcKUM pabOTHUKAM PEKOMEH]IYETCsl COOOIIATh O JTH0OBIX MOI03PEBAEMBIX HEXKENATEIbHbBIX
peakiMsX JIeKapCTBEHHOI'O TIpernapaTa 4Yepe3 HalUOHAIbHbIE CHUCTEMBl COOOLIEHHA O
HE)KEJaTeIbHbIX PEAKLUAX FOCYJapCTB — YICHOB EBpa3uiickoro 53KOHOMHUYECKOr0 COH03a.

Poccuiickas @edepauus

denepasibHas ciryx0a 1Mo Haa30py B cdepe 3apaBooxpanenus (Pocsnpasramzop)
Anpec: 109012, r. Mocksa, CnaBstHCKasl miiomanp, 1. 4, ctp. 1

Ten.: +7 (800) 550 99 03 ggPﬁ(ﬁ%gBrRaB

On. nmoura: pharm@roszdravnadzor.gov.ru unu npr@roszdravnadzor.gov.ru MUHACTERCTaOM SIPABOOXEAHEHA

http://roszdravnadzor.gov.ru A e Ne 839
MOCNEQOBATENIEHOCTEL 0078

P€CHV6JZMKCI ADM@HM}Z

I'HKO «IleHTp aKkcniepTU3bl JEKAPCTB U METULIMHCKUX TEXHOJIOTHI»

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

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

lNopsiuast auHMS OTIETIa MOHUTOPHHTA Oe3omacHocT ekapeTs: (+374 10) 20 05 05, (+374 96) 22 05
05

On. nouta: info@ampra.am, vigilance@pharm.am

http://pharm.am

Pecnybauxa benapyco

VII «lleHTp 3KCrepTU3 U UCIBITAHUM B 34PABOOXPAHCHUN
Anpec: 220037, r. Munck, ToBapunieckuit niep., 1. 2a
Ten.: +375 (17) 242 00 29

®axc.: +375 (17) 242 00 29

On. moura: repl@rceth.by

http://www.rceth.by
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 06.04.2026 N= 7010

(NOCNEQCBATENEHOCTE 0071)

P€CHV6JZMKCZ Kazaxcman

PI'TI na IIXB «HauuoHanbHBIA LEHTP 3KCHEPTU3bl JICKAPCTBEHHBIX CPEICTB W MEIULMHCKHX
m3nenuiny  Komurera MeaummHCKOTO ©  (apMaleBTHYECKOTO0  KOHTPOJsi MUHHUCTEpCTBa
3npaBooxpanenus PecnyOnuku Kazaxcran

Anpec: 010000, r. Acrana, paiion baiikonsip, yi. A. Imanosa, 13 (BL «Hypcaynet 2»)

T+
Tew.: +7 (7172) 235 1.35 JIM-Ne000175-IM-BY
On. moyta: farm@dari.kz COIMACOBAHO
http://vwww.nddakz o B0
nPUKA3OM OT 23.07.2026 Ne 839
Kuipevizckas Pecnybnuka MOCNEJOBATENLHOCTHL 0078

JlemapTaMeHT JIEKApCTBEHHBIX CPEICTB W MEOUIMHCKUX M3Aenuil npu MuHucCTEpCcTBE
3npaBooxpanenus Keipreizckoit Pecryonuku

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

Ten.: +996 (312) 21 92 78

On. mouta: pharm@dlsmi.kg

http://dlsmi.kg

4.9. Ilepeno3upoBka

Cumnmompwi

HaunGomee BepoOSATHBIM CUMITOMOM IEPEI0O3UPOBKH SBIISCTCS apTepuaibHas THIIOTCH3US, HHOT/IA B
COUYETaHWH C TOIIHOTOH, PBOTOM, CyJOpOTaMu, TOJOBOKPYKEHHUEM, COHIIMBOCTHIO, CITyTAHHOCTHIO
CO3HaHMS, OJUTYPHEH, KOTOpass MOXKET MEPEHTH B aHypHIO (B pe3ysibTaTe THIOBOJCMHH). Takke
MOTYT BO3HHKATh BOJHO-3JICKTPOIUTHBIC HAPYIICHUS (TUTIOHATPUEMHUS, THIIOKATHEMHUS ).

Jlevenue

[TepBBie Mepbl, KOTOPbIE HEOOXOAMMO MPEANPUHSATH, COCTOSAT B OBICTPOM BBIBEICHUU MPUHSITOTO
mpemnapara: MPOMBIBAaHUE >KEITyJKa W/WIA TPHEM aKTUBUPOBAHHOTO YIUISI C TMOCIEAYIOIINM
BOCCTaHOBJICHUEM BOJTHO-3JICKTPOJIUTHOTO OanaHca B yCIOBUSAX CIICIUATH3UPOBAHHOTO IIEHTPA.

B cnyuae BbIpakeHHOTO CHMKeHUs A/l cienyeT MmepeBecTH MallMeHTa B MOJIOXKEHHUE «Ieka» Ha
CIIUHE C MPUIOAHATHIMU HOTaMHU.

HpI/I H€O6X0)II/IMOCTI/I MOJKET OBITH BBIIOJHEHO BOCIHOJHEHHE OO0BeEMa KHUIAKOCTU IIYTEM
BHYTPUBEHHOH MH(Y3UN N30TOHHUECKOTO COJICBOTO pacTBOpa (HarpuMep, BHYTpUBEHHAst HH(Y3HUs
0,9 % pacTtBOpa XJI0pHIa HATPHSI) WU JTFOOBIM IPYTUM CIIOCOOOM BOCTIOJTHEHHUS 00BheMa KUIAKOCTH.
[epunponpuiar, akTUBHas popMa MEPUHAONPUIIA, MOKET ObITh yIaJICH U3 OpPraHU3Ma C MOMOIIBIO
nuanu3a (cMm. pazzaen 5.2).

5. DPAPMAKOJOT'MYECKHE CBOMCTBA
5.1. ®apmakoguHAMHYeCKHe CBOMCTBA

dapmakoTeparneBTHUECKas rpyIa: CpeicTBa, AeHCTBYIOLINE HA PEHUH-aHTHOTEH3UHOBYIO CUCTEMY;
WHTUOUTOPHI aHTHOTeH3UHIIpeBparaomero pepmenta (AIID), komOnnammu; naruouTopsl AIlD n
Ty PETUKU.

Kox ATX: CO9BA04

Mexanusm geficTBus

Honunpen A @opme

KOM6I/IHaI_II/I$[ HHAaNaMuaa 1 NICPpUHAOIIPpHUIIa YCUIINBACT aHTUTUIICPTCH3UBHOC JIEUCTBUE KaXKI0Ir0 U3
HUX.
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ot 06.04.2026 N= 7010

(NOCNEOOBATENEHOCTE 0071)

Hnoanamuo

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

WNupganamun oTHOCUTCS K Tpynne cylab(OHaMUIOB, 1O (HapMaKOJIOTHYECKUM CBOMCTBAM OJIM30K K
THA3UIHBIM JHypeTukam. MHaanaMua nHruOupyer peadcopOIiio HOHOB HATPUS B KOPTHKAJIHLHOM
CermMeHTe NeTH [ eHne, 4To NPUBOJUT K YBEJIMUECHUIO BBIBEJCHUS [TOYKAMHA HOHOB HaTPHs, XJIOpa U
B MEHBUIEH CTENIEHU NOHOB KaJIMsl U MarHusl, yCUJINBas TEM caMbIM AUYpe3, U cHuxkas A/l

Iepunoonpun

[lepungonpun — HMHTHOUTOP (epMEeHTa, MPEBpAINAIONIET0 AHTHMOTeH3MH | B aHrmoreHsuH Il
(marHOUTOp AIID. ATI®, nnu kuHMHA3a 11, ABISETCS SK30MENTHIa301, KOTOPask OCYIIECTBIISET KakK
IIpeBpallcHUE aHTHOTEH3HMHA | B coCy1oCyKHBaroLee BEeCTBO aHrnoTeH3uH I, Tak u paspyienue
OpasMKMHIHA, 00J1aJal0IIEro COCYI0PaCIIUPSIONIM JeHCTBUEM, 1O HEAKTUBHOTO MeNTarenTH Ia.

B pesynbrare nepuHAONpUIIL:

® CHIDKAeT CEKPEIHIO alIbJI0OCTEPOHA;

® [0 NMPHUHLMITY OTPULATENLHONW OOpaTHOH CBS3U YBEJIMYMBAET AaKTUBHOCTh PEHHMHA B ILIa3Me
KpOBH;

® [IpU [UTUTEIHHOM NMPUMEHEHUH YMEHBIIAET 0011Iee neprudepuIeckoe COCYIUCTOE COMPOTUBIICHUE
(OIICC), uro 00yCIOBIEHO, B OCHOBHOM, JCHCTBMEM Ha COCYJIbI B MBIIIIAX U TOYKaX. DTH
3¢ GeKThl HE COMPOBOXKIAIOTCSA 3aJCPKKOH HOHOB HATPUS M JKUIAKOCTH WIH Pa3BHTHEM
pedAeKTOpHON TaXUKapIUH.

[lepunaonpun HopManu3yeT paboTy MUOKap/a, CHIKas MIPEIHArpy3Ky U MOCTHArPY3KY.

[Ipy wm3yueHum mOKasaTene TEMOAMHAMHUKM Yy MAIlMEHTOB C XPOHUYECKOM CEpIeYHON
HegoctaToyHOCThIO (XCH) Ob110 BBISBICHO:

®  CHHJKEHHE JIABJICHUS HATIOJHEHHMS B JIEBOM U MPABOM XKEITYI0UKAX CEPILIA;

e cumxenune OIICC; TMN-Ne000175-T TI-BY

e yBEIMYEHHE CEPAEUHOrO BHIOPOCA; COINMACOBAHO
MWHUCTEPCTBOM 3[0PABOOXPAHEHUA

®  YCHJIEHHE MBINIEYHOTO NEPHPEPUUECKOrO KPOBOTOKA. PECIYBIMKI ENAPYCh
MPUKA3OM OT 23.07.2026 Ne 839

dapmakouHaMUIEcKne dQPEKThI [IOCTENORATENRHOCTE DOT8

AunmueunepmenszusHoe oeticmaue

Hoaunpen A @opme

JlexapctBennblil npenapaT Homunpen A ®@opre okas3blBaeT 10303aBUCUMOE aHTUTHUIIEPTEH3UBHOE
JEHCTBHE, KaK HAa AUACTOJIMYECKOE, TaK U HAa CUCTONMYECKOoe A/l Kak B IOJIOKEHUU «CTOS», TAK H
«IeKa». AHTHUTHUIEPTEH3MBHOE JEHCTBHE coxpaHsercs B TeueHue 24 4. CraOuibHBINA
TepaneBTHUECKU 3(deKkT pa3BuBaeTcsi MeHee 4eM uepe3 | Mecsll OT Hayajla Tepanuu U He
compoBokaaeTcs Taxuduuakcuei. [lpekpaiienue geueHnst He BBI3BIBACT CHHIPOMA «OTMEHBD.

JlexapctBennblii mpenapar Homumpen A @opre yMeHbIIAET CTENEHb TUIEPTPO(HH JIEBOTO
xenynouka (I'JIK), ynydmaer snactuuHocTs aptepuii, cHnkaer OIICC, He BiusieT Ha MeTaboIu3M
TUTUI0B (00U X0JIECTEPHH, X0JIECTEPUH JTUTTONPOTENHOB BhICOKOU tutoTHOCTH (JITIBIT) 1 JITTHII,
TPUIIIMLIEPUBI).

JlokazaHo BIMsSHHE MPUMEHEHHS KOMOMHAIIMY WHAanamuaa u nepunaonpwia Ha ['JK B cpaBHeHUHN
C JHaJampwioM. Y MalMEeHTOB ¢ aprepuanbHoi runepreHsueil n ['JDK, monywaBmmx Ttepamnuto
nHaanamMuom 0,625 Mr/mepuHAONPUIOM SpOYMHUHOM 2 MTI (3KBUBAJICHTHO 2,5 MT' NEPUHIONPHUIIA
aprUHUHA) WIK SHAJTANPWIoM B Ao03e 10 Mr oAuH pa3 B CYTKU, U MPU YBEIUYECHUH J103bI HHAATIAMUIA
710 2,5 MT" ¥ IepuHI0TpUiia 3pOymMuHa 10 8 Mr (3kBUBajieHTHO 10 MT mepuHAONpUIa apruHUHA), UITH
sHanmanpuia 10 40 Mr oAMH pa3 B CyTKH, OTMEUEHO OoJjiee 3HAaYMMOE CHIDKEHHE MHJIIEKCAa MacChl
nesoro kenynouka (MMJDK) B rpynme wHIanmamMua+mnepHHAONPHII O CPaBHEHHUIO C TPYIION
sHananpuia. [Ipu sTom Hambosnee 3HaunMoe BiausHue Ha MMJDK ormewaercs mpu nmpUMeHEHHU
WHJanaMua 2,5 Mr/mepuHaonpuia 3poyMuHa 8 Mr.
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ot 06.04.2026 N= 7010

(0 B L HOCTE 00711
Takxe oTMeueHo Oojiee BEIPKEHHOE aHTHTUIIEPTCHIUBHOE ILFJEICTBI/—Ilg (ﬁbHEE&Lk/IIéI/I‘HM O'BaHHE)I/I

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Tepanuy WHAAMAMHIOM U MIEPUHIOTPUIIOM MO CPABHEHUIO C SHATIAPUIIOM.

VY manueHToB ¢ caxapHbIM AuabeToM 2 Tuna (CpeJHHe MoKa3aTean — Bo3pacT 66 JeT, UHIAEKC MacChl
Tena 28 Kr/M%, IIMKo3UIMpoBanHblii remorno6oun (HbAlc) 7,5 %, AJl 145/81 MM pr. CT.) U3ydanoch
BIMsIHUE (PUKCHPOBAaHHOW KOMOWMHAIMM HMHIANAMHUITTICPUHAONPUI HAa OCHOBHBIE MHKpPO- H
MaKpOCOCYAUCTBIE OCJIOKHEHUS B JIONOJHEHUE KaK K CTAHJApTHOW Tepamuu AJs TIITMKEMHYECKOro

KOHTPOJIS, TaK U K CTPATETUu MHTEHCUBHOTO TiukemMuueckoro koutpoist (MI'K) (uenesoit HbAlc <
6,5 %).

YV 83 % mnauuMeHTOB OTMeuanach aprepuainbHas runepreHsus, y 32 % u 10% — Makpo- u
MHUKPOCOCYIUCTBIE OCTOXKHEHUs, ¥ 27 % — MUKpoanbOyMUHYypuUs. BOJBIIMHCTBO MAallMEHTOB Ha
MOMEHT BKJIFOUYEHHMSI B MCCIIEJOBAHHE MTOJIy4aJIU TUIIOTTIMKEMUYECKYIO Tepamnuto, 90 % nannueHToB —
TUINOTIMKEMUYECKHUEe CpeCcTBa Ui npueMa BHYTpb (47 % mauumeHToB — B MOHOTepanuu, 46 % —
TEpaNnuIo ByMs Ipenaparamu, 7 % — Tepanuio Tpems npenaparamu). 1 % manueHToB mHoiayvan
HMHCYJIMHOTEpanuio, 9 % — Toapko quetorepanuio. [IponsBoaHbie cynbPOHUIMOYEBUHBI TPUHUMAIH
72 % mnauueHToB, Metdpopmun — 61 %. B kauecTBe comyTcTBYyIOmIEH Tepanuu 75 % MalUEeHTOB
MOJTy4aJii TUIIOTEH3UBHBIE CPENICTBA, 35 % MallMeHTOB — TUITOJIUIIUEMUYECKHE CpeIcTBa (TIaBHBIM
obpazom, uaru6uTopsl ' MI'-KoA-penykrassl (cratunbl) — 28 %), alleTUICAIUIIAIOBYIO KUCIIOTY B
KauecTBE aHTUArperaHTHOI'O CPEJICTBA U JIpyTHe aHTUarperantuele cpeactna (47 %).

[locne 6 Hemenabr BBOAHOIO NEPHOJA, BO BpEMsi KOTOPOTO MALMEHTHl MOJydYalud TEpaIuio
MIePUHIOTPUIIOM/UHIATIAMUIOM, OHH DPACTIPENESUTUCh B TPYNIY CTaHAAPTHOTO TIMKEMHYECKOTO
koHTponss wnu B rpynmy MI'K (nekapcrBennsiii mpenapat Juaberon MB ¢ BO3MOXXHOCTBIO
YBEITUYCHUS 10361 10 MaKCUMaIbHOU 120 MI/CyTKH Wi 100aBICHUE IPYTOTO THIOTITMKEMHYECKOTO
CpelCTBa).

B rpynne UT'K (cpennsas nponomkuTenbHOCTh Habmonenus 4,8 ner, cpeaunit HbAlc 6,5 %) no
CPaBHEHMIO C TPYIIOH cranmapTHoro kKoHTpouss (cpemnuii HbAlc 7,3 %) mokazaHo 3Haummoe
cHmwkeHne Ha 10 % OTHOCUTENBHOTO pHUCKa KOMOMHHMPOBAHHOM YacTOTbl Makpo- U
MHUKPOCOCYAUCTBIX OCTIOKHEHUIA.

[IpenmymiecTBO OBLIO JOCTUTHYTO 33 CUET 3HAYMMOTO CHHKECHHSI OTHOCUTEILHOTO PHCKA: OCHOBHBIX
MHUKPOCOCYAUCTBIX OCTIOKHEHUH Ha 14 %, BOSHUKHOBEHHSI U MIPOrpeccupoBanus HedponaTuu Ha 21
%, MUKpoabkOymuHypuu Ha 9 %, mMakpoansOymunypuu Ha 30 % W pa3BUTHS OCIOXKHCHHHA CO
CTOpOHBI oyek Ha 11 %.

. JIM-Ne000175-ITl:BY
HpeI/IMyIIIGCTBa THIIOTCH3WMBHOU TCPAIIMU HE 3aBHCCIIM OT NPCUMYUICCTB, HO@@"K’IM@

UTrK. MUHUCTEPCTBOM 3[PABOOXPAHEHWS
PECTYBIVKM BENAPYCb

Hno P NMPUKA3OM OT 23.07.2026 Ne 839

rHOanamuo MOCNEAOBATENLHOCTL 0078

AHTUTHIIEPTEH3UBHOE JIEHCTBUE MPOSBIISAETCS IPU IPUMEHEHUU TIpernapara B 103aX, OKa3bIBaIOLINX
MHHHMMAaJIBHOE JUYPETUYECKOE NEHCTBHUE.

AHTUTUNIEPTCH3UBHOE [JEHCTBUE HMHIANaMHa CBS3aHO C YIYYIICHHEM 3JIaCTHYECKUX CBOMCTB
KpynHbIX apTepuii, ymenbienuem OIICC.

Wupanamun ymensmaer crenedb [JDK, He BausieT Ha KOHIEHTPALUIO JHUIKOB B IJIa3Me€ KPOBU:
TPUIIHLEPUAOB, obmero xonecrepuna, JIITHII, JIIIBII; yrneBoanbiii oOMeH (B TOM 4ucie y
MAIMEHTOB C COMYTCTBYIOIIUM CaxapHbIM IUA0ETOM).

Ilepunoonpun
[Mepungonpuin 3¢ (HeKTUBEH B TEpalTuU apTePHUATLHON TUIIEPTEH3UH JTF000H CTENCHH TSHKECTH.

AHTUTHIIEPTCH3UBHOE JICWCTBHE IIpemapara JOCTUTaeT MakKcuMyMma depe3 4-06 4YacoB IOCIe
OJTHOKPATHOTO MpHEMa BHYTPb U COXpaHseTcs B TeucHue 24 yacoB. Uepes 24 yaca mocie mpueMa
npemnapara HabrogaeTcs BeipaxkeHHoe (Topsiaka 80 %) octarounoe naruoupoBanue AlID.
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COOTBETCTBYET ZKCTNEPTHOMY OTHETY

ot 06.04.2026 N= 7010

o o B HOCTRO071]
IlepuHonpun OKa3pIBa€T aHTUTUIIEPTCH3UBHOE NECWCTBUE V'Il—'la'l_[I/l';llg[%B' I;'caII FCJ_MKOI/IT"T&K I/I1 c

HOpPMaJIbHOW aKTUBHOCTHIO PEHHHA B TJIa3Me KPOBHU.

CoBMecTHOE IIPUMCHCHUC TUA3UIHBIX AUYPCTHUKOB YCUIINBACT BBIPAKCHHOCTb
AHTUTHUIIEPTEH3UBHOTO nekicTBus. KpoMe atoro, komOouHupoBanune nHruoutopa AIID u tnazumaHoro
JIMYypeTUKa TakKe NPUBOAUT K CHIDKCHHIO PHUCKAa PA3BUTHUS THIOKAIMEMUH Ha (OHE mpHema

JUYypPETHUKOB. NM-Ne000175-IT1-BY
COINMACOBAHO
Kinanueckast 53 heKTUBHOCTE U 0€30IMaCHOCTD MVHWCTEPCTBOM 3[IPABOOXPAHEHISE
PECMNYBJIMKU BEJNNTAPYCb
o MPUKA3OM OT 23.07.2026 Ne 839
sotinas 6aroxada PAAC NOCNENOBATENLHOCTL 0078

HNwmerorcsa JAHHBIC KIIMHUYCCKUX I/ICCJIC,Z[OBaHI/Iﬁ KOMGHHI/IpOBaHHOﬁ TCpanru C NPHUMCHCHUCM
naruoutopa AII® ¢ APA II.

HpOBOIII/IJII/ICB KIIMHUYCCKUEC HCCICAOBaHHUA C Y4YaCTUCM IMAlMCHTOB, HMCIOMIUX B AHAMHC3C
CEP/ICUHO-COCYUCTOE WM IIepeOpoBacKysipHOE 3a00JieBaHUE, MO0 caxapHbIM AuadeT 2 Tuma,
COTIPOBOXKAAIOIIUNICS TTOATBEPKICHHBIM MOPAKEHUEM OpTraHa-MUIICHU, a TaKXKe HCCICIOBAHUS C
y4acTHEM MAIlUEHTOB C CaXapHbIM I1a0eToM 2 THUIIA U JUA0ETHIECKON HedpormaTHe.

JlaHHBIE HMCCNEIOBaHMS HE BBIIBIIIM Y TMALMEHTOB, MOJYYaBIIMX KOMOMHUPOBAHHYIO TEparMmio,
3HAYUMOTO TMOJIOKUTEIBHOTO BIHUSHHUS HAa BO3HWKHOBEHHE MOYEYHBIX W/MIU KapIAHOBACKYJISPHBIX
COOBITHI M Ha MOKAa3aTeld CMEPTHOCTH, B TO BPEMs KaK PUCK Pa3BUTHUS THIEPKATUEMHUH, OCTPOU
MOYE€YHOW HEIOCTATOYHOCTH W/WIM apTepHalIbHOM THIOTEH3UM YBEIMYMBAJICS 1O CPaBHEHHUIO C
MalUEeHTaMHU, [10JIy4aBIIMMU MOHOTEPAIIHIO.

[IppynuMas BO BHUMaHHE CXOXHE BHYTPUTPYIIOBbIE (PapMakoJIMHAMHYECKHE CBOMCTBA
unaruoutopoB AIID u APA 11, nanHbIe pe3yabTaThl MOXKHO OXHUAAThH I B3aUMOJICUCTBUS JIFOOBIX
JIPYTUX MperapaToB, MpeacTaButenieil kiaccoB nHruoutopos AII® u APA II.

[Toaromy mpotuBonokazano npumeHerne HruOuTopoB AIID B couetanuu ¢ APA Il y manueHToB ¢
TUA0ETUIECKON HePOITaTHEe.

WwmeroTcst AaHHBIE KIMHUYECKOTO HCCIIEOBAHUS IO HW3YyUEHHIO MOJOKUTEIBHOTO BIUSHHS OT
no0aBIeHMs aTMCKUpPEHa K cTaHAapTHOU Tepanuu uaruouropom AII® unu APA Il y nauueHTos c
caxapHbIM auaberoM 2ITuna M XpOHMYECKUM 3a00JI€BaHHMEM IOYEK WIH CEpleYHO-COCYAMCTHIM
3a0oJeBaHneM, TUOO MMEIONINX COYeTaHHe ITHX 3aboneBanuii. VccienoBanue ObIIIO IpeKpamieHo
JOCPOYHO B CBSI3M C BO3POCILIMM PUCKOM BO3HHUKHOBEHHS HEKeNaTeNbHBIX McXoJoB. CepledHo-
COCYIIUCTast CMEPTh M MHCYJIBT BO3HUKAJIM YaIIe B TPYIIIE MAI[HEHTOB, MOIYYaIOIUX aTHCKUPEH, IO
cpaBHeHMIO ¢ rpymnnoi mianebo. Taxke HexenaTelbHbIE SIBICHUS U CEpbe3HbIE HEXKellaTelbHbIe
SBJICHHUSI 0COOOTO MHTEepeca (TMIepKaIneMusi, apTepruaibHas THIIOTCH3US W HApYIICHUs (QyHKIHH
MOYEK) PETUCTPUPOBAINCH Yallle B TPYIIINE aTMCKUPEHa, YeM B TpyIIIe mianedo.

5.2. ®apmakokuHeTHYECKHUE CBOWCTBA

Homunpena A @opre

CoBMecTHOE NPUMCHCHUC MHAAlIaMUa U ICPUHAOIIPHUIIa HC U3MCHACT UX q)apMaKOKI/IHeTI/I‘IGCKI/IX
XaPAKTCPUCTHUK IO CPAaBHCHUIO C UX Pa3ACIIbHbIM MPUMCHCHUCM.

WNHpanamun
Abcopbyus
WNupanamug OBICTPO U TMIOTHOCTHIO a0COPOMPYETCS U3 JKEITYA0YHO-KHIIIEYHOTO TPAKTA.

MaxkcrManbpHas KOHIICHTpalus B IIa3Me KPOBH JIOCTUIaeTcs yepe3 1 4ac mocie npuema mnpemnapara
BHYTDb.

Pacnpeoenenue
CBs13b ¢ OenKaMH IJ1a3Mbl KPOBU COCTaBISIET 79 %.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 06.04.2026 N= 7010

Buompancgopmayus u snumunayus (MOCNEOOBATENBHOCTS 0071)

[lepuon nomyswiBenenusi (Ti12) cocraBnser 14-24 wyaca (B cpemHem 18 wyacoB). IloBTopHOE
IIPUMEHEHHE IIpernapara He INPUBOJUT K €r0 KyMyJSILUU B OpraHu3Mme. BBIBOAUTCS B OCHOBHOM
noukami (70 % oT BBeZIEHHOM J103b1) U Uepe3 KulieuHuk (22 %) B popme HeaKTUBHBIX META0OIUTOB.

Ocobvle epynnvi nayueHmos

Tloueunasa nedocmamouyHocms JM-Ne000175-IT1-BY

COI'NMACOBAHO

" MNHUCTEPCTBOM 3[JPABOOXPAHEHNSI
VY nanMeHToB ¢ MOYEYHOU HEJOCTATOUHOCTHIO q)apMaKOKI/IHeTI/IKa HC U3MCHACTst! PECWEHMKMHEEH APVCL

NMPUKA30M 0T 23.07.2026 Ne 839
HGQI/IHZ!OHQI/IJ'I MOCNEAOBATENLHOCTL 0078

Abcopbyus u 6uodocmynHocms

[Tocne mpuema BHYTph NEPUHAOIIPHIT OBICTPO BCACHIBACTCS, M MMUKOBAs KOHIICHTPAIUS IOCTUTACTCS
B TeueHue | uaca. Ilepuon mnosyBbIBeneHMs NepUHAONpWIAa paBeH | wacy. buomocTymHOCTb
cocTtaBirsteT 6570 %.

[Tpuem nummum 3ameUIsIeT MPeBpalleHue NEPUHAONPUIA B IEPUHIONPUIIAT, TAKUM 00pa3oM, BIHAS HA
O6uonocTynHocTh. IloaTOMY MEepUHIONPMII CleayeT NPUHUMATh OAMH pa3 B CYTKH, YTPOM, Mepen
MIPUEMOM IUILIH.

Pacnpeoenenue

OOBeM pacripeniesieHus] HECBS3aHHOTO TEPUHJIOINpUIIaTa COCTaBIsAeT npubnusutensHo 0,2 /K.
Ces3p mepuHIONpHWIATa ¢ OeJKaMH TUIa3Mbl KPOBH, TJIaBHBIM o0paszom ¢ AIlID, 3aBucut ot
KOHIIEHTpaLlUU NEPUHONIPUIIA U cocTaBiseT 0koio 20 %.

buompancgopmayus

[Mepurnonpun npeacrapisieT coboi mponaekapcTBo. 27 % OT 00IIeT0 KOTUYeCTBa MPUHSATOTO BHYTPb
MEPUHJIONPUIA TOCTYMAaeT B KPOBOTOK B BUJE aKTUBHOrO MeTabonuTa nepuHaonpuiata. [lomumo
aKTUBHOTO  MepuHAonpuiaTa oOpasyroTcs eme 5  MeTaboiIWTOB, HE  00JIaJaronIux
(hapmakoornyecKkol akTUBHOCTHIO. [IMKOBas KOHIEHTpalusi MEepUHAOINpHIATa B IIa3Me KPOBU
JIOCTUTaeTCsl B TeUeHHE 3—4 4acos.

Onumunayus

[lepunaonpuiatr BEIBOJUTCS W3 OpraHM3Ma MOYKAMHU, M KOHEYHBIH mepuoa mnonyBbiBeacHus (T1/2)
CBOOOIHOW (DpaKIMU COCTABISIET OKOJO 17 4YacoB, B pe3ysbTare 4ero PaBHOBECHOE COCTOSHHE
JOCTHTAeTCs B TCUEHHE 4 CYTOK.

Jlunetinocms (Heauneiinocms)

bbuta mponeMOHCTpUpOBaHAa JMHEMHAs 3aBUCUMOCTh MEXKIY [030M TNEpUHAONPWIA U  €ro
KOHIICHTpALMEH B IJIa3Me KPOBH.

Ocobvle epynnbi nayuenmos

Jluya noicunozo 6os3pacma

BriBenenre nepuHAONpUIaTa CHUKACTCS Y MOKUIBIX MALIMEHTOB, a TAKXKE Y MALIUEHTOB C CEPACUHOMN
I IIOYEYHOM HEJIOCTATOUYHOCTBIO.

Toueunas nedocmamoynocms

[Tpu HapymeHUN (YHKIWU TOYEK JKEIAaTeIbHO KOPPEKTUPOBATH 103y B 3aBUCHMOCTH OT CTETICHU
Hapymenus (KK).

g uaius3

JlManu3Hbli KIMpEeHC NepuHIonpuiiaTa coctapiser 70 MiI/MuUH.
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(NOCNEQCBATENEHOCTE 0071)

Luppos neuenu

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

DapMaKOKMHETHKA IEPUHIONPUIIA Y TALIUEHTOB ¢ HUPPO30M II€YCHU HOCUT U3MEHEHHBIN XapakTep:
[IEYCHOYHBIN KIIMPEHC HCXOJHOM MOJIEKYJIBI CHUKEH B JIBa pas3a. TeM He MeHee, KOJIUYECTBO
oOpasyrolierocs NEpUHAONPUIATA HE YMEHBIIAETCS, M, CIEAO0BATENbHO, KOPPEKLMU A03bI HE
TpeOyetcs (cM. paznensl 4.2 u 4.4).

5.3. JlaHHblIe TOKJIUHNYECKOH 0€30IaCHOCTH

KoMOunanms nHnanaMua 1 NepuHIONPIIIAa 00J1a1aeT HECKOIBKO O0IbIel TOKCUYHOCTBIO, YEM €€
KOMITOHCHTBI. [loueuHble TPOSBICHUS, IO-BHIUMOMY, HE YCHIIMBAIOTCI Yy Kpbic. OmHaKo
KOMOMHAIIHSI BBI3BIBACT KENYAOYHO-KUIIIEYHYIO TOKCHYHOCTh y CO0aK, a TOKCHUECKOE BO3CHCTBHE
Ha OepEeMEHHBIX CAMOK, TTO-BHIUMOMY, YCHIMBACTCS Y KPBIC (TI0 CPABHEHUIO C TIEPHHIOTIPUIIOM).

Tem He MeHee, 3T TOOOYHBIE APPEKTH MPOSBISIIOTCS MPH YPOBHSAX, 3HAYUTEIHHO MPEBBIIIAIOLIIX
HCIIO/Ib3YyEMBIE TEPANIEBTUUECKHUE J03bI.

JIOKIMHUYECKHE UCCIIEeI0BAHUSI, TPOBEJACHHBIE OTMEIBHO C MEPUHAONPUIOM U HHAAMAMHUAOM, HE
BBISIBUJIM T€HOTOKCUYECKOTO WJIM KaHIEPOreHHOro moTeHiuana. MccnenoBanus pernpoayKTUBHOM
TOKCUYHOCTH HE BBIIBUIM HSMOPUOTOKCUYHOTO WM TEPATOTEHHOTO JEWCTBHUsS, BIUSHUE Ha
(bepTUILHOCTD OTCYTCTBOBAJIO.

JIM-Ne000175-IT1-BY
» COIMIACOBAHO
6. (I)APMAHEBTHqECKI/IE CBOHUCTBA MVHVCTEPCTBOM 8[1PABOOXPAHEHWIS
PECIYB/VIKV BENAPYCb
nPUKA3OM 0T 23.07.2026 Ne 839
6.1. Hepeqem, BCIIOMOraTeJIbHBbIX BEIIECCTB NOCELOBATENLHOCTL 0078

Aopo:

JlakT03b1 MOHOTHAPAT

Marnus creapat

ManbTOIEKCTPUH

KpeMHuust aoKcH KOJIJIOUTHBIN O€3BOIHBIN
KapOokcumeTriikpaxman HaTpus (Tt A)

Obonouka nieHouHas:
['muuepon
[unpomeniosa
Makxkporoin 6000
Maruus creapar
Turana quokeun (E171)

6.2. HecoBmecTnMoOCTD

He npumennmo

6.3. Cpox rogHoCTH (CPOK XpaHEHHsI)

3 roga.

6.4. Oco0Obie Mepbl MPEAOCTOPOKHOCTH NPH XPAHECHUHU

Xpanuts pu Temieparype He Boiie 30 °C.

6.5. Xapakrep u coaep:kaHue YNaKOBKH

ITo 30 TabneTok BoO (h1akoHE U3 MOJUMPOINUICHA, CHA0KEHHOM J103aTOPOM U MPOOKOMA, copeprkarien
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MIEPBOTO BCKPBITHSI.
VYnakoexa ona cmayuonapos:

ITo 30 TabneTox BO rakoHe U3 MOTUTIPONUIICHA, CHAO)KEHHOM J03aTOPOM M MPOOKOM, coaepIKaIieit
BIaromnoriomaromuii renb. [1o 3 ¢rakoHa ¢ paBHBIM KOJIWYECTBOM JIMCTKOB-BKJIQBINICH B MauKe
KapTOHHOHN C KOHTPOJIEM ITEPBOT'O BCKPBITHS.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH NPH YTHIN3ALUH MCIO0JIb30BAHHOIO JIEKAPCTBEHHOI'0
npenapara Wi 0TX00B, MOJy4YeHHBIX M0c/Ie IPUMEeHEeHHs JIeKapCTBEHHOT 0 penapara, u
APYrue MAaHUMYJISIIMHU € TPenapaTom

JIM-Ne000175-IM-BY
HeT 0co6bIX TpeGOBAHMUIA K YTHIM3AIIHH. COrTIACOBAHO

MWHUCTEPCTBOM 3[IPABOOXPAHEHNA
PECIMYBJIMKN BEJIAPYCb

NMPUKA30M OT 23.07.2026 Ne 839
MOCNEAOBATENLHOCTL 0078

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA

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

7.1. IlpeacTaBuTe/b JepKaTeJIsi PerHCTPALMOHHOIO YI0CTOBEPEHHA

[IpeTen3un moTpedbuTenel HarpaBsATh MO aIpecy:

Poccuiickas @edepayus

AO «CepBbe»

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

5. modrTa: servier.russia@servier.com

Pecnybnuxa Apmenus

[IpencraBurenscTBo komnanuu «Jle Jlabopatyap Cepsre» B Pecrybnuke Apmenus
Anpec: 0002, r. EpeBan, Kentpon, yi. Amupsiza, 15, marazun 100

Ten.: (+374 10) 50 50 74

Dn. modra: pvarmenia@servier.com

Pecnybonuxa benapyco

[MpencraBurensctBo YAO «Les Laboratoires Servier» (®paniy3ckast PecyOnmka) B PecryOnnke
benapycs

Anpec: 220030, r. Munck. yin. MscaukoBa, 70, od. 303

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

On. mouta: officeBY @servier.com

Pecnybonuxa Kazaxcman u Kvipevizckas Pecnyoauxa

TOO «Cepsbe Kazaxcran»

Anpec: Pecrrybnuka Kazaxcran, 050020, r. Anmatsl, np. JocTsik, 310
Ten.: +7 (727) 386 76 62

On. nouta: kazadinfo@servier.com

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YAOCTOBEPEHUSA

B Poccuiickoit @enepanuu: JITI-Ne(000175)-(PI'-RU)
B Pecniy6inke Apmenwust: JITI-Ne(000175)-(I'TI-AM)
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B Pecry6xe Bemapycs: JIII-Ne000175-ITI-BY (MOCNEOOBATENBHOCTS 0071)
B Pecny6nuke Kazaxcran: JITIT-Ne000175-T'TI-KZ NTN-Ne000175-IT1-BY
i COrNACOBAHO
B KLIpFLIBCKOI/I Pecny6m/11<e: JIII-Ne000175-T'TI-KG MWHUCTEPCTBOM 3[PABOOXPAHEHUSA

PECMYB/VKM BENAPYCh
nMPUKA30M 0T 23.07.2026 Ne 839
MOCNEAOBATENLHOCTL 0078

9. KATEI'OPHUSA OTITYCKA JIEKAPCTBEHHOTI'O ITPEITAPATA

JlexapCTBEHHBIH MpenapaT OTHOCUTCS K KATETOPHU OTITyCKa IO PELeITYy.
OOmiast xapakTepuCTHKa JIeKapcTBeHHOro mnpemnapara Homumpen A ®opre AocTynmHa B eIMHOM
peecTpe 3aperuCTpUPOBAHHBIX JIEKAPCTBEHHBIX CpeicTB EBpa3uiickoro 3kOHOMHUYECKOTO COI03a U Ha

ouIIaTEHOM caiite YIOJTHOMOYEHHOTO opraHa (3KCcTIepTHOM OpraHHU3aITIH )
https://eec.eacunion.org/.
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