COOTBETCTBYET SKCNEPTHOMY OTUYETY

A RROOTE0 T EY or 23.07.2025 Ne 18374
COINMACOBAHO (MOCNEAOBATENEHOCTE 0024)

MWHWUCTEPCTBOM 3[]JPABOOXPAHEHWSA

PECMYBJIMKWN BENAPYCb
NMPUKA3OM OT 31.12.2025 Ne 1644

TEPUCTHKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA

Homunpen A bu-dopre, 2,5 mr+10 mr, TabneTku, TOKPHITHIE TNIEHOYHOH 000I0YKOM.

2. KAYECTBEHHbBIN M KOJTMYECTBEHHBII COCTAB

JelicTBytolne BeNecTBa: MHAAMaMU/I + MEPUHAOTPUIL.

Kaxxnas tabnerka, MoKpeITas IMIIEHOYHOW 000JI0UKOU, COACPKHT 2,5 Mr nHAanamuaa u 10 mr
NEPUHJIONPUIIA apTUHUHA (COOTBETCTBYET 6,79 MI' OCHOBAaHHUS NIEPUHIOIPUIIA).
BcnomorartenbHbIe BelecTBa, HAUIMYNE KOTOPBIX HAJI0 YUYUTHIBATH B COCTABE JICKAPCTBEHHOTO
mpenapara: JJakTo3sl MoHOTHIpaT — 142,66 Mr (cM. pasznen 4.4).

[TonHbIi mepeyeHs BCIIOMOTATENbHbBIX BEIIECTB MPUBEACH B pazjene 6.1.
3. JIEKAPCTBEHHAS ®OPMA

TalneTku, MOKPBITHIE TNICHOYHOH 000I0UKOM.

Kpyribie 1BOSKOBBIMYKIIbIE TAOJETKH OEJIOTO0 11BETA, MOKPHITHIE MJICHOYHOH 000JI0UKOiA.

4. KJIMHUYECKHUE JAHHBIE
4.1. Tloxka3aHusi K NPUMEHEHHIO

[Ipenapar Honumnpen A bu-¢popte nmokaszan K NpUMEHEHUIO Y B3POCIIbIX.
[Ipenapat Honunpen A bu-dpopre npenHasnayeH sl TIEYSHUS ICCEHIIMAIBLHON THIEPTEH3UN
y MalMeHTOB, KOTOPBIM TpeOyeTcs Tepanus HHAAaMUA0M B J103€ 2,5 MI' ¥ IEPUHIOTIPUIIOM B

noze 10 mr.

4.2. Pe:xum 103MPOBAHUSA U CNIOCO0 MPUMEHEHMSI

PexxuM 103upoBaHus

[To 1 Tabnerke nexapcTBeHHoro npenapara Homunpen A bu-dopre 1 pas B cyTku.

[Ipenapar Homunpen A bu-dopre cienyer Ha3HayaTh MOcie paHee MPOBEIEHHOIO Moadopa
7103 OTIENbHBIX KoMIoHeHTOB. [Ipemapar Homunpen A bu-opre He HODKEH MPUMEHSATHCS
JUIsL CTApTOBOM TEpAlMK apTEPUAIBHOM TMIIEPTEH3MU Y NALMEHTOB, PaHEE HE MOJIy4YaBIIMX
TUIIOTEH3UBHBIE JICKAPCTBEHHBIE MTPETIAPATHI.

Ecnu notpebyeTcst u3MeHeHHUe 103kl OTHOTO U3 JICHCTBYIONIMX BEILECTB B COCTAaBE Mpernapara

(HaanMep, B CBA3U C BHOBb AWATHOCTUPOBAHHBLIM 3a6OJIeBaHI/IeM, U3MCHCHUCM COCTOSHUA
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N AHdCHTA A ITERAOCTBEHHBIM B3aUMOIEHCTBHEM )y-F0-HEO0X0 UM MHAMBUAYATLHBII-HOL00P

J03 OTACJIBbHBIX KOMIIOHCHTOB.

Oco0ble rpyInel NALKMEHTOB

Tayuenmoi nosxcunozo 6o3pacma (cm. pazoen 4.4)
VY mamueHTOB MOXMIOro Bo3pacta kiaupeHc kpearnHuHa (KK) paccumtheiBaror ¢ yderom
BO3pacTa, Macchl Tena u noja. [Ipenapar MokeT Ha3HAYaThCs MMalMEHTaM MOXKHIOT0 BO3pacTa
C HOpPMaJIbHOM (YHKIHMEH MOYeK, MPU ATOM CIEAYET KOHTPOJHMPOBATH CTENEHb CHIDKCHHS
aprepuaibHOro aaBneHus (AJl).
Tlayuenmui ¢ Hapywenuem ynxyuu nouex (cm. pasoenvt 4.3 u 4.4)
JlexapctBennblii  mpenapar  Homumnpen A bu-gopre mpoTuBOnoOkazaH —malMeHTaM ¢
YMEPEHHBIM WJIH TsKeIbIM HapymenueM ¢pynkuuu nodek (KK nmxe 60 mu/Mun).
Ha ¢one Tepanuu He0OXOIUM peryJsIpHBIN KOHTPOJIb KOHIIEHTPALMU KPEaTHHWHA U KaJus B
11a3Me KpoBH.
Tlayuenmul ¢ Hapywenuem @ynxyuu nevenu (cm. pazoenvt 4.3, 4.4 u 5.2)
JlexapcTtBenHnsblit npenapatr Homunpen A bu-opre mpoTuBomnokasan nanueHTaMm ¢ TsDKEITbIM
HapylnieHneM (QyHKIUU TICUYCHHU.
[Tpu ymepeHHOM HapylIeHUuU (GYHKIUH TE€YEeHN KOPPEKIIUS 103bl HE TpeOyeTcs.

eTu
JlexapctBennblii mpenapar Homumpen A bu-dopre He cienyer mpuMeHATh y JeTed U
MOJIPOCTKOB 110 18 meT BBUOY OTCYTCTBUSA JTaHHBIX 00 3(P(GEKTUBHOCTH W 0€30MmacHOCTH
PUMEHEHHUS MpernapaTa y HalleHTOB JaHHON BO3PAaCTHOM IPYIIIBL.

Croco0 IIpuMeHeHus

BHyTpb, IpeANIOYTUTENEHO YTPOM, TIepel MPHUeMOM NHIU. TabneTku ciaeayer mporiaTbiBaTh

IEJTMKOM, 3aITMBasi BOJOM.

4.3. IIporuBomoka3zanus

Hnoanamuo

— I'umepuyBCTBUTENFHOCTE K JIGHCTBYIONIEMY  BEIIECTBY WJIM  JIIOOBIM  JPYTHUM
CyJb(pOoHaAMUIaM.

— YwmepenHoe uinu Tsoxenoe Hapymenue Gyakiuu nouek (KK amwke 60 Ma/Mun).

— Ileuenounas sH1IEaTONATHS.

— Tsxenoe HapymieHue QYHKITMH TEYCHH.

— T'mnoxkannemus.
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Go HUC C HCAHTHAPUTMUHCCKHMH—ACKapEeTBeHHbIMI—EPCACTBaMHA;

CIIOCOOHBIMHU BBI3BATh MOJUMOPQGHYIO KEIYyJA0YKOBYIO TaXUKApIAUIO THUIA ITHPYIT»
HerenecooopasHo (cM. pasnen 4.5).

— Ilepuon rpynHoro BckapmiauBaHus (cM pasaen 4.6).

Ilepunoonpun

— I'unepuyyBCTBUTENBHOCTD K JEHCTBYIOIIEMY BEIECTBY WM JIIOOBIM JIPYT'MM MHTHOUTOpaM
aHTHOTEeH3WHITpeBpalaroniero pepmenta (AIID).

— AmnruoneBporudeckuid orek (orek KBuHke) B aHamHe3e Ha (QoHE TNpuemMa JIpyTrux
uHrHOUTOpOB AIID (cM. pa3nen 4.4).

— HacnencTBeHHBIH/UANONTATHYECKUN aHTHOHEBPOTHUECKUH OTEK.

— bepeMeHHOCTB M TEpHO/ TPYTHOTO BCKapMIIMBaHUA (cM paszen 4.6).

— CoBMecTHOE TpPUMEHEHHE C QJIMCKUPEHOM U  JIEKQpCTBEHHBIMHM TpernapaTramMu,
CoJIepKallMK aJMCKUPEH, Y MalMEeHTOB C CaXapHbIM AMA0ETOM H/WIM YMEPEHHBIM WU
TSDKETIBIM HapylieHHeM (YHKLIUU TOYeK (CKOpocTh KiyOoukoBoil ¢uiubTparmu (CKD)
meHee 60 M1/Mun/1,73 M? IIOmMAaM TOBEPXHOCTH Tena) (cM. pasaens! 4.5 u 5.1).

— CoBMecTHOE TpUMEHEHUE C aHTaroHucTamu penentopoB anruoreHswHa II (APA 1I) y
MAIMEHTOB ¢ AnadeTndeckoi HedponaTueit (cM. paznen 4.4).

— CoBMecTHOE TIpUMEHEHHEe ¢ KoMOWHamuen Baicaptan + cakyoutpwi. Homunpen A bu-
dopTe Henb3s MPUHUMATh paHee, yeM depe3 36 4yacoB IMOcie MPUMEHEHHs MOCIEIHEN
JI03bI KOMOMHAITMH BajicapTaH + cakyouTpui (cMm. pazaensl 4.4. u 4.5).

— DKcTpakopnopanbHas Tepamusi, NPUBOJAALIAS K KOHTAaKTy KpPOBH C OTPHULATEIHHO
3apsHKEHHBIMU TTOBEPXHOCTSAMH (CM. paszen 4.5).

— BbIpakeHHBII JABYCTOPOHHUM CTEHO3 TOYEUYHBIX apTEPUid WM CTEHO3 apTepuu
€IMHCTBEHHON (QYHKIIMOHHUPYIOMIEH TOYKH (cM. pasznuen 4.4).

Honunpen A bBu-¢hopme

- rHHep‘-IYBCTBI/ITe.HBHOCTB K JIIO6OMy N3 BCIIOMOTATCJIbHBIX BCHICCTB, MCPCUUCICHHBIX B
paszene 6.1.

— H3z-3a OTCYTCTBUA AJOCTATOYHOI'0 KIMHHUYCCKOI'O OIIbITa HeKapCTBeHHBIﬁ nmpemnapar
Homunpen A bu-popre He creayer NpUMEHATh Yy TALMEHTOB, HAXOMALIMXCS Ha
reMOIUaNIN3e, a TAKXKE Y MAlMEHTOB C HEJICUEHOW CepIeYHON HEeJJOCTATOYHOCTHIO B CTaIUU

JIEKOMITEHCAIINH.

4.4. OcoOble ykazaHHS M Mepbl PEJOCTOPOKHOCTH IPH NPUMEHEHNH

C 0CTOPOKHOCTBIO
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BOJIYAHKA, CKJIEPOJEpPMHSI U  JIp.), CONYTCTBYyIOIee NPUMEHEHHE aJUIONypHUHOIA,
IIUTOCTATUKOB U HMMYHOJICIIPECCAHTOB, WJIU MTPOKanHaAMHJIA (PUCK pa3BUTHS HEUTPOIICHUH U
arpaHyJIolIMTO3a), COMYTCTBYIOLIAsl Tepanus NpenaparaMu JIMTUs, IpernapaTtaMyd aluCKUpeHa
y MalMeHToB 0e3 caxapHoro aualdera WM HapylIeHUH (QyHKIMU MOYeK, aHTaroHUCTaMH
peuenrtopoB anruoteHsuHa Il (APA II) y mamuentoB 6e3 amabernueckoid HedpomaTHw,
npenapaTtamMi 30J0Ta, HECTEPOUIHBIMU MPOTHBOBOCHANUTENbHBIMU TpenapaTamu (HIIBIT),
0akyioeHOM, KOPTHKOCTepOMJaMH, WHTHMOMTOpaMu HemnpuwinduHa (cMm. pazzgen 4.5.),
npenapaTamMu, KOTOpbIE MOTYT BbI3BaTh yJUIMHeHHE nHTepBaia QT Ha anekTpokapauorpamme
(OKT'), cepaeuHbIMM TIMKO3UJAMH, JIEKAPCTBEHHBIMHU IIpernapaTamMH, KOTOpPbIE MOTYT
BbI3BaTh MMOJUMOPQHYIO JKEIyAOUYKOBYIO TaXMKapAHIO THUIA «IIHPYIT», YrHETCHHE
KOCTHOMO3TOBOTO KPOBETBOPEHHSI, CHUXCHHBI 00BEM IUPKYJIUpYIOUIEH KpOBH (TpHeM
TUYPETUKOB, OeccojieBasl AWeTa, PBOTA, AWapes, TeMOJHAlIA3), HIIeMHYecKas O00JIe3Hb
cepaua, LepeOpoBacKylsgpHble 3a00JieBaHUsA, PEHOBACKYJISIpHAs THIEPTEH3Us, CaXapHbIN
nualeT, TepBUYHBINA TUIEepalbIOCTEPOHNU3M, XpOHHUECKas cepaeyHas HenoctaToyHocTh (II-
IV ¢ynkuumonansHoro kiacca no kinaccupukanun NYHA), nHapymenust GyHKIUN TeUeHH U
MouyeK, runepypukemMuss (0COOEHHO  CONMPOBOXAAIOIIAACA MMOJArpod U ypaTHBIM
He(ponmTHazom), NabuiIbHOCTH AJl, TOXWION BO3pacT, MPOBEACHHE TEeMOJIUaIn3a C
NPUMEHEHHEM BBICOKOIPOTOYHBIX MEMOpaH WM JECEHCHUOMIM3alMs, Mepe] Mpolenypoi
adepesza ymmonporenHoB HU3KOHN TwioTHocTH (JIITHIT), cocrositHMe mocie TpaHCIUTAHTaluU
MOYKH, XUPYPruuecKoe BMEIIAaTeIbCTBO/aHECTe3Us, CTEHO3 a0PTaJIbHOTO WM MUTPAIbHOTO
KJIarana/runeprpoduaeckas 00CTpyKTHUBHAS KapJIMOMHUOTIATHS, aTepOCKIIepPO3,
NPEJCTaBUTENIN HETPOMAHON packl (MEHee BBIPAKEHHBIH HPQPEKT OT NPUMEHEHHs),
CIIOPTCMEHBI (BO3MOKHA IOJIOKUTEIbHASI pEAKLUs IIPU JTOINUHI-KOHTPOJIE), COIYTCTBYIOLIAs
Tepanusi KaluicOeperaromyuMu TUypeTHKaMu, IMpenapataMy Kaius WM y MalueHTOB ¢
MOBBILICHHBIM ~ COJIEpYKAHUEM Kalud B IUIa3Me, TUIEpPKaIUeMHs, THIIOHATPUEMHUS,
OTSTOILEHHBIM AJIJIEProJOTUYECKUII aHAMHE3, ajulepruyeckas peakius Ha NEHULWUIMH B

aHaMHC3C.

Obwee o5 unoanamuda U nepuHoonpuiLa

IIpenapamol aumus

CoBMecTHOE MPUMEHEHNEe KOMOMHAIIMY MHIATIaMH/Ia ¥ TICPUHIOTIPHIIA C TIpenapaTaMy JTUTHS
00OBIYHO HE peKOMEHIyeTcs (CM. pasnen 4.5).

Hapywenue ¢pynxyuu novex

Tepanus npenapatom Homunpen A bu-gopre nmpoTuBonokazaHa manueHTaM ¢ YMEpEHHBIM U
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TixemsiMHapyinesaeM QYHKuuK nodek (KK MeHee-60-Mit/MitH)—Y-HEKOTOPBIX-HAl4EHTOB-C

apTepuanbHOl runepreH3ueil 0e3 MpelIIecTBYIOMEro OYEBUAHOTO HapylleHUs (QyHKIMH
No4yeKk Ha (OHE Teparnuu MOTYT MOSIBHUTHCSA JIAOOpaTOpHBIE MPHU3HAKU (DYHKIIMOHAIBHOM
[IOYEYHON HENOCTATOYHOCTU. B 3TOM citydae nedeHue cienyer npekpaTuTs. B nanpHenmem
MOYKHO BO300HOBUTh KOMOMHHMPOBAaHHYIO TEpaIMio, MPUMEHSS HU3KHE 03bl NPENaparos,
A100 MPUMEHSATH TOJIBKO OAMH U3 IpenapaToB.

TakuMm nanueHTaM HEOOXOOUM pETYJISIPHBIA KOHTPOJIb KOHIEHTpPAllMd HMOHOB Kallus W
KpeaTMHHHA B KPOBH — uUe€pe3 2 HENEIM I0CJIEe Hayaja Tepaluyu U B JAJIbHEHIIEM Kaxable
2 Mecsla B MepHOJ, KOrja 103a mpenapaTta nogodpana. Iloueunas HeZOCTaTOUHOCTH yalle
BO3HUKAET Y MAIMEHTOB C TSKEION CepAeUHON HEAOCTATOYHOCTHIO MJIM UCXOJHOM MOYEUHOU
HEJ0CTAaTOYHOCTBIO, B TOM YHCIIE, IPU CTEHO3€ TOYEYHON apTepHuH.

JlexapcTtBenHblii npenapar Homumnpen A bu-gopre He pekoMeHIOBaH K HPUMEHEHHIO B
Clly4ae JBYCTOPOHHErO CTEHO3a IIOYEUHBIX apTepuil WIM B Clly4ae €IUHCTBCHHOMN
(YHKLIMOHUPYIOLIEH MOYKH.

Apmepuanvhas eunomeHn3us u HapyuieHue 600HO-31eKMPOIUMHO20 bananca

B cinydae uCXOQHOM I'MIIOHATPUEMUH CYIIECTBYET PUCK BHE3AITHOIO Pa3BUTHUS apTEPUAIIbHOU
TUIIOTEH3UH, B YaCTHOCTH, Yy IAMEHTOB CO CTEHO30M Io4eyHOW aprepuu. Ilosromy
HEOOXOIMMO TIPOBEJICHHE CHCTEMATUYECKOH OLIGHKM CHMIITOMOB OO€3BOXKMBaHUS U
CHI)KEHMSI COJEp)KaHUs DJIEKTPOJUTOB B IUIa3ME KpPOBH, HallpUMeEp, IMOCIE AUaped WIu
pBOTHL. TakuM MalMeHTaM HEOOXOIUM PeryJspHbId KOHTPOJb COJEpIKAHUS IJIEKTPOIUTOB
IUIa3MBbl KPOBH.

[Ipu BBIpOKEHHOW apTEpUATLHOW THIOTCH3WHW MOXET TMOTPeOOBAThCS BHYTPUBEHHOE
BBEJICHUE U30TOHUUYECKOI'O COJIEBOT0 PACTBOPA.

TpaH3uTOpHass apTepuanbHas TMIOTEH3Us HE SBISIETCd IPOTUBOIOKA3aHUEM  JUIS
nponosbkeHusi Tepanuu. [locie BoccTaHOBICHHS OO0ObeMa NUPKYIUPYIOIMEH KpoBu u AJ]
MOYKHO BO30OHOBHUTH TEPAINHUIO, MPUMEHSS HU3KHE J103bl, TMOO MPUMEHSTh TOJBKO OJIUH U3
KOMIIOHEHTOB IIpernapara.

Cooeporcanue kanus

KomOuHnpoBaHHOE NpUMEHEHUE UHAaMua U IEPUHONPUIIA HE IPEJOTBPALAET Pa3BUTHE
TUIIOKAIMEMUHN, OCOOEHHO Yy MAIUEHTOB C CaxapHbIM JAMAa0EeTOM WM IO0YE€YHOH
HEOCTaTOYHOCThIO. Kak M B ciydyae MpUMEHEHUs J000ro TMIIOTEH3MBHOTO Iperapara B
KOMOWHAIMM C JUYPETHKOM, HEOOXOIMM pETryJSpHBIH KOHTPOJb KOHIEHTpAalUU Kaliusi B

11a3Me KpOoBH.
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(04 bHOCTbL 0040

Ileuenounas snyeghanonamus

[Mpn nHanuuuu HapymeHWd (YHKIUW TICUEHH TNpPUEM THA3UAHBIX U THA3UIOMOJO0OHBIX
JMYPETUKOB MOXET MPUBECTH, OCOOCHHO B CITyyae 3JIEKTPOJIMTHOTO AucOanaHca, K pa3BUTHIO
MEeYECHOYHOHN SHIe(DaTonaTHH, KOTOpas MOXET MPOTrPecCUpOBaTh 0 MEUYEHOYHOW KOMBI. B
TaKON CUTyallH ClIeAyeT HEMEJICHHO IPEKPAaTUTh MPUEM JUYyPETHKA.
DomouyecmeumenbHOCmMb

Ha ¢one npuema THa3WIHBIX U THA3HIOMOAOOHBIX IMYPETHKOB COOOINATIOCH O CIIydasx
pa3BuTHsA peakuuii (GporouayBcTBUTENBHOCTH (CM. pazaen 4.8). B ciydae pa3BuTus peakuuid
¢dboToUyBCTBUTENBHOCTH Ha (DOHE Mpuema mpemnapara cieayeT NpekpaTtuth jedeHue. [Ipu
HEOOXOIUMOCTH TPOJIOJDKEHUSI Tepay JUYPETUKAMH, PEKOMEHIYETCs 3allUIaTh KOXKHBIC
MOKPOBHI OT BO3JCHCTBHSI COTHEUHBIX JTydel WM UCKYCCTBEHHBIX YIbTPa()UOIETOBBIX JIyUCH.
Boono-anexmponumuwiii bananc

Konyenmpayus uonoe nampus 6 niasme Kposu

KoHneHTpaiuio HOHOB HATPHS B IIa3Me KPOBU HEOOXOAUMO OIPEACTATh 10 Hadana JCUCHUs,
a 3aTeM peryJsipHO KOHTPOJIUPOBATH Ha GoHE mpuema npenaparta. CHIKEHUE KOHIEHTPALUU
MOHOB HATpUs Ha HAyaJbHOM OJTale MOXET HE COMNPOBOXKAATHCS KIMHUYECKUMU
CUMIITOMaMH, MOATOMY HEOOXOJIUM PETYyJISIpHBIN JabopaTOpHBIN KOHTpOJIb. boiiee ydacThrit
KOHTPOJIb COJICP)KAaHUSI MOHOB HATPUS MOKA3aH MallMeHTaM C UPPO30M TIEUYCHU U MAllUeHTaM
noxujoro Bo3pacta (cM. pasmensl 4.8 u 4.9). JleueHue mOOBIMH JMYPETUKAMH MOXKET
BbI3BaTh TMIIOHATPUEMUIO, MHOT/IA C OYEHb CEPhE3HBIMH MOCIEACTBUAMU. [ MmoHaTpueMus,
COTPOBOXKAAIOIIASACS THUIOBOJEMHEH, MOXXET MPHUBOIUTH K PAa3BUTHIO O0E3BOKUBAHUS U
opToCTaTu4yeckoi TunoTeH3uu. COMyTCTBYIOIIEE CHIDKEHHE COACp)KaHUS HOHOB XJopa
MOYET MPHUBECTH K PAa3BUTUIO BTOPHUYHOTO KOMIIEHCATOPHOTO METa0OJIMYECKOTO ajKano3a:
4acTOTa €ro BO3HUKHOBEHHS U CTENEHb BBIPA)KECHHOCTH HE3HAUUTENbHbIE.

Konyenmpayus uonos xanus 6 niasme Kposu

CHIDKEHUE KOHIICHTPAINH KIS ¢ TUIIOKATUEMHUEH SIBIISIETCS. OCHOBHBIM PUCKOM, CBSI3aHHBIM
C TepamuWiel THA3UTHBIMU M THA3UIOMOAOOHBIMU JUYPETUKAMH. | UMIOKATMEMUS MOKET
BbI3BaTh MBILIEYHbIE paccTpoiicTBa. Coobanock o ciiydasx padJoMuon3a, B OCHOBHOM Ha
¢doHe TsxKENI0M THMOoKATUEMHUU.

HeobOxomuMo mpenynpexaarb pPHCK CHUXKCHHS KOHIEHTPAllMd WOHOB Kalus (MeHee
3,4 MMOJB/JT) Y CIENYIONINX KaTerOpUil MAIlMeHTOB M3 TPYIIBl BEICOKOTO PUCKA: MAIMEHTOB
MOKUJIOTO BO3pacTa W/WIM MCTOUICHHBIX MAI[MEHTOB KaK MOJydYaloluX, TaK M He

MOJTyYaIOIUX COYETAHHYI0 MEIMKAMEHTO3HYIO TEpanuio, MallMeHTOB C [UPPO30OM IE€YEHH C
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['mnokanuemMus y 3TUX MAIMEHTOB YCHJIMBAET TOKCHYECKOE JIEUCTBHUE CEPACUHBIX TJIMKO3UI0B
Y TIOBBIIIAET PUCK PA3BUTHUS HAPYILLIEHUN pUTMA.

K rpyr1ire noBbIIEHHOTO PUCKA TaKKE OTHOCSTCS MALIMEHTHI C yATMHEHHBIM HHTEepBajioM QT
Ha OKI', kak BpOKJI€HHBIM, TaK U BbI3BAHHBIM JCHCTBUEM JIEKAPCTBEHHBIX CPEACTB.
['unokanuemusi, TakkKe, Kak U Opagukapaus, CIOCOOCTBYET Pa3BUTHUIO TSKEIIBIX HAPYIICHUH
CEpJICYHOT0 PUTMA, OCOOCHHO MOJUMOP(HON KETyIOUYKOBOW TAaXMKAPIUU THIA «ITUPYITY,
KOTOpasi MOXET ObITh (paTambHOH. BO Bcex OmMCaHHBIX BBHIIIE Clydasx HeoOXoaum Oosee
YaCThIi KOHTPOJb COJIEPKaHUS HOHOB Kalusg B IUIa3Me KpoBHU. [lepBoe wu3MepeHue
KOHIICHTPAIlMM WOHOB Kajus HEOOXOJMMO MPOBECTH B TEUCHHE IEPBOM HEAENM OT Hadaja
Tepanuu.

[Ipyn BBISIBIEHUM THUINOKAIMEMHH JIOJDKHA MPOBOJUTHCS COOTBETCTBYIOIIAS KOPPEKIUS.
['unokanuemusi, CBsA3aHHAsI C HU3KOM KOHIIEHTpAIlMel MarHusi B CHIBOPOTKE KPOBH, MOKET
OBITh PE3UCTEHTHA K JICYCHHUIO JIO TEX TOp, MOKa YPOBEHb MAarfusi B CHIBOPOTKE KPOBU HE
OyIeT CKOPPEKTUPOBaH.

Konyenmpayus uonoe kanoyus 6 niasme Kpogu

TuasuaHple ¥ THA3UAOMOAOOHBIE JUYPETUKH MOTYT YMEHBIIIATh BBHIBEJICHUE MOHOB KaJbITUS
MMOYKaMH, TPUBOS K HE3HAYUTEIIPHOMY U BPEMEHHOMY TTOBBIIICHUIO KOHIICHTPAIIUH KaJTbITUS
B IUIa3Me KpPOBHU. BhIpakeHHOE MOBBIIICHUE KOHIIEHTPAIIMA WOHOB KaIBIMS MOXET OBITh
CBSI3aHO C HEIWArHOCTHUPOBAaHHBIM THIMepraparupeo3oM. llepen uccrnemoBanueM (yHKIUU
MapalMTOBHIHBIX JKeJIe3 CIEAYEeT OTMEHUTD MPUEM JUYPETUUECKUX CPEICTB.

Yposenv macnus 6 nnazme kposu.

Ha ¢one nmpuMmeHeHUs THA3HIHBIX U THA3UOMOMOOHBIX JUYPETUKOB, BKIIIOYAs WHIATIAMHUI,
OTMEYAJIOCh YBEIMUYCHHE BBIACIICHUS] MAarHUsI C MOYOM, UTO MOXKET CTaTh IPUUYUHON PA3BUTHUS
TUTIOMarHueMuu (cM. pasnenst 4.5 u 4.8).

Konyenmpayus enrokosul 8 kposu

Heob6xommMo KOHTPOIMPOBATh KOHIIEHTPAIIMIO TIIFOKO3bI B KPOBH Y TAIIMEHTOB C CaXapHBIM
nuabeToM, 0COOEHHO KOT/Ia KOHIIEHTPAIMs MOHOB Kausl HU3Kasl.

Mouesas kucroma

VY nauMeHTOB C MOBBIIIEHHOW KOHILIEHTpAIMEd MOYEBOM KHUCIOTHI B IJIa3ME€ KPOBH MMEETCSA
TEHJICHLIMS K YBEJIIMUYEHHUIO YaCTOThl BOSHUKHOBEHHUSI PUCTYIIOB TOIArPhI.

Huypemuueckue cpedocmea u (hyHKyusi nouex

TuasuaHple W THA3HIOMONOOHBIE IUYPETHKH A(G()EKTUBHBI B TOITHOW MEpE TOJIBKO Y

MalMeHTOB C HOPMAJIbHOW WM HE3HAYWTEIBHO HAPYIICHHOW (QYHKIMEH IOYeK
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VY NOXWIIBIX MallMEHTOB YPOBEHb KpPEaTMHHMHA B IUIa3ME€ KPOBHM JOJDKEH OLEHUBATHCS C
y4eTOM BO3pacTa, Beca U 1oJia, B cooTBeTcTBUU ¢ hopMmynoit Kokpodra:

Knupenc kpeamununa (KK) = (140 — so3pacm) x eec/0,814 x konyenmpayus Kpeamununa 8
niasme Kposu,

I7Ie: BO3pacT — BO3pacT MalMeHTa B rojax, BeC — Macca Tella B KI, KOHLEHTpalus
KpeaTHHUHA — KOHIICHTPAIHsI KPeaTHHUHA B TJIa3Me KPOBU B MKMOJIB/JI.

®dopmMyrna MOAXOAUT AJISI MYKUMH TOXKUIIOTO BO3pACTa; MJsl >KEHIIUH IOXUJIOT0 BO3pacra
clenyeT YMHOXKHUTD pe3yiabTaT Ha KodddunueHT 0,85.

B nauane neueHus TuypeTUKOM y MAIMEHTOB M3-3a TUIMOBOJIEMHUH (BCIIEICTBUE BBIBEICHUS
BOJIBI 1 IOHOB HATPHsl) MOXKET HAOIIOAATHCS BPEMEHHOE CHUMKEHHE CKOPOCTU KITyOOUYKOBOM
GuIbTpaUM U yBEIWYCHUE KOHIICHTPAIIMM MOUYEBHMHBI U KpEaTHMHHHA B IUIa3Me KPOBH. JTa
TpaH3uTOpHas (PYHKLIHMOHAJIbHASA TMOYEYHas HEJIOCTAaTOYHOCTh HE MMeeT HeOIarompusiTHBIX
MOCJICICTBUM JJI TMAIIMEHTOB C HMCXOJHO HOPMAaJbHON (DYHKIMEH TOYeK, OJTHAKO MOMKET
YCYTYOIISITh YK€ UMEBIIIEECs 10 Hauana JICYCHUs HapylleHne (PyHKIMH MOYeK.

Cnopmcmenvl

CnoprcMeHaM ciiefyeT o0paTuTh BHUMaHHE Ha TO, YTO JIEKAPCTBEHHBIN Mpenapar CoAEp>KUT
NEICTBYIOIIEEe BELIECTBO, KOTOPOE MOXKET JlaBaTh IOJOXKHUTENbHBIN pe3yiabTaT MpU
MPOBEJACHUU JOMUHT-TECTA.

XopuouodanvbHulii 8b1NOM, OCMPAs MUONUS, 6MOPULHASL 3AKPLIMOY20bHAS 2NAYKOMA
CynbpoHaMuT W €ro NPOU3BOJHBIE MOTYT BbBI3BIBATH PA3BUTHE HIMOCHHKPA3UUECKON
peakuuu, MpUBOASIIEH K PAa3BUTHIO XOPHOMIAIBLHOTO BBIIOTA C JAe(PEKTOM MOJs 3pEeHHS,
IPEXOAlEl MHUONMM M OCTPOW BTOPUYHOHM 3aKpBITOYTOJIBHOM TIylaykome. CHUMITOMBI
BKIIIOYAIOT BHE3AIMHOE CHIDKEHHUE OCTPOTHI 3pSHHsI WK O0Jb B T1a3aX ¢ OCTPHIM HAYaJIOM U
OObIYHO BO3HMKAIOTB TEUEHUE HECKOJbKHMX 4YacoB WM HeZAelb Iocjie Hayaja Ipuema
npenaparta. [Ipu oTcyTcTBUM JIeueHus: ocTpasi 3aKphITOYToJibHAS TJIayKOMa MOXKET MPUBECTH K
HeoOpaTuMoOl moTepe 3peHus. B mepByro ouepenp Tepamusi 3aKJIIOYaeTCs B MaKCUMAalIbHO
OBICTpOl OoTMeHe mpenapara. Eciu BHyTpHIIa3HOE AaBIIEHHUE OCTACTCSI HEKOHTPOIUPYEMbIM,
MOKET TOTPEeOOBAThCSI HEOTIOKHOE MEIUKAMEHTO3HOE JIEUCHHE WM XHPYPrHUecKoe
BMenarenbcTBO. DaKkTopaMu pUCKa Pa3BUTHUSI OCTPON 3aKPBITOYTOJbHOM TJIAyKOMBI MOTYT

OBITh AJUICPrudCcCKrUEC pCakuuu Ha Cy.]'II)(l)OHaMI/II[ WK ICHUIWJIJIMH B aHaAMHE3E.

Ilepunoonpun

/lsotinas 6a10kada penun-aneuomen3ur-arboocmeporosotl cucmemvl (PAAC)
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TUIEpKAIMEMUU W CHIDKGHMM  (QYHKIMM TOYeK (BKJIOYas OCTPYI0  IOYEHHYIO
HE/IOCTaTOYHOCTh) TPU COBMECTHOM TNpuUMeHeHHu HHTuOuTopoB AIID® ¢ APA 11 wmm
anuckupeHoM. Ilostomy nBoitHas Omokama PAAC mocpeiacTBoM couyeTaHuss MHTHOUTOpa
AII®D ¢ APA Il wim anuckupeHoM He pekomeHayercs (cM. pasnenst 4.5 u 5.1). Ecnu nBoiinas
0s10kama abCoMOTHO HEOOXOAMMA, TO ATO JOHKHO BBIMOTHATHCS MO/ CTPOTHM HAOIIOCHUEM
CHELHAINCTA TPU PEryIIPHOM KOHTpOJiEe (DYHKIMM TMOYEK, COAEPIKAHUS DJICKTPOJIUTOB B
miasme kposu u A/l

[Tpumenenue nHrHOUTOPOB AIID B couertanuu ¢ APA Il mpoTMBOMOKa3aHO y MAIMEHTOB C
nrabeTHIecKoil HeponaTueld U He peKOMEHIYETCsl Y IPYTUX MalMeHTOB (cM. pa3aensl 4.3 u
4.5).

Kanuiicoepezarowue ouypemuku, npenapamel Kaius, Kaiuicooepicawue 3daMeHumenu
nUesoll conu u nuuiesvle 000a6Ku

He pexoMmeHayeTcs COBMECTHOE TpUMEHEHHE TMEepUHIONpHIa U KaluhcOeperarommx
JUYPETUKOB, a TAKXKE NPENapaToB KaJIs, KAIUNHCOACPKALIUX 3aMECHUTENICH NTUIIEBON COIU U
MUIIEBBIX 100aBOK (cM. pa3nen 4.5).

Hetimponenus, azpanynoyumos, mpomooyumonenus, aHemus

NmeroTcst cooOmieHus 0 Pa3BUTHH HEUTPOIICHUH/ArpaHysIoOlHUTO3a, TPOMOOIIMTOIICHHH |
aHeMuu Ha ¢oHe nmpueMa HHruouTopoB AIID. V manueHToB ¢ HOpMaIbHOU (PyHKIMEH MoUeK
u 0e3 comyTCTBYIOIMX (PAKTOPOB pPHUCKA HEUTpPONEHHS BO3HUKAaeT penako. C kpaitHei
OCTOPOKHOCTBIO CIIEIyeT TNPUMEHSATh MEpPUHIONPUI Ha (oHEe cUCTEeMHBIX 3a0o0JieBaHUMN
COCIMHUTENIBHON TKaHU, a Takke, Ha (OHE MpHeMa MMMYHOJECIPECCAHTOB, AJUIOMypPHUHOIIA
WIN MIPOKaWHAMKJIA, WK TIPH COYETAaHUH ITUX (PAKTOPOB, OCOOCHHO y MAIIMEHTOB C MCXOTHO
HapyIEeHHON (YHKIHUEH Mmoyex.

Y HEeKOTOphIX NAIlMEeHTOB BO3HMUKAIM TsKENble HH(PEKUMOHHbIE 3a00JeBaHUS, B psle
CIy4yaeB, yCTOWYMBBIE K HMHTCHCUBHOW aHTUOMOTHKOTepamuu. [Ipu Ha3HAYCHUH
NEePUHAONPUIIA TAKUM MAIMEHTaM PEKOMEHIYETCsl MEePUOJUYECKH KOHTPOJIUPOBATH YHCIIO
JCHKOIMTOB B KpoBU. [lanueHTBl MODKHBI COOOMIATh Bpady O JIIOOBIX TpU3HAKAX
nH(]EKIMOHHBIX 3a001eBaHui (Hampumep, 00JIb B TopJe, Tuxopaaka) (cM. pa3aeins! 4.5 u 4.8).
AHeMUs1 MOXET pa3BUBAThCS y MAMEHTOB MOCJE TPAHCIUIAHTAIIMH MTOYKH WM y MAIMEHTOB,
HaXOJAIIMXCS Ha remoauanuse. [Ipu 3ToM CHHXKeHHe reMoryioOnHa TeM OoJIbIlIe, YeM BHIIIEe
ObuUl €ro TMepBOHAYATIBHBIA MOKa3aTedb. IJTOT 3(Q(eKT, MO-BUAMNMOMY, HE SBISIETCS
JI0303aBUCUMBIM, HO MOXKET OBITh CBSI3aH C MEXaHU3MOM JeUCTBHS WHTHOHTOpOB AIlD.

He3nauuTenpbHOE CHM)KEHHE T€MOIIOOMHA IMPOUCXOOUT B TCUCHUE IICPBBIX 6 MECAILIEB, 3aTEM
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A

TaKHuX IalUEHTOB JICUCHUC MOXCT OBITE IMPOAOIZKEHO, OAHAKO IéMaTOJIOTHYCCKUEC aHaJIU3bI

JIOJKHBI IIPOBOJUTHCS PETYIISIPHO.

Penosackynapuas cunepmensus

Y nanueHToB C JABYCTOPOHHMM CTEHO30M ITOYEYHBIX apTEPU WM CTEHO30M AapTEpHH
€IMHCTBEHHON (yHKIIMOHMpYIOMmEeH TMOYKM Ha (oHe mnpuMeHeHuss uHTHOUTOpa AllD
BO3pacTaeT PUCK Pa3BUTHUS TMIIOTEH3UU M IOYEYHOW HEAOCTAaTOYHOCTU (cM. paszuen 4.3).
[IpueM OUYpeTHKOB MOKET OBITh JOMOJHUTENBHBIM (AKTOpOM pHcKa (cM. pazzen 4.3).
VYxyamenue (QyHKIUM MMOYEK MOKET HAOMIOAAThCS YK€ IMPU HE3HAYUTEIbHOM HW3MEHEHUH
KOHIEHTPAallul KpEaTUHUHA B CBIBOPOTKE KPOBH, AAKE y MAIMEHTOB C OJHOCTOPOHHUM
CTEHO30M II0YE€YHOU apTepuH.

MeronoM Je4eHHUsI PEHOBACKYJIAPHOM THMIIEPTEH3UU SBISAETCS PEBacKysspu3auus. TeM He
MeHee, NpuMeHeHne HHTHOUTOpoB AIID MOXKET OKas3bIBaTh MOJOXKHTEIBHOE NEHCTBHE Y
JAaHHOW KaTerOpuy NMalUeHTOB, KaK OKUIAIOIINX ONIEPaTUBHOIO BMEIATENbCTBA, TAK U B TOM
cilydae, KOrja XUpypruueckoe BMEIIATeIbCTBO IPOBECTH HEBO3MOKHO.

[Ipumenenue nexapcrBenHoro npenapata Homunpen A bu-dopre He nmokazaHo manueHTaMm C
YCTAaHOBJICHHBIM WJIM IPEAINOJIAracMbIM CTEHO30M IIOYEYHOW AapTEPHUH, TaK KaK y TaKUX
NAllMEHTOB TEpalui0 cJelyeT HauuHaTh B YCJIOBUSAX CTallMOHapa ¢ Oosiee HMU3KUX 03
KOMOMHAIMK UHAANIaMK/1a U IEpUHIOIpUIIA.

Tosviuennas 4yecmeumenbHOCmb, AH2UOHEBPOMUYECKULl OMeK

[Ipu mpueme uarudbutopo AIID, B TOM yKciIe U NEPUHAONPUIA, B PEAKUX CIIydasX MOXKET
HaOJII0AaThCsl pa3BUTHE AHTMOHEBPOTHUYECKOTO OTEKa JIMLA, KOHEYHOCTeH, Iy0, s3bIKa,
TOJIOCOBBIX CKJIAJIOK W/WJIM TOpTaHu (cM. pasnen 4.8). DTO MOXKET MPOU30UTH B JIFOOOMU
nepuon Tepanud. IlpW MOSABIEHWH CHUMITOMOB MpPHEM NEPUHAONPHIA JIOKEH OBITh
HEMEJUIEHHO MPEKpallleH, a MAMeHT JOJDKEH HabMoAaThes A0 TeX Mop, OKa MPU3HAKHA OTeKa
HE HCYE3HYT IOJIHOCThIO. EciM oTek 3aTparuBaeT TOJIBKO JIMIO U TyObl, TO OH OOBIYHO
IIPOXOJUT CAMOCTOSITENIBHO, NPU 3TOM B KadeCTBE CHMIITOMAaTHYECKONW TEPAallMH MOTYT
IPUMEHSTHCS] aHTUTHCTAMUHHBIE CPEJICTBA.

AHTMOHEBPOTUUYECKUN OTEK, COMPOBOKIAIOLINICS OTEKOM TOpTaHU, MOXET INPUBECTH K
JeTanbHOMY HMcxony. OTek s3bIKa, TOJIOCOBBIX CKJIAJOK WJIM TOPTaHU MOXET IPHUBECTH K
OOCTpPYKIMH AbIXaTeNbHBIX IMyTeH. IIpu MosBIEHNN TaKMX CUMIITOMOB CJEIyeT HEMEJIEHHO
HayaTh MPOBOJUTH COOTBETCTBYIOIIYIO TEPANUIo, HAPUMEpP, BBECTU MOAKOXKHO AMHUHEPPUH

(ampenanuu) B passemenun 1:1000 (0,3 —0,5 mu1) w/munu  obecrednTh MPOXOAUMOCTH
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TTbEX QIS HBIXOEY 1.

CooOmranocs 0 0osiee BHICOKOM PUCKE Pa3BUTHUS AaHTMOHEBPOTHUYECKOTO OTEKa y MAallMEeHTOB
HErPOUHOM pachl.

VYV nmanueHToB, B aHAMHE3€ KOTOPBIX OTMEUaJIC aHTMOHEBPOTHYECKUM OTEK, HE CBSI3aHHBIN C
npueMoM HHTUOUTOpoB AIID, MoOXeT OBITh MOBBINIEH PUCK €ro Pa3BUTHUS TPH TPHEME
MpenaparoB 3TOH Tpynnsl (cM. pazzaen 4.3).

B  penkux cnywyasix Ha QoHe Tepanuum uHruOutopamm AIlD  pa3BuBaercs
AQHTMOHEBPOTUYECKUN OTEeK KuIleyHuKa. [Ipu 3ToM y manueHToB oTMevanach 00Jb B )KUBOTE
KaK HM30JIMPOBAHHBIA CHMITOM HJIM B COYETAHMM C TOLUIHOTOM M PBOTOM, B HEKOTOPBIX
ciydasix 0e3 MpeAlecTBYIOIIEr0 aHTMOHEBPOTHYECKOTO OTeKa JIMLAa W MPH HOPMAIbHOM
ypoBHe akTuBHOCTH Cl-3cTepasbl. /[marHo3 ycraHaBIMBajiCs C MOMOIIBIO KOMIIBIOTEPHOM
ToMorpaguu OpIOIIHOM TOJOCTH, YJIbTPA3BYKOBOI'O MCCIIEJOBAHUS MM B MOMEHT
XUPYpruyeckoro BMemiateabcTBa. CHMNTOMBI MPOXOAWIM TIOCIE MpPEKpalleHus IpueMa
uHruouTopoB AII®D. [TosTomMy y manmueHTOB ¢ OOJIBIO B O0JIACTH JKMBOTA, IMOTYYaIOIIAX
uHruouropsl AIl®, npu mnposeneHun auddepeHIuanTbHOR JUArHOCTUKH HE00XO0IUMO
YUUTBIBATh BO3MOXKHOCTb PAa3BUTHSI aHTHOHEBPOTHYECKOTO OTEKa KUIICUHUKA.

CoBMecTHOE TNpUMEHEHHE TMEepPUHIONpPHIa € KOMOMHUPOBAHHBIMU JIEKAPCTBEHHBIMU
npenapaTamMi, COJEPXKAlUMHU  BaJIcapTaH + caKyOUTpuJ, MPOTHBOMOKA3aHO, TaK Kak
MOBBIIIIEH PUCK PA3BUTHSI aHTHOHEBPOTHUYECKOT0 oTeKa (cM. pa3zaensl 4.3 u 4.5). [Ilpumenenue
KOMOWHHUPOBAHHOTO JICKAPCTBEHHOTO IIpernapara, COJAEpiKallero BaJicapTaH + cakyOuTpui,
BO3MOXKHO HE paHee, 4eM uepe3 36 4acoB MOCJE MOCIEIHEro MpuemMa MepuHIONpHIIa.
[IpruMmeHeHrne nepuHAONPUIIa BO3MOXKHO HE paHee, 4eM depe3 36 4acoB Mocie MpEeKpaleHus
nprema KOMOWHUPOBAaHHOTO JIEKapCTBEHHOIO npemnapara, CoJIepIKallero
BasicapTaH + cakyouTpui (cM. pa3zaenst 4.3 u 4.5).

CoBmecTHOE mpuMeHeHHe MHTHOUTOpoB AII®D ¢ MHrmbuTOpaMu HENpUIM3MHA (HAIpUMED,
pauekagotrpuwiom), uHrHOutopamu mMTOR (Hampumep, CHPOIUMYCOM, 3BEPOIUMYCOM,
TEMCUPOJIMMYCOM) W TJIMNTUHAMU (HampuMep, JUHATTUNTHHOM, CAaKCATJUITHHOM,
CUTATrJUNTHHOM, BWJIJATTUNTHHOM) MOXET MPHUBECTH K IOBBIIMICHHOMY PHUCKY pPa3BUTHS
AQHTMOHEBPOTUYECKOTO0 OTeKa (HampuMmep, OTEKYy [JbIXaTeNbHBIX MyTeH WM S3bIKa, C
HapyIlIeHUeM JbIXaHusl Wi 0e3 Hero) (cM. pazzaen 4.5). Crneayer coOoaaTh OCTOPOKHOCTh
Opd Ha3HAuYeHUM parekanorpuia, wuHruoutopoB mTOR  (mampumep, cuponmumyca,
IBEPOIIMYCA, TEMCUPOIMMYCA) W TJIHWITHHOB (HANpUMEp, JTUHATTUNTHHA, CAKCATIUITHHA,
CUTArJUNTHHA, BUJIATJIUIITHHA) Y MAlIUEHTOB, YXKe NpuHuMaronux uHruoutop AllD.

AnaghunaxkmouoHvle peaxkyuu npu nposedeHul 0eceHCcuoOUIU3ayul
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aHa(UIAaKTOUIHBIX PpEeaKIui y TaIMeHTOB, ToJydarormux HHruOuTopsl AIID BO Bpems
JNECCHCUOMIM3UPYIONIEH Tepamuu SI0OM IMepPerOHYATOKPBUIBIX HACEKOMBIX (TYeibl, OCHI).
Wuruburopsr AIl® HeoOXOAMMO TPUMEHSATH C OCTOPOXKHOCTBIO Y CKIIOHHBIX K
QIIEPTUYECKUM  PEaKIUsIM TaIMeHTOB, MPOXOIANINX MPOLEAyphl JeCEHCUOUIU3ALNU.
Crnenyer wm30erarb mnpuMmeHeHuss wuHruOurtopa All®  mamueHTaMm, TOJYyYarONIUM
MMMYHOTEPANHIO SIIOM MEPENOHYaTOKPBUIBIX HACEKOMBIX. Te€M HE MEHee, Y MallMeHTOB,
KOTOPBIM HEOOXOUMO Kak MmpuMeHeHne nHruoutopo AIID, Tak u mpoBeAeHHE TPOIEAYPHI
JIECEHCUOMIN3alnK, aHaQUIaKTOMIHON pPEaKUd MOXKHO H30eXaTh ITyTeM BpPEMEHHOU
otMmeHbl nHTHONTOpa AIID He MeHee, yem 3a 24 yaca 10 Havana MpoIEeaypHhI.
Anagpunakmouonvle peakyuu npu npogedeHuu agepesa IUnonpomeuHo8 HU3KOU ni0MmHOCMu
(JIIIHII)

B penxux ciyuasx y manueHToB, noixydatomux naruoutopsl AIID, npu npoBenenun adepesa
JIITHIT ¢ wucnosip3oBaHWEeM JeKCTpaHa CylbdaTa pa3BUBAIUCH YTPOXKAIOIIME >KU3HU
aHapuIaKTOUIHBIC peakuuu. s mpemoTBpaiieHus aHaQUIAKTOMIHON peakiuH CIEAyeT
BPEMEHHO TIpeKpamiaTh Tepanuio naruoutopom AIID nepen kaxmoit mporenypoii adgepesa.
Tayuenmul, Haxooswuecs Ha cemoouanuse

Y manueHToB, mnoaydarommx uHruoutopel AIID, mpu mnpoBemeHuH TeMoauaTu3za  C
IPUMEHEHHEM  BBICOKOPOTOYHBIX MeMmOpaH (mampumep, AN69®) O6bulM  OTMeEUeHBI
aHapuIaKTOUTHBIC peakuu. [loaToMy KenaTeIbHO TPUMEHATh MEMOPaHy APYTroro TUMA WIIN
MPUMEHSITh TUTIOTEH3UBHOE CPEACTBO APYToil papMaKkoTepaneBTUUECKOM IPYIIIbI.
Ilepsuunwiii cunepanrb0ocmepoHuU3M

[TaurieHTHl C MEPBUYHBIM THUIEPATBAOCTEPOHU3MOM, KakK MpaBUJIO, HE BOCIPUUMYUBBI K
AHTUTUIIEPTCH3UBHBIM IIperapaTam, JeHCTBUE KOTOPBIX OCHOBaHO Ha mHruOnpoBanun PAAC.
[ToaTOMY mpuMeEHEHNE Ipenapara y Takux NalMeHTOB HE PEKOMEHAYETCS.

Kawens

Ha ¢one tepanuun nuarudéuropom AIID moxkeT oTMeyaTbesi CyXoi YIIOPHBIN Kallleib, KOTOPBIi
ucye3aeT Mocjie OTMEHbI npernapata. [Ipu mosiBIeHUM y MalMeHTa CyXOro Kaluisl CIEIyeT
IIOMHUTb O BO3MOKHOM STPOI€HHOM XapakTepe A3TOoro cumnroma. Eciau nedammii Bpay
CUMTaeT, YTo Tepanus nHruouropom AII® HeoOxoauMa MalMEHTy, BO3MOXKHO POAOHKEHNE
npuema npenapara.

Jlemu

O} PexTUBHOCTh M MEPEHOCUMOCTh MPUMEHEHHUS MEPUHAONpPUIIA y JEeTel U IMOAPOCTKOB B

KayecTBe MOHOTEpANUH UM B KOMOMHALIMY C IPYTUMHU MpenaparaMu HE YCTaHOBJICHBI.
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Plucknapmepuansnos  cunpmenzuu u/uiu no4eyHOU—HeQOCMamoUHOCHI HAYUEeHINO8—¢

cepoeyHoll HeOOCMAMOYHOCMbIO, HAPYULEHUEM 800HO-2IeKMPOIUMHO20 DANanca u m.o.)

[Ipy HEKOTOPBIX MATOJOTMUYECKUX COCTOSIHUSIX MOMKET OTMEYAThCsl 3HAYUTEIbHAS aKTUBALUS
CUCTEMBI «PEHUH-aHTUOTCH3UH-aJIbJOCTEPOH», OCOOCHHO MPH BHIPAYKCHHON THIIOBOJIEMUU U
CHIDKEHUHU COJACPIKaHUS SJIEKTPOJIMTOB B IuIa3Me KpoBH (Ha (oHe OecconeBOil AMETHI WU
JUINTETILHOTO TpHeMa JUYPETHUKOB), y MAlMEHTOB C HMCXOJHO HHM3KUM AJl, cTeHO30M
[IOYEYHON apTepHuM, 3aCTOMHOM CEpAEYHOM HENOCTATOYHOCTBIO HIIM LIHUPPO3OM IIEYEHU C
OTEKaMHU U aCLIUTOM.

[Ipumenenne wunrnoutopa AIl® BebpBaer Onokany PAAC wuw mosToMy MOXET
COTIPOBOXKAATHCS PE3KUM CHIKeHUEM AJl /Wiy MOBBIIIEHHEM KOHIIEHTpAIlMN KpeaTHHUHA B
1asMe  KpPOBHM, CBHUJACTEIbCTBYIOIIMM O Pa3BUTUM  (PYHKIMOHAILHONH  TMOYEYHOMH
HEJOCTATOYHOCTH. DTHU SIBIICHUS Yallle HaOJIONAI0TCS TPU MPUEMe TIEPBOM J03bI Mpernapara
WIM B TEYEHHE IMEpBBIX JABYX HeAeNb Tepanuu. B penkux ciaydasx S5TH COCTOSHUS
pa3BUBAIOTCS OCTPO M B JpPyrH€ CPOKHM Tepanuu. B Takux ciaydasx Hmpu BO30OHOBJICHHUH
TEepanuu PEeKOMEHyeTCs MPUMEHSTh MperapaTr B Oojiee HU3KOW J103€ U 3aTeM IMOCTEIICHHO
YBEJIUYHUBATH J03Y.

Loowcunou o3pacm

[lepen HavagoM TmpHeMa MEPUHAONPHIA HEOOXOAMMO OLEHUTh (YHKIMOHAIBHYIO
AKTHUBHOCTH IIOYEK U COJICpKaHUE KaJlsl B IJIa3Me KpoBU. B Hauasne Tepanuu 103y npemnapara
noN0OUPAIOT, YYUTHIBAasE CTENeHb CHIKeHHS AJl, ocoOeHHO B ciydae 00€3BOKMBaHUS U
MOTEPH IAEKTPOIUTOB. [10100HBIE MEPHI TO3BOJISIIOT M30€KaTh pe3Kkoro cHkeHus Al
Amepocknepos

Puck aprepuanbHOM TUIMOTEH3UM CYIIECTBYET Yy BCEX NAlMEHTOB, OIHAKO OCO0YIO
OCTOPOXKHOCTh CIIEAyeT COONM0IaTh, MPHUMEHSSI Tpernapar y MAlMeHTOB C HWIIEMHYECKOM
00JIe3HBI0 Cep/lla U HEJOCTaTOYHOCTHIO MO3TOBOI'O KpOBOOOpalleHus. Y TaKUX MalleHTOB
JiedyeHue clielyeT HaulHaTh ¢ HU3KUX /103 Iperapara.

Cepoeunas nedocmamo4Hocmy, maxiceads cepoeyHas HeOOCmMamoyHOCb

[ManmenTam ¢ TspKeNoi cepaedHoil HemoctarouHocThio (IV pyHKIMOHANBEHOTO Kiacca MO
knaccuukanmn NYHA) npumenenue npenapata Homunpen A bu-dopre He mokazano, Tak
KaK y TakuxX NaIlMeHTOB Tepanus IODKHA HauyuHAThCS ¢ Oojiee HU3KUX /103 KOMOWHAIUU
WHJAMaMH/Ia ¥ TIEPUHAONPHIIA U MO TIATEIILHBIM BpadeOHBIM KOHTPOJIEM.

[TanueHTHI ¢ apTepUanbHON THIEPTEH3UEH M WIIEMHUYECKON OOJIE3HBIO CepAla HE JTOJIKHBI
mpeKpamarh npueM Oera-aapeHo0I0KaTopoB: WHruOUTOphl AII® AOMKHBI NMPUMEHSTHCS

BMecCTe ¢ OeTa-aJipeHo0I0KaTopamMHu.
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UEHIBLICHOAX APTIbIM abemom

VY mnanuMeHToB C WHCYJIMHO3aBUCHUMBIM CaxapHbIM Aua0eToM (OMacHOCTh CIIOHTaHHOIO
YBEIMYEHUSI COAepXaHMA Kanus) Tepanus npernaparom Homumpen A bu-goprte
HelleJIecoo0pa3Ha, MOCKOIbKY Y TakKuX [allMeHTOB JIEYCHHE JOJDKHO HauuHAThCA C
MUHHUMAQJIBHBIX 103 HWHAANaMuJa M MEPUHAONPWIA W NPOXOJHUTHh IM0J MOCTOSHHBIM
BpaucOHBIM KOHTPOJIEM.

Heo6xoauMo TIIATENbHO KOHTPOJIMPOBATH YPOBEHb TNIMKEMUU Y TALUMEHTOB C CaxXxapHbIM
nrabeToM, paHee MOJMyYaBIIUX MEPOpaTbHBIE CaXapOCHIDKAIOUINE MPENapaThl WIK UHCYIIHH, a
MMEHHO B T€UCHHUE TIEpBOro Mecsia Tepanuu nHruouropom AIID (cm. pazgen 4.5).
Omuuueckue pasnuyus

[epungonpun, xkak u apyrue uHruOutopsl AIID, oka3bIBacT SBHO MEHEE BBIPAKEHHOE
AQHTUTUIIEPTEH3UBHOE JIEHCTBUE Yy MALMEHTOB HETPOMIHONM pachkl IO CPaBHEHUIO C
IPECTAaBUTENIAIMA APYTUX pac. Bo3MOXHO, 3TO pa3nuuue O0OYCIOBIEHO TEeM, 4YTO Yy
MalMEHTOB C apTEPUAIBHOW THIIEPTEH3WME HErpOMJHOM pachl Hallle OTMEYAeTCs HHU3Kas
AaKTUBHOCTb PEHUHA.

Xupypauueckoe emewamenvcmeo, aHecme3sus

[Ipumenenne nHrnOUTOpOoB AIID MOXKET MPUBECTH K apTEPUATBHONW THIIOTEH3UU, OCOOCHHO
IIpU COBMECTHOM NPUMEHEHUU CPEACTB JUIsl aHECTEe3UH, 00JIaJaloINX aHTUTUIEPTEH3UBHBIM
JEACTBUEM.

[TosToMy pekoMeHayeTcss IO BO3MOXXHOCTH TPEKpPaTUTh IpueM HHrHOuTOpoB AllD
JUIMTEIBHOTO  JIEWCTBUS, TAKUX KakK MEPUHIONPHWI, 332 CYTKH JO0 XHUPYPrUYECKOIO
BMEIIATEIbCTBA.

Cmeno3 aopmanbHo20 uUlU MUMPATLHO20 KIANAHO8/cunepmpoghuueckas o6cmpyKmueHas
KapouomMuonamus

Nuru6utoper AII® m0mKHBI ¢ OCTOPOKHOCTBHIO HA3HAYATHCS IMAIMEHTaM C OOCTPYKIUEH
BBIHOCSIIETO TPAKTA JIEBOT'O JKEITyA0UYKA.

Ileuenounas neoocmamounocmo

B penkux cnyuasx Ha QoHe mnpuema uHruOuTOpoB AIID BO3HHMKaeT XoiecTaTHyecKas
xentyxa. [Ipu mporpeccupoBaHUU 3TOTO CHHIPOMAa BO3MOXKHO pa3BUTHE (YIBMUHAHTHOIO
HEKpO3a MEYEeHH, MHOTAA C JIETAIbHBIM HCXOJOM. MeEXaHU3M pPa3BUTHS 3TOrO0 CHUHApPOMA
HesiceH. llpu mosBIEeHUM KENTyXW WM OPU 3HAYUTEIBHOM IOBBIIIEHHH AKTUBHOCTHU
NCUYCHOYHBIX (epMeHTOB Ha (QoHe mnpuemMa uHrHOMTOpoB AIlD mnammeHty cremyer
npekpatute npueM uHruOutopa AIID u HaXoAUTbCA MOJ COOTBETCTBYIOIIMM CHTYalluU

HaOmroIeHueM Bpada (cM. pasnen 4.8).
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['unepkanuemMust MOKET pa3BUBATHCS BO BpeMs JedeHus: nHruoutopamu AIID, B Tom uucie,
u nepunaonpuiom. Maru6utoper AII® MoryT BhI3BIBaTh THIIEPKATUEMHIO, MOCKOJIBKY OHHU
UHTUOMPYIOT BHICBOOOKICHUE abI0CTEPOHA. Y TMAIMEHTOB C HOPMAJIbHOM (PyHKIMEH movek
9TOT 3(pdexT o0buHO He3HauuTeneH.  DakTopamMu pHUCKAa THUNCPKATMEMHUH SBISTIOTCS
MOYeYHasi HEJOCTaTOUYHOCTb, YXyAllleHne QYyHKIIUH MOYeK, Bo3pacT cTapuie 70 JeT, caxapHbIil
nradeT, HEKOTOpbIe COMYTCTBYIOIIME COCTOSIHUS, B YACTHOCTH, JAETHIpATaIysi, OcTpas
JICKOMITCHCALIUSl ~ CEPJCYHOM  JEATETbHOCTH, METa0OMMYeCKUH  aIua03, COBMECTHOE
IpPUMEHEHHE KanuicOeperaronmx IUypeTUKOB (TaKUX KaK CIHUPOHOJIAKTOH, SIUIEPEHOH,
TpUAMTEpPEH, aMHJIOPU), a TaKKe MpEenapaToB Kajlus WM KaJuiicofepallux 3aMeHUTeNnen
NUILEBOM CONHM, a TaKXKe MPUMEHEHHE JPYTUX MPEernapaToB, CIOCOOCTBYIONIMX MOBBIIICHUIO
COJIepXaHUsl Kajdusi B IUJIa3Me€ KpPOBU (HAmpuUMep, TrenapuHbl, KO-TPUMOKCA30J, TaKkKe
U3BECTHBIII Kak KOMOMHaLUs CyJlb()aMeToKCca3ol + TPUMETONPUM, JAPYTU€ HHTUOUTOPHI
ATII®, aHTaroHUCTHI pelenToOpoB aHrnoTeH3uHa 11, aneruncanununoBas kuciora (3 r/cyTku u
Oonee), wuHrHOUTOpHI IMKIOOKcUreHaspl-2 (IIOI'-2) u HeceneKTHBHBIE HECTEPOUITHBIC
npoTuBoBocnanuTenbHble  npenaparel  (HIIBII), wuMMmyHonmempeccaHTbl, Takue Kak
[IUKJIOCTIOPUH WK TAaKPOJIUMYC), 1 OCOOCHHO aHTaroHUCTOB ayibiocTepona uinu APA 11.
[Ipumenenne mpemapaTtoB Kajaus, KaJduicOeperalomux ITAYPETHUKOB, KaJIMHCOIEPIKAIIuX
3aMEHUTENIEN MUILEBON COJIM MOYKET NPUBECTU K 3HAYMTEIHLHOMY IOBBIIIECHUIO COJEP/KaHUS
KaJHs B KPOBH, OCOOCHHO y MAIMEHTOB CO CHM)KEHHOM (yHKuMel mouek. ['mnepkanuemus
MOKET MPHUBECTH K CEpbe3HBbIM, WHOTAa (aTanbHBIM HAPYLIEHUSM CEPAEYHOrO0 PUTMA.
KanuiicOeperaromue muypetukn u APA Il cinegyer NmpuMEHSTH C OCTOPOXHOCTBIO Y
MAIMEHTOB, MONyJaomuX HHruouTopsl AIID, mpu 3TOM ciemyer KOHTPOIUPOBATh YPOBEHB
KaJusl B CBIBOPOTKE U (YHKITUIO TIOYEK.

Ecin HeoO0XoAMMO COBMECTHOE MPUMEHEHHE YKa3aHHBIX BBIIIE IPENaparoB, JeueHUe
JOJIKHO TIPOBOJUTHCA C OCTOPOXKHOCTBIO Ha (POHE PETYJSIPHOTO KOHTPOJIS COJEp>KaHUs
KOHIIEHTPAIIUU MOHOB KaJIHsl B CBIBOPOTKE KPOBH (CM. pa3zen 4.5).

Bcnomozamenvhvie ewecmea

JlexapctBennbli  mpenapar Hommmpen A bu-popre comepxut JIaKTO36I  MOHOTHIPAT.
[TanmeHTamM € peaKko BCTpEYAIOLIECHCs HACIEICTBEHHOM HEMEPEHOCUMOCTBIO TallaKTO3bl,
Ne(QUIUTOM JIaKTa3bl WM TIIOKO30-TalaKTO3HOM MaibabcopOuueit He cienyeT MpUHUMATh
3TOT Ipemnapar.

Cooeporcanue nampust

Homunpen A bu-dote conepxxut menee, uem 1 MMonb HaTpus (23 mr) B TablieTKe, TO €CTh

15


ЛП ГП СОГЛАСОВАНО


C? Oﬂplglcﬁléooegx IE-;I\E) COOTBETCTBYET 2KCNEPTHOMY OTYETY

AT E ke 4 g
MUHWUCTEPCTBOM 3[IPABOOXPAHEHUS oT 2307 2025 N2 18374
PECTYBIMK/ BENAPYCb

MPUKASOM OT 31.12.2025 Ne 1644 (MOCNEOOBATENEHOCTE 0024)

M PAKTHHNSCKH- HE-COACPIKUT HATPHSI.

4.5. B3amMopgeilicTBMe C JAPYTHMH JIEKAPCTBEHHBIMHM INpenapaTtaMy W Jpyrue BHUAbI
B3auMOAeliCTBUA

Obwee 0115 unoanamuoa U NepuHOoOnpPUILd

CoBMeCTHOE IPUMEHECHHE HE PEKOMCHIYETCS

IIpenapamul rumus

[Ipu coBMecTHOM NPHUMEHEHUH TpernapaToB JUTUS W UHruouTopoB AIID coobmiamock 06
o0paTMMOM TMOBBIIIECHUH COJEPXKAHUS JIUTHA B IJIJa3ME€ KPOBU U CBSI3aHHBIX C OSTUM
Tokcnueckux d¢pdekrax. CoBMECTHOE TMpPUMEHEHHE KOMOWHAIUM TEPUHAONpHUIA U
UHJaNaMHa ¢ IpernapataM JUTHS He peKkoMmeHayeTcs. Ilpu HeoOXOoIuMOCTH MPOBEACHUS
TAaKOM TEpaluu CIEAYET PEryJsipHO KOHTPOJIMPOBATH COAEpPXKAHHUE JINTUS B IUIa3ME KPOBU
(cm. paznmen 4.4).

CoBMecTHOE IpUMeHeHne TPeOYeT 0c000 0CTOPOKHOCTH

baxnogen

VYcunenne aHTUrMNEpTEeH3UBHOro nAeiictBus. Cnenyer koHTposupoBate A/l u, npu
HEO0OXO0JUMOCTH, KOPPEKTUPOBATH J03bl aHTUTUIIEPTEH3UBHBIX MTPENApaTOB.

Hecmepouonwvie npomusosocnanumenvnvie npenapamol (HIIBII) (éxnouas evicokue 003bi
AyemuacanuyunIo8ou KUuciomol > 3 2/cymku,)

[Tpu coBmectHOM npuMeHeHnn HHruouTopoB AIID n HIIBII (aneruncanuiunoBas KUCIOTa B
J103€, OKa3bIBAIOLICH MPOTHBOBOCHAIUTENBHOE JIEHCTBUE, HHTUOUTOPHI IUKIOOKCUTE€HA3bI-2
(I10I'-2) u necenextuBubic HIIBIT) MmoxxeT HabmroaaThCst ocnabaeHne aHTUTUTIEPTEH3UBHOTO
s dekra. CoBmectHoe npuMmeHeHne HHruouTopoB AIID u HIIBII mMoxxer mpuBOAHMTH K
YBEIMYEHHUIO pHUCKa YXYJIIEHUS (YHKIHMU TOYEK, BKIIIOYAs Pa3BUTHE OCTPON IMOUYEHHOM
HEJOCTAaTOYHOCTH, U YBEJIUYEHUIO COJAEP)KAHUS Kalus B CHIBOPOTKE KPOBH, OCOOEHHO Y
MAalMeHTOB C MCXOJHO CHWXEHHOH (yHKmued mouek. Cremyer coOo1aTh OCTOPOKHOCTh
npu npuMeHeHuun KomOuHanuu npenapata u HIIBII, 0coGeHHO y MOXHIBIX MAI[MEHTOB.
[TanmeHTsl [OJKHBI IOJIydaTh aAJEKBAaTHOE KOJWYECTBO IKUAKOCTH, PEKOMEHIYETCs
KOHTPOJIMPOBATh (PYHKIIMIO MOYEK KaK B HaYaje COBMECTHOM TepaIuu, TaK U MEPUOIUIECKU B
npolecce JeYeHUs.

CoBMeCTHOE IpUMEHEHHUE TPeOYET BHUMAHHUS

Tpuyuxnuueckue anmuoenpeccanmol, AHMUNCUXOMUYECKUE CPeOCMBA (HelpoIenmuK)
[IpenapaTsl 3TUX KJIACCOB YCHJIMBAIOT aHTUTUIEPTEH3UBHBIA 3PPEKT U YBETUUUBAIOT PUCK

OPTOCTATUYECKOM THIOTEH3UH (3l TUTUBHBIN 2 (PEKT).
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CoBMecTHOE IpUMeHeHHe TPeOYET 0C000 OCTOPOKHOCTH

Ilpenapamul, cnocobnvie 6bI3616aMb NOIUMOPPHYIO HCENYOOUKOBYIO MAXUKAPOUIO MUNA

«nupysmy»

W3-3a pucka pa3BUTHsl THIOKAIMEMHUH CIEIYeT COOII0IaTh OCTOPOKHOCTh P COBMECTHOM

Ha3HAYeHUM WHAANaMuUJa C T[penaparaMu, CIOCOOHBIMHU BBI3BIBATH  MOJUMOPGHYIO

JKCIIYJOYKOBYIO TaXUKaApAUIO TUIIA KITUPYIT», TAKHUMHU KaK:

aHTHAPUTMUYECKHUE JICKApCTBEHHbIE npemnaparbl [A kiacca (XMHMIUH, THAPOXUHUIMH,
musonupamu, npokanHamun) u IC knacca (prnexannun),

aHTHapUTMUYECKUE JiekapcTBeHHble mnpemnaparsl Il kmacca (ammomapoH, coTainou,
noderunua, nOyTUIHI, OPETHIINS TO3WIIAT, IPOHETAPOH ),

HelponenTuku:  (EeHOTHA3WHBI  (XJIOPIPOMA3WH, LHMAMEMa3HH, JIEBOMENPOMA3HH,
THOpHJA3uH, Tpudiayonepasut, ¢iydeHasuH), O€H3aMHUIbl aMHUCYJIBIPHI, CYJIbIUPUI,
CYJAbTONPHUJ, THANPHUA), OyTUPO(EHOHBI (APONEPHIOI, TANONEPUAOI), THUMO3UI,
CepTUHJION;

AQHTHUJICTIPECCAHTBI: TPULUKINYECKUE aAHTHACTIPECCAHTHI, CEJEKTUBHBIE WHTHUOUTOPHI
00paTHOTO 3axBaTa CEPOTOHHHA (LIUTAIONPAM, ICIUTATIONPAM);

aHTHOaKTepuaabHbIE CpeACTBA: (TOPXUHOJIOHBI (JIeBO(DIOKCAIMH, MOKCH(IOKCAIUH,
cnap¢IoKCcayH, MUIPO(GIOKCAINH); MAaKPOJIUAbl (3PUTPOMUIIMH TpPU BHYTPUBEHHOM
BBEJICHUHU, Aa3UTPOMUIIMH, KIAPUTPOMHUIUH, POKCUTPOMHUIIUH, CHHUPAMUIIUH); KO-
TPUMOKCA307;

POTUBOTPUOKOBBIE CPEJCTBA psAlia a30JI0B (BOPUKOHA30J, UTPAKOHA30J, KETOKOHA30M,
baykoHa30m);

MPOTHUBOMAIIIPUMHBIE  CPEeICTBA (XWHHMH, XJOPOXHMH, MeQUIOXuH, TalodaHTpHUH,
aymedaHTpHUH);

aHTHAHTUHAJIBHBIC CPEACTBA (paHOIa31H, OCTIPHINI);

IPOTUBOOITYXOJIEBbIE TIperaparbl U UMMYHOMOJYJATOPHI (BaHAETAaHUO, MBbIIIbsIKA
TPUOKCHJI, OKCATMIIJIATUH, TAKPOJIMMYC, aHArpesIum);

MIPOTUBOPBOTHBIE CPEICTBA (OHIAHCETPOH);

CpeACTBa, BIMSIIOIIME HA MOTOPHUKY JKENyJOYHO-KUIIEYHOTO TpakTa (IM3amnpui,
JIOMIIEPUJIOH );

AHTUTUCTaMUHHBIE CPEJICTBA (aCTEeMHU30JI, TepPEeHATUH, MU30JIACTHH);
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I[I/I(l)eMaHI/IJ'I, BUHKaMHAH—HPpH—BHYTpHBEeHHOM—BBESACHHH;

Ba30MPECCHUH, TEPJIUNPECCHH, KETaHCepuH, TMpoOykoa, mpornodon, ceBodurypaH,

TEPOIMIINH, [IUJIOCTA30]I.
CrnenyeT npoBOIUThH NMPOPHUIAKTUKY THIIOKAJIUEMHUH U, IPH HEOOXOAUMOCTH, €€ KOPPEKIIHIO;
KOHTpoMpoBaTh HHTEpBal QT.
Ilpenapamul, cnocobHble 6b13b16aMb 2UNOKATUEMUTO
Amdorepunima B (B/B), TIIOKO- W MHHEPATOKOPTHKOCTEPOUIBI (IMPU CHCTEMHOM
NPUMEHEHUHN), TETPAaKO3aKTH, CIaOUTeIbHbIE CPEACTBA, CTUMYJHUPYIOIIUE MOTOPUKY
KUAIICYHUKA: YBEJIMYCHHWE PHUCKA PA3BUTUS THUMNOKAIMEMUH (AAIUTHBHBIN 3¢ (deKr).
Heo0xoauM KOHTpOJNb COAEp)KaHUS Kaylds B IUIa3Me€ KPOBH, IPU HEOOXOTUMOCTH — €ro
koppekuus. Ocoboe BHUMaHUE CIEAyeT YACNATh MaldeHTaM, OJJHOBPEMEHHO MOJyYaloluM
cepaeuHble TIUKo3ubl. ClieyeT MPUMEHSTh ClIa0UTeNbHbIE CPEACTBA, HE CTUMYJIUPYIOIINE
MOTOPHUKY KHILICYHUKA.
Cepoeunbie 2nuKo3udbl
['unokanuemMusi W/WIM TUIIOMAarHWeMUs TpeApacrlojaraloT K pa3BUTHIO TOKCHYECKOTO
NEHCTBUS CepJCUHBbIX TNIMKO3UA0B. PekoMeHayeTcss KOHTPOIUPOBAaTh COJIEpKaHHE Kalus U
MarHusi B miazMe kpoBu M mokazarenn OKIT u, mpu HeoOXOAMMOCTH, KOPPEKTHPOBATH
TEpaIuIo.
Annonypunon
[Ipu coBMECTHOM MPUMEHEHMH C MHAANAMUIOM BO3MOKHO MOBBINICHHE YACTOTHI pEaKiuit
THIIEPYyBCTBUTEIBHOCTH.

CoBMeCcTHOE IpUMEHEHHE TPeOYEeT BHUMAHHUS

Kanuiicoepezarowue ouypemuxu (amunopuod, cnupoHoiakmoH, mpuammepex)

Takoe coueranne 0OOCHOBAHO y HEKOTOPBHIX ManueHToB. [Ipu 3ToM MoxeT HabionaThes
TUMOKAIMEMUsl WM TUlepkaiueMus (B YacTHOCTH, Yy TAIlMeHTOB C MOYEYHOH
HEJOCTATOYHOCTHIO MJIM caxapHbIM quadberom). Ecinu HeoOXoauMo COBMECTHOE IPUMEHEHUE
WHJAMAMHIA W YKa3aHHBIX BBIIIE KAIMHCOEPErarolnx IUYPETUKOB, CIEAYeT MPOBOIUTH
KOHTPOJIb COJEPKaHMs Kalmus B IuiazMe kpou u mapamerpoB OKI'. Ilpu HeoOxommmocTu
CXeMa JIeUeHHUsI MOKET ObITh IepecCMOTpEHA.

Memdopmun

OyHKIMOHATBHAS TOYeYHAsT HEJOCTATOYHOCTh, KOTOPasi MOKET BO3HHMKATh Ha (hOHE mpuema
JTUYPETUKOB, OCOOCHHO «IIETIIEBBIX», IPU COBMECTHOM NMPUMEHEHUH METPOPMHUHA OBBIIIAET
PUCK pa3BUTHS MOJIOYHOKMCIIOTO anuao3a. He cienyer mpuUMEHATb METQOPMHUH, €CiH

KOHIIGHTpalUsl KpeaTHHHUHA B TUIa3Me KPOBHU MpeBbimaeT 15 mr/i (135 MKMOb/11) y My>K4HH
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u| hdcmmieraEldOcmrne0IIs/11) Iy JKEHIINH.

Hoocodepoicawjue konmpacmmuvie seuyecmsa

O06e3BokHMBaHKE OpraHu3Ma Ha (OHE NMpUeMa TNYyPEeTUICCKUX MPENapaToB YBEIUYUBACT PUCK
pPa3BUTHUSI OCTPOU MOYEYHOW HEIOCTATOYHOCTH, OCOOCHHO IMPHU MPUMEHEHHHM BBICOKHX 03
HoacoAepKalMX  KOHTpAacTHbIX  BemiecTB. llepen  mpuMmeHeHHeM  MoACOIEpKalIUX
KOHTPACTHBIX BEIIECTB MAI[UEHTaM HEOOXOJMMO KOMIIEHCHPOBATH TOTEPIO KHUIKOCTH.
Kanvyuii (conu)

[Ipy coBMECTHOM MPUMEHEHHH BO3MOXKHO PAa3BUTHE THIEPKAIBIIMEMUN BCJICICTBUE
CHIDKEHUS SKCKPEIMH NOHOB KAITBIUS TIOYKAMH.

Luxnocnopun, makpoaumyc

Bo3MOXHO TMOBBIIIIEHWE KOHIEHTPAIMU KpPEaTMHWHA B IUIa3ME€ KPOBU 0€3 H3MEHECHUS
KOHIIEHTPAIIUHU [TUKIIOCTIOPUHA B TUIa3Me KPOBH, JIaXKe MPU HOPMATLHOM COJCPKAHUHU BOJBI U
WOHOB HATPHSI.

Kopmukocmepouodwsl, mempakozakmuo (npu cucmemHom npumeHeHul)

YMeHbIIeHHE aHTUTUIIEPTEH3UBHOTO A deKTa (3aepakKKa COIU U BOJbI Ha (poHEe MPUMEHEHUS

KOPTUKOCTEPOUIOB).

Ilepunoonpun

JlanHble KIMHUYECKUX WCCIEAOBAHUN TIOKA3bIBAIOT, 4TO JABoiHas Onokaga PAAC B
pe3yabTare COBMECTHOTO mnpuMeHeHuss uHruomtopoB AIID, APA I wumum amuckupena
OPUBOIUT K YBEJIMYEHHUIO YacTOThl BOHMKHOBEHMSI TAKMX HEXENaTeNbHBIX SIBICHHUH Kak
apTepualibHas TUIIOTEH3Ms, TUTIEPKATUEMHUS U CHIDKEHUE (PYHKIMU TIOYeK (BKIIOYAst OCTPYIO
MOYEYHYIO HEIOCTATOYHOCTH), 110 CPABHEHMIO C CUTYalUsSMHU, KOIZIa NPUMEHSETCS TOJIBKO
OJIMH TIpemnapart, Bo3zaeicTBytomuii Ha PAAC (cm. pasnensi 4.3, 4.4 u 5.1).

Jlexapcmeennvle npenapamvl, nO8bIULAIOWUE DUCK PA3BUMUSA AH2UOHEBPOMUYECKO20 OMeKd
CoBmectHoe npuMeHeHrne HHruOuTOopoB AIID c komOuHaimed BajicapTaH + caKkyOUTpuUI
IIPOTUBONOKA3aHO, TaK KaK 3TO YBEIMUMBAET PUCK AaHTMOHEBPOTHUECKOTO OTEKA (CM. pa3elibl
4.3 u 4.4). [Ipumenenne KOMOWHAIIMKM BaJICAapTaH + CaKyOMTPHJI BO3MOXXHO HE paHee, 4yeM
yepe3 36 YacoB IMOCI€ MPUMEHEHHS TMOCIeAHEed A03bl mepuHponpuia. I[IpumeHeHue
NEpPUHJIONpUIAa BO3MOKHO HE paHee, 4eM uepe3 36 4JacoB IOCie NMPUMEHEHHUs MOCIeIHEN
710361 KOMOMHALIMY BaJicapTaH + cakyOuTpuia (cM. paznensl 4.3 u 4.4).

CoBmecTHOe TpuMeHeHue HHTuOuTOpoB AIID ¢ pamekamorpuiom, maruouTopamun mTOR

(HampuMep, CHPOJIIMMYCOM, 3BEPOJIUMYCOM, TEMCHUPOJIMMYCOM) M TIUNTHHAMH (HAIpumep,
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MOBBIIICHHOMY PUCKY aHTMOHEBPOTHYECKOI0 OTeKa (CM. paznen 4.4).

Jlexapcmeennvie npenapamul, 8bl3bl8aiOUjUe 2UNEPKATUEMUTO

HecMmotpst Ha TO, 4TO ypOBEHb KaJHs B CHIBOPOTKE KPOBH OOBIYHO OCTAETCS B Ipenaeax
HOPMBI, Y HEKOTOPHIX IMalMeHTOB, NpuHUMaromux Homunpen A bu-dbopre, Moxer
BO3HUKHYTb TUIIEPKATHEMUS.

Hexoropele JieKkapCTBEHHBIE IIpenaparbl MM KJIACCHl IIPENnapaToB MOTYT YBEIWYMBAaTh
YacTOTY Pa3BUTHUS TMIIEPKATIMEMHH: aJTUCKUPEH, COJIM KaJHsl, KamuiicOeperaromme 1nypeTHKH
(HampuMep, CHUPOHOJAKTOH, TPUAMTEpPEH WX ammwiopuna), uHruoutopsl AIID, APA 1,
HIIBII, remapuHbl, MMMYHOJEMpPECCAHTHI (TakKWe€ KaK HUKJIOCIIOPHH WM TaKpPOJIUMYC),
TPUMETONIPHUM M KO-TPUMOKCA30J (Cylb(amMeTokca3ol + TPUMETONPHUM), TOCKOJIBKY
TPUMETONPHUM, KaK H3BECTHO, NEHCTBYeT MOMOOHO KanuiicOeperaromemMy TUypeTHKY, Kak
ammnopua. KomOuHanus 3TUX JIEKapCTBEHHBIX IMPENapaToOB YBEIWYMBAET PUCK PA3BUTHUS
runiepkanueMun. [loatomy coBmectHoe mnpumeHeHue Homumpen A bu-dopre ¢
BBILICTICPEYUCIICHHBIMU IIpenapaTaMu He peKoMeHayercs. Eciau Ioka3aHO COBMECTHOE
INPUMEHEHNE, UX CIEAYET MPUMEHATH C OCTOPOXKHOCTBIO M C YaCTBIM KOHTPOJIEM YPOBHS
KaJIusl B CBIBOPOTKE KPOBH.

CoBMecCTHOE IPUMEHEHNE IPOTUBOIIOKa3aHo (cM. paszei 4.3)

Anuckupen u 1exapcmeentvie npenapamol, CO0epHcaujue arucKupeH

CoBMecTHOEe mpuMeHeHHe UHTHOUTOpoB AIlD ¢ nekapCcTBEHHBIMH TIperapaTamMu,
CoJlepKallMK aIUCKUPEH, MPOTHUBOIMOKA3aHO y MAIlMEHTOB C CaxapHbIM IHa0eTOM W/Win
YMEpEHHBIM WM TKENsIM HapymieHneM O¢yHkimu mnouek (CK® < 60 mn/mun/1,73 m?
IUIOLIAIM TIOBEPXHOCTH Tena) (cM. paszaen 4.3). Bo3pacraeT puck pa3BuUTUS THIIEPKATHEMUH,
yXyaueHus: GyHKINUU MOYEK, CepAeUHO-COCYTUCTOM 3a00I€Ba€MOCTH U CMEPTHOCTH.
Coemecmnas mepanusi ¢ uneudoumopamu All® u awmaconucmamu  peyenmopos
aHeUOMEH3UHA

[IporuBonokazano mpuMeHeHne HHruouTopoB AIID B coderaHWM ¢ aHTArOHHCTAMU
penentopoB anruorensuna II (APA 1) y manuenToB ¢ auaberndeckoil Hedpomartuen (cm.
pasnen 4.3).

Oxempakopnopanvhas mepanust

DKCTpaKopIopalbHbIE METOMBI JICUCHUS, MPUBOASAIINE K KOHTAKTy KPOBHU C OTPHUIIATEIBHO
3apsHKEHHBIMU TIOBEPXHOCTSIMU, TAaKHE KaK TUAIA3 WM TeMO(DUIBTPALUs C UCIIOIb30BAaHUEM
HEKOTOPBIX BBICOKOITPOTOYHBIX MeMOpaH (Hampumep, MOIHaKpUIOHUTPUIIOBBIX), WK adepes

JUMNONPOTEMHOB  HU3KOM  IUIOTHOCTH C  HCIOJIb30BAaHMEM  JeKCTpaHa  cyibdara,
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(cm. pazmen 4.3). Eciu manmweHTy HeoOXoauMa SKCTpaKopHopajdbHas Tepamus, CIeayeT
PACCMOTPCTL BO3MOKHOCTHL HCIIOJIB30BAHUA [OpPYyroro TUIla I[HaﬂH3H0ﬁ MGM6paHBI niim
APYyroro Kjiacca aHTUTHUIICPTCH3UBHLBIX MTPCIIapaToB.

CoBMeCTHOE IPUMEHECHHE HE PEKOMCHIYETCS

Anuckupen u 1exapcmeeHnmvie npenapanmol, CO0epiHcaujue arucKupeH

Y nanueHToB, HE MMEKOIIUX CaxapHOro auadeTa WM HapylmieHus (YHKIUA TI0YeK
(CK® < 60 mn/mMun/1,73 M>  miomamu MOBEPXHOCTH Tejia), MOBBINIEH PHCK DPAa3BUTHSA
TUIEepKATMEMUH, YXyAIEeHUs] (GYHKIUU [TOYEK U MOBBIIIECHUS YaCTOThI CEpAEUHO-COCY TUCTON
3a00JI€BAEMOCTH ¥ CMEPTHOCTH (CM. paznen 4.4).

Couemanue mepanuu ¢ uneuoumopamu AIID u APA Il

[lo wumeromuMcs  JnUTEpaTYpHBIM  JAaHHBIM, Y  TANHEHTOB C  YCTAHOBJICHHOU
aTepOCKIECPOTUYECKON OOJIE3HBIO, CEPJICYHON HEAOCTATOUHOCTHIO UM CaXapHBIM IHA0ETOM C
MOPaKEHUEM OpraHOB-MUIIICHEH OJHOBpeMEeHHOE nmpuMeHeHue HHruouTopoB AIID u APA 11
OPUBOIUT K YBEJIWYCHHIO YaCTOTHl Pa3BUTHUS apTEpPUATbHOM TUNOTEH3HH, OOMOpOKa,
TUNEpKATMEMUN W YXYOIICHUs (QYHKIOUH T0YeK (BKJIIOYAs OCTPYH  IOYEHHYIO
HEIOCTaTOYHOCTh), IO CPABHEHUIO C CHUTYalUsIMHM, KOIJAa NPUMEHSETCS TOJBKO OJHH
npenapar, Boznelictpyrommii Ha PAAC. Tlpumenenue npoitHon 6iokansl PAAC (Hanpumep,
B CiIydae OJHOBpPEeMEHHOTO mnpumeHeHuss HHruoutopoB AII® m APA II) mommkHO OBITH
OTPAHHYCHO €IMHUYHBIMU CIY4asiMH CO CTPOTHUM KOHTpPOJIeM (PYHKIIMH TOYEK, COICPKAHUS
Kanud B miiasme kpoBu U AJl (cM. paznen 4.4).

Iempamycmun

CoBMecTHOE TPUMEHEHHE MOXKET IMPUBECTH K TMOBBIIIEHHIO PUCKA PA3BUTUS MOOOUYHBIX
3 PEeKTOB, TAKMX KaK aHTHOHEBPOTHYECKUH OTeK (0Tek KBHHKE).

Kanuticoepezarowue ouypemuku (nanpumep, mpuammepeH, amuiopud) u kaiul (coiu)
['unepkanuemust (¢ BO3MOXHBIM JIETATBHBIM UCXO0JIOM), OCOOEHHO NMPH HApYIICHUH (PYHKITUN
no4ek (aaauTuBHbIC 3()PEKTHI, CBI3aHHBIC C THIICPKATHEMHUEH ).

CoueraHue TMepUHAONpPUTIA C BBIIIEYNOMSIHYTBIMUA JIEKAPCTBEHHBIMU TIpenapaTaMu He
pexomenayetcs (cM. pasaen 4.4). Ecnu, TeM He MeHee, COBMECTHOE MPUMEHEHHE MOKa3aHo,
UX CIIeAyeT IPUMEHSTH C COOMIOIEHUEM MEP MPEAOCTOPOKHOCTH M PETYISIPHBIM KOHTPOJIEM
COJIepKaHUs KalHs B CBIBOPOTKE KPOBH.

OcobenHoctu MPUMEHEHUS CIIUPOHOJIAKTOHA TP XPOHUYECKOU CepACHYHOMN
HEJ0CTAaTOYHOCTU OIMMCAHBI J1ajiee 1Mo TeKCTy (cM. B mojpaszene «CoBMeCTHOE NIPUMEHEHNE

TpeOyeT 0co00i OCTOPOKHOCTH ).
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CoBmegEHoe mpEbMeHeHNE [rpedyeT 0c000 0CTOPOIKHOCTH

T'unoenuxemuueckue cpedcmea (UHCYIUH, NEPOPATIbHbLE CAXAPOCHUNCAIOujUe Npenapamol)
ONUIEMUOTIOTHIECKUE UCCIICIOBAHMS MTOKA3aIH, YTO COBMECTHOE MPUMEHEHUE UHTHOUTOPOB
All® ¥ TUNOTIMKEMUYECKHX CPEACTB (MHCYJIHHBI, MEPOPabHBIE CaXapOCHMKAIOIINE
mpenaparbl)  MOXET  YCHJIMBaTh  THUNOTIMKEMHYECKHi  AQQexT  WHCyIuHa |
TUINOTIMKEMUYECKUX CPEACTB JJIi MpUeMa BHYTPh BIUIOTh 1O Pa3BUTHS THUIIOTJIMKEMHH.
Jlannslit 23¢ ekt BeposiTHEE BCEro MOKHO HAOI0JaTh B TEUEHHUE TIEPBBIX HEJEIb COBMECTHON
TEparnuu, a TAKXKe y MAIMEeHTOB C HapyIlIeHuEeM (PYHKIIHH MMOYEK.

Kanutinecoepezarowue ouypemuxu

VY nmanueHToB, MOMyYalOLUX AMYPETUKH, OCOOCHHO y MAalUMEHTOB C THIOBOJIEMHUEN H/Win
CHIDKEHHOUM KOHIIGHTpAIlMel CoJiel, B Hayalie Tepaluy MEPUHIONPUIOM MOXKET HAOII01aThCs
ype3MepHoe cHibkeHue AJl, puck pa3BUTHSI KOTOPOIO MOXXHO YMEHBIIUTH IyTEM OTMEHBI
JTUYPETUUECKOTO CPEACTBA, BOCIIOJHEHUEM MOTEPU KUAKOCTH WIIM COJIEH Tepeln HadalioM
Tepanuu TMEPUHIONPUIIOM, a TaKKe Ha3HAYEeHHWEeM TMEepUHJONpPUIIa B HHU3KOW J103€ C
JATBHEUIITNM TIOCTETICHHBIM €€ YBEITHUCHUEM.

Illpu apmepuanvroli eunepmen3uu y TAUUEHTOB C THUIIOBOJEMHEH WJIM CHUKEHHOU
KOHIIEHTpaluel coieil Ha (QoHE Tepanuu AUYypeTUKaMHU, JAUYPETUKH JOJDKHBI OBbITh JHOO
OTMEHEHBI J10 Hadayia npuMeHeHus uHruoutopa AIID (mpu 3ToM KanmiiHecOeperaromui
TUYPETUK MOXET OBITh MO3JHEC BHOBH Ha3HaueH), 00 umHruOutop AIID momkeH OBITH
Ha3HA4Y€H B HU3KOM J103€ C IaJbHEUIINM MTOCTENEHHBIM €€ YBETUYCHUEM.

Ilpu npumenenuu Ouypemuxog 6 cayuae 3ACMOUHOU CEPOeYHOU HeOOCMAamouYHOCmU
uaruouTop AIID nomwkeH OBITh Ha3HAUYCH B OYEHb HHM3KOW J103€, BO3MOXKHO, TIOCIIE
YMEHBIIIEHUS 03l IPUMEHSIEMOT0 OJJHOBPEMEHHO KaJlniHeCcOeperaomero JuypeTHka.

Bo Bcex crmyuasx GpyHKIHS noyek (KOHIIEHTpaUs KpeaTHHUHA) JOKHA KOHTPOJIMPOBATHCS B
nepBbIe HEIEIH TPUMEHEHHsI UHTUOUTOpOoB ATID.

Kanuiicoepezarowyue ouypemuxu (an1epeHon, cCnupoHoiakmoH)

[IpruMmeHeHue »nepeHoHa WIM CIHPOHOJAKTOHA B J03ax oT 12,5 Mr mo 50 Mr B CyTKHM U
HU3KHUX 103 HHTHONTOpOoB AlID:

[Ipu Tepanuu xpoHuueckon cepaeunoi HenocratouyHocTH [I-IV pyHKIIMOHANBHOTO KI1acca 1Mo
knaccupukanun NYHA ¢ ¢pakuueit BbiOpoca neBoro sxemypouka <40 % wu panee
npuMeHsiBIIUMUca uHruOutopamu All® u «meTyieBbIMUY TUypeTHKaMH, CYLIECTBYET PHUCK
TUTIEPKATUEMUN (C BO3MOXKHBIM JIETATbHBIM HCXOJ0M), OCOOCHHO B CiIydae HECOOIOICHUS

pEKOMEHAANN OTHOCUTENLHO ATOM KOMOMHAITMH MTPETapaToB.
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yOeIUThCS B OTCYTCTBUH TMIIEPKAIMEMUU M HAPYIIECHUS (PYHKIMH ITOYEK.

Pexomenayercs peryssipHO KOHTPOJIMPOBATh KOHLIEHTPALMIO KPEaTUHUHA U Kalus B KPOBHU:
CKCHCICIBbHO B HepBbIﬁ MCECALl JICHCHHUA U CXKCMECAYHO B IMOCJIICAYIOIICM.

Pexombunanmuuvle mxanegvle akmusamopwl niasmurozena (rtPA, anmennasa)

[Taniuentsl, monyuyaBmme wHrHOUTOpHl All® wu  momydvaronue  anrteniaszy s
TPOMOOJUTUYECKOH Teparmuu TpU OCTPOM HIIEMHYECKOM HMHCYJIbTE, MOTYT HMETh
MOBBIIICHHBIN PHUCK pa3BUTHUA aHTUOHCBPOTUYCCKOI'O OTCKA.

CoBMeCTHOE IpUMEHEHHUE TPeOYET BHUMAHHUS

T'unomen3susHuvle cpedcmea u 6a300UNAMAMOPbL

CoBMecTHOE TpPHUMEHEHHE JSTHUX TMpPEnaparoB MOXKET YCHUIMBAaTh AHTUTHUIEPTEH3UBHOE
neiicteue nepuHaonpuiaa. [Ipu coBMECTHOM MPUMEHEHHH C HUTPOTIUIEPUHOM U JIPYTHMH
HUTpPAaTaMHU WIH JPYTHUMH Ba30MJIaTaATOPAMHU BO3MOKHO JTOTIOTHUTENbHOE CHIKeHNEe AJl.
Annonypunon, yumocmamuyeckue U  UMMYHOOENpeccusHvlie Ccpeocmed, CUCmemHbvle
KOPMUKOCMEpPOouobl U NPOKAUHAMUO

CoBmecTHOe TpuMeHeHue ¢ uHruoutopamu AIID MoKeT COmpoBOXKAATHCS TOBBIMIEHHBIM
pHUCKOM JleiiKonieHuH (cM. pasnen 4.4).

Cpeocmea 0Ons anecmesuu

Nurubutoper AII® MoryT ycunumBaTh THHOTEH3WBHBIA 3PGEKT psaa CpeiAcTB miis oOmmiei
aHecres3uu (cM. pasnen 4.4).

Cumnamomumemuxu

CHUMNaTOMUMETHUKH MOTYT OCJIA0JIATh aHTUTUIIEPTEH3UBHBIN 3 ekt nHrnouTopoB AllD.
IIpenapamet 3010ma

CooOmanioch 0 peIkux ciayyasX HUTPUTOMIHBIX peakuuid (C TaKMMH CHUMITOMaMH, Kak
THIIEPeMHUs KOXH JIMIA, TOIIHOTA, PBOTA, TUIIOTEH3MUs) y MALMEHTOB HA ()OHE COBMECTHOTO
npuMeHeHUss THTuOuTOpoB AIID, B TOM umce NEpUHIONPUIA, U HHBEKIIMOHHOTO Mpernapara

30J10Ta (aypOoTHOMAIaT HaTPHs).

4.6. @epTUIBLHOCTb, 0EPEMEHHOCTD W JAKTALMS

JlexapcTBennsii ipenapat Homumnpen A bu-¢gopre nporuBomnoka3an npu 6€peMeHHOCTH.
JlexapcTBennbiii npemnapatr Homumnpen A bu-dpoprte mpoTuBOIOkasaH B MEPUOA TPYIHOTO
BCKapMJIMBaHHA. H€O6XOI[I/IMO OLCHUTH 3HAYUMOCTL TCpalru IJid MATCpHU U NPHUHATH
peumieHre O IMPEKpalleHUH TPYAHOIO BCKAPMIIMBAHUS HIM O IIPEKpAICHUH IIpUeEMa

npernapara.
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Hnoanamuo

JlaHHbBIC O MPUMEHEHUH HHIANIAMUA Y OEpEMEHHBIX )KECHIIUH OTCYTCTBYIOT UM OTPAHUYCHBI
(menee 300 ncxomoB OepeMeHHOCTH). JmuTenbHOE MPUMEHEHHE THA3HIHBIX AMYPETHKOB B
III TpumecTpe OEpeMEHHOCTH MOXKET BBI3BaTh THIIOBOJIEMHIO Y MaTepH, a TaKKe CHUKEHHUE
MaTOYHO-IIJIAIIEHTapPHOTO KPOBOTOKA, YTO MPUBOAUT K (HETOIIaleHTApHOW HIIEMUU U
3a/1ep>KKe pa3BUTHSI IJI0JA.

UccnenoBanuss Ha KUBOTHBIX HE BBISBUJIM TMPSMOIO WM HENPSIMOTO TOKCHYECKOIO
BO3/ICICTBUS Ha PENPOAYKTUBHYIO (DYHKIIHIO.

B kauecTBe Mephl MPeIOCTOPOKHOCTH PEKOMEHyeTcs M30erarb MPUMEHEHUs WHIaramuaa
BO BpeMsi OEpEMEHHOCTH.

Ilepunoonpun

B nacTosmuii MOMEHT HeT yOeOUTENbHBIX SMUAEMHOJOTHYECKUX JAHHBIX O TEPATOre€HHOM
pucke mpu mnpueme uHTHOMTOPOB AIID B mepBoM TpumecTpe OEpEeMEHHOCTH, OJIHAKO
HEKOTOpPOE YBEJIIMUEHUE pHUCKA HApYLIEHWH pa3BUTHS IUIOA UCKIIOYUTH  HEJb34.
[NanrenTKaM, TIAHUPYIOIUM O€pPEMEHHOCTD, CIIeAyeT OTMEHUTH JIEKAPCTBEHHBIN MpenapaTr u
Ha3HAYUTh JIpyrue TUIOTEH3UBHBIE CPEACTBA, pa3pelleHHble s MNPUMEHEHUS TpU
OEpEeMEHHOCTH, €CJIU TOJIbKO Tepanusi nHruoutopamu AII®D e sBisercs Heooxoaumoit. [Tpu
BBISIBJICHUHM OCPEMEHHOCTH CJIeIyeT HEMEAJIEHHO MPEeKPaTUTh Tepanuto naruoutopamu AIlID
U TIpU HEOOXOAMMOCTH Ha3HAYUTH JPYTYIO TEPAIHUIO.

N3BectHo, uto Ttepanus uHrHOHTOpamMu AIID Bo II m III TpumecTpax OepeMEeHHOCTH
OKa3bIBaeT (ETOTOKCUYECKOE NIEHCTBUE Ha IUIOJ y ueloBeKa (CHIKeHHE (YHKIUH IOYeK,
OJIUTOTUAPAMHHOH, 3aMeJJIeHHe occu(UKalUM KOCTel ueperna) U TOKCUYECKoe JEeWCTBUE Ha
HOBOPOJKIEHHOIO (TI0Ye4Hask HEA0CTaTOYHOCTh, TUIIOTEH3US, TUIIEPKAIIUEMUS ).

Ecnmn mnamumentka monydana wuwHrHOMTOpHI AII® co Il Tpumectpa OepeMeHHOCTH,
pEKOMEHAyeTCsl MPOBECTH YJIbTPa3ByKOBOE HCCIEAOBAHUE IJIOJA IS OLEHKH COCTOSIHUS
yepena U GyHKIHUU TOYEK.

MuaneHupl, Marepu KOTOpBIX moiy4yanu uHruoutopel AIID Bo Bpems OepeMEeHHOCTH,
JIOJDKHBI OBITH TIIATEIBHO 00CIeI0OBaHbI HA IPEAMET TUIIOTEH3UH (CM. pazaen 4.4).

Jlakranus

JlexapctBennblii npenapar Homumpen A bu-dopre mpormBomokazan B MEpHO TPYAHOTO
BCKapMJIMBaHUSI.

Hnoanamuo

B Hacrosmmii MOMEHT HET JOCTOBEpHON MH(POPMAIMKM O BBIJACICHUH WHIANIAMUA WA €T0
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MUHWUCTEPCTBOM 3[IPABOOXPAHEHUS oT 2307 2025 N2 18374
PECTYBIMK/ BENAPYCb

MPUKASOM OT 31.12.2025 Ne 1644 (MOCNEOOBATENEHOCTE 0024)

C? Oﬂplglcﬁléooegx IE-;I\E) COOTBETCTBYET 2KCNEPTHOMY OTYETY

TOB@ EWYAHLIM NIOJIOKOM.

Y HOBOPOXXIEHHOTO MOYET Pa3BUTHCS TOBBINICHHAS YYBCTBUTEIBHOCTh K IPOU3BOIHBIM
cynb(hoHAMHIA U THITOKATHEMHSL.

Puck nst HOBOpOXKICHHBIX/MJIA/ICHIIEB HEIb3s UCKITIOYATh.

WNupanamun O1M30K MO CTPYKTYpPE K THA3UIHBIM JHYPETUKaM, IPUEM MPUMEHEHUE KOTOPBIX
BBI3BIBAET YMEHBIICHHE KOJIMYECTBA IPYAHOTO MOJIOKA HITU TTO/IaBJICHHUE JIAKTAIIH.
WNupanamua mpoTUBONOKA3aH B TIEPUOJI TPYAHOTO BCKAPMIIMBAHHSI.

Ilepunoonpun

BBugy orcyrcTBUS WHGOpMAIMM, KacaloIleics TPUMEHEHHs TEPUHIONPHIA B TEPUOJ
TPyIHOTO BCKAPMIIMBAHUS, €ro TPUEM HE PEKOMEHIOBAH, MPEANOYTUTEIbHEEe MPUMEHSThH
JIpyTHE Mpenapatsl ¢ 0oJiee H3yuYeHHBIM MPoQuiIeM Oe30MacHOCTH, OCOOEHHO MPH KOPMIICHUH
HOBOPOXKJCHHBIX U HEJOHOIICHHBIX JICTEH.

DepTUILHOCTE

Obwee 015 unoanamuoa U NepuHOOnpPUILA

HccnenoBanust penpoayKTHBHOM TOKCHYHOCTH TIOKa3al OTCYTCTBHE BIMSHUS Ha
¢depTiibHOCTE Yy KpbIc oOoero moja. IlpenmonoxkurenbHo, BIUSHHE Ha (PEPTHIBLHOCTH Y

YyelloBeKa OTCYTCTBYET.

4.7. Bausinue Ha cNOCOOHOCTH YNPABJIATH TPAHCIOPTHBIMH CPEACTBAMH M padoTaTh €
MeXaHM3MaMH

O0Ga pelicTByrOIMX  BEIIECTBA, KaK IO OTJAGJBHOCTH, TaKk U B KOMOMHaIMH
HHIamaMum + NCpUHAOIIPUII, HC OKa3bIBAIOT BJIMAHUA Ha CII0OCOOHOCTD YHOpaBJIATb
aBTOMOOWJIEM WJIM JAPYTUMH MEXaHU3MaMH. Y HEKOTOPBIX MalMEeHTOB OCOOECHHO B Havale
Tepanuy WIKA Npu 100aBIEHUH K IPOBOJMMON Tepanuu APYTrUX TMIOTEH3UBHBIX MIPENapaToB
MOTYT BO3HMKaTh MHAMBUAYaJIbHbIE PEaKLUHU, CBA3aHHbIE co cHkeHueM AJl. Bciencteue
3TOr0 CIIOCOOHOCTH YHOpaBJIATb aBTOMOOMIIEM WU APYrUMHU MCXAaHU3MAMH MOKCT OBITE

HapylIeHa.

4.8. HexenarejJbHble peaKIUA

Pesrome npoduiis 0esonacHocTu

[lepuHmonpui OKa3bpIBACT HMHTHOWpYIOIIEE NEHCTBHE HA CUCTEMY «PEHHH-aHTHOTCH3WH-
anpaoctepor» (PAAC) u yMeHbIIaeT BBIBEJICHWE MOHOB Kajus MOYKaMH Ha (OHE Npuema
uHaamamuaa. Y 6 % manueHToB Ha (poHe mMpUMEeHEHUs JIEKapCTBEHHOTro npenapara Homumnpen
A bu-popre OBIIO OTMEYEHO pa3BUTHE THUIOKATHEMHH (COICpKAHUE Kallusi MEHee

3,4 MMoITB/ ).
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éjoﬂil“ﬁ(ﬁléoo(sgxa\b COOTBETCTBYET SKCNEPTHOMY OTUYETY

MUHUCTEPCTBOM 3PABOOXPAHEHMS oT 23 07 2025 M= 18374
MPUKASOM OT 31.12.2025 Ne 1644 (MOCNEAOBATENEHOCTE 0024)

IISC HAaCThIiMM HCKCIATCIbHBIMU PCAKITUAMUA MBHSAIACh-

- JUll WHJAANlaMHUJa: TUINOKAIMEMHS, PEaKIUU TUIEePUYyBCTBUTEIBHOCTH, B OCHOBHOM
KOXKHbBIE, Y MMalIMEHTOB, MPEAPACIIONO0KEHHBIX K aJUIEPrUYECKUM U aCTMAaTHUYECKUM PEaKIMsIM,
Y MaKyJIO-TIalyJie3Hasl Chlllb;

- a8 TEpUHAONpPUIIA: TOJOBOKPY)KEHHE, TOJIOBHas O00Jb, mapecTe3us, IUCTeB3HUf,
HapyILIEHNUE 3PEHMs], BEPTUTO, 3BOH B YIIaxX, apTepuaibHas T'MIOTEH3Us, Kallelb, OJbIIIKA,
00Jb B KUBOTE, 3aI0p, AUCIIEIICUS, TUapes, TOIUTHOTA, PBOTA, KOXKHBINA 3y, KOKHAs ChHIMb,
CIa3M MBILII] U aCTCHUSI.

TabauyHOE pe3roMe HEXKENATEIbHBIX PEAKIINT

YacToTa HeXeNnaTeIbHBIX PEaKINi, HAOIIOIABIINXCS BO BPEMs KIIMHUYECKUX MCCIICAOBAHUM
I/I/I/IJ'II/I npu NOCTMAPKCTUHIOBOM HaGHIO,Z[eHI/II/I, MMpUBCACHA B BUIC CJIGI[YIOH_Ieﬁ rpaganuu:
oueHb 4acto (>1/10); gacro (>1/100, <1/10); meuacto (>1/1000, <1/100); peako (>1/10000,
<1/1000); ouenp peako (<1/10000); uacroTa HEW3BECTHa (YaCTOTa HE MOXET OBITh

MOJICUMTAHA T10 JOCTYITHBIM JIaHHBIM ).

MedDRA Yacrtorta
He:xenateabHble
Kiacchbl 1 cCTEeMBI
peakunu NupanamMmung IMepunponpuna
OpPraHoB
Nudexunu 1 uHBA3ZUN Punut - OueHb penko
CuHIpoM HeaJeKBaTHOU
JH/IOKPUHHbIE CeKpeLuu
- Penxo
HApYLIEHUS AHTUUYPETUYECKOTO
ropmona (CHCAII)
Do3uHOpUIHS - HeuacTto*
ArpanynonuTo3 (cMm.
OueHb penko OueHb penko
paznen 4.4)
Hapymenus co
Anmtactuueckasi aHeMust Ouensb penko -
CTOPOHBI KPOBH U
. ITaumuronenus - OueHb penko
JumdaTndeckoi
JlelikonmeHus OueHb penko OueHb penko
CHCTEMBI
Helitponenus (cm.
- Ouens penko
paznen 4.4)
TI'emonmutnueckas OueHb penko OueHb penko
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Ki1acebl 1 cucTeMBI

OpraHoB

eiKkeJ1aTeJIbHbIC

peaxkiuu

J1M-Ne001806-IT1-BY —~ . \ e — A i,
y 1T i i A% [ L P
QO HACOBARO COOTBETCTBYET 3KCTIEPTHOMY OTUETY
MUHUCTEPCTBOM 3[1PABOOXPAHEHWS! oT 2307 U485 -J-' 'I s RL"
prossonoT A4 22025 No 1644 (AOCAEQOBATEREHOC TS 0024)
rofMedPRAcT: 0040 ' JacToTa :

NupanamMmung

IepuHaonpui

aHCMUA

TpomOoruTonieHus (cm.

paznen 4.4)

OueHb penko

OueHb penko

Hapymenus co
CTOPOHBI HMMMYHHOM

CHUCTEMBbI

I'mnepuyBCTBUTENIBHOCTD
(peakuuu, B OCHOBHOM
KOXKHBIC, Y TAlITUCHTOB C
peIPacoI0KEHHOCTHIO
K QJUIEPTUYECKUM U
aCTMaTHYECKUM

peaKIusm)

Yacto

Hapymenus
MeTa00JIM3Ma "

NMUTAHUSA

IMunoraukemus (cMm.

paznensi 4.4 u 4.5)

Heuacro*

INunepkanuemus,
oOpatumast Ipx OTMEHE
npenapara (cM. pa3zen

4.4)

Heuacro*

['mmonarpuemust (cM.

paznen 4.4)

Heuacto

Heuacro*

I'mnoxnopemus

Penxo

T'unmomarumnemus

Penxo

Munepkanbuuemust

OueHb penko

TI'unoxanuemus

Yacto

Ilcuxuueckue

HApylLIeHHsA

JIaOUIBbHOCTD

HAaCTPOCHHUS

Heuacto

Henpeccust

Heuacro*

Hapymenue cna

Heuacto

CnyTaHHOCTb CO3HAHUS

Ouens penko

Hapymenus co
CTOPOHBI HEPBHOM

CHUCTEMBbI

I'onoBokpysxeHue

Yacto

I'osoBHas 6oib

Penxo

Yacto

[Tapecre3ust

Penxo

Yacto
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PECTYBJIMKN BENAPYCb

19 9N AL

1IM-Ne001806-IT1-BY
COrMACOBAHO

MWHUCTEPCTBOM 3[1PABOOXPAHEHNA

COOTBETCTBYET SKCMEPTHOMY OTYETY

21
APHKASOMOT o1 1z-2z0Zzo V8

10! cTb 0040

Ki1acebl 1 cucTeMBI

OpraHoB

ot 23.07 2025 N2 18374
644 (AQCNENOBATENEHOCTES 0024
: lacrora :
elkesIaTeJbLHbIe
peakunu NupanamMmung IMepunponpuna
Jucres3ust - Yacro
COHIIUBOCTD - Heuacto*
O6MopoK UYacToTra Hen3BecTHA HeuacTto*

NHCcynbT, BO3MOXKHO
BCJICACTBHE
YPE3MEPHOTO CHUKECHUS
AJl y maneHToB u3
TPYIIbI BBICOKOTO PUCKa

(cm. paznen 4.4)

OueHb penko

Ileuenounas
sHIeamonaTus y
MaIMEHTOB C
MEYECHOYHOH
HEJI0CTaTOYHOCTBIO (CM.

paznensi 4.3 u 4.4)

YacToTa HEU3BECTHA

Hapyenue 3penus Yacrora Hens3BecTHA Yacro
Muornus (cM. pazaen
Yacrora Hens3BecTHA -
4.4)
Hapymenus co
HeuerkocTs 3penus Yacrora Hens3BeCcTHA -
CTOPOHBI OPraHa
Octpas
3peHus
3aKpBITOYTOJIbHAS YacroTa HEU3BECTHA -
rJIayKkoma
XopuouaanbHblid BEIIOT | YacToTa HEU3BECTHA -
Hapymenus co Bepruro Penko Yacro
CTOPOHBI OPraHa CJIyXa
3BOH B ylIax - Yacto
U JIa0MPUHTA
OmyieHue
- Heuacto*
Hapyuenus co cepALeOneHus
CTOPOHBI cepaua Taxukapaus - Heuacto*

Crenokapaust (CM.

OueHb penko
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JIM-Ne001806-I'T1-BY

PECTYBJIMKN BENAPYCb

19 9N AL

COI'MIACOBAHO

MWHUCTEPCTBOM 3[1PABOOXPAHEHNA

COOTBETCTBYET SKCNEPTHOMY OTUYETY

g - . sy T
ot 23.07.2025 Nz 18374

21 1
APHKASOM OT o1 1z-z0Zzo N8

10! cTb 0040

oAl
O5F

Ki1acebl 1 cucTeMBI

OpraHoB

eiKkeJ1aTeJIbHbIC

peaxkiuu

(AOCAEOOBATENEHOCTS 0024,
: Jacrora :

HNuganamMun IMepunponpuna

paznen 4.4)

Hapymenus purma
cepana (B TOM 4uciie
Opaagukapaus,
KEITyTOIKOBAS
TaxuKapaus u
bubpuIAIHsS

npeacepauii)

Ouensb penko Ouens penko

Wudapkr muokapaa,
BO3MOXKHO, BCICICTBHE
HU30BITOYHOIO CHIDKEHMUS
AJl y manieHToB u3
TPYIIIIBI BBICOKOTO pUCKa

(cm. paznen 4.4)

- Ouensb penko

[Momumopduas
eIy T0UKOBast
TaXWUKap/AWs THITA
«IUPYIT» (BO3MOXKHO CO
CMEPTEIIbHBIM UCXO0JIOM)

(cm. paznensi 4.4 u 4.5)

YacToTa HEU3BECTHA -

Hapymenus co

CTOPOHBI COCYA0B

AprepuanbHas

TUIIOTCH3UA U

CBSI3aHHBIE C DTUM OueHb penko Yacto
CHUMIITOMBI (CM. pa3fen
4.4)
Backynut - Heuacto*
[TpunuBb - Penko*

Cungpowm Pelino

- YacToTa HEU3BECTHA

Hapymenus co
CTOPOHBI AbIXaTeJNbHOM

CHCTEMbI, OpraHoB

Kamens (cMm. pazgen 4.4) - Yacro
Opplka - Yacto
bponxocmnazm - Heuacrto
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OLNAGOBAHC COOTBETCTBYET 3KCMEPTHOMY OTYETY

COMACOBAHO e e L 4o
MUHUCTEPCTBOM 3[1PABOOXPAHEHWS! oT 2307 U485 -J-' 'I s RL"
PR o A8 2620 No-t644 (MOCAENOBATENEHOCTS 0024)
[le] cTb 0040 lacTrora

exKesaTebLHbIE
Kuaaccol 1 cucTeMBI
peakunu NupanamMmung IMepunponpuna
OpPraHoB
TPYAHOM KJIETKH U D03uHOPUITbHAS
- OueHb penko
CcpeloCTeHus ITHEBMOHUS
Bbonrs B )xuBoTE - Yacto
3anop Penko Yacrto
Hunapes - Yacro
Hucnerncus - Yacto
Kenyno4Ho-KuIIeYHbIE
TomraoTa Penxo Yacto
HApyLIEeHUs
PBota Heuacto Yacto
CyxocCTbh CIU3UCTOU
Penxo Heuacto

000JI0YKH TIOJIOCTH pTa

[Tankpeatur

OueHb penko

OueHb penko

Hapymenus co

I'enatut (cm. paznen 4.4)

YacTtoTa HEU3BECTHA

Ouens penko

CTOPOHLI MEYCHU U

Hapymenue pyHKImu

JKeJTYeBbIBOISAIIHX Ouenb penko -
. Ne4YeHU
nyrei
Kox#srit 3y - Yacto
KoxHas cbinb - Yacro
Makyno-namyJie3Has
Yacto -
CBITb
KpanuBauna (cm. pasuen
OueHb penko Heuacto
4.4)
Hapymenus co AHTMOHEBPOTHYECKUI
) Ouensb penko Heuacro
CTOPOHBI KOXKHU H oT€K (cM. paznen 4.4)
MOJAKOKHbIX TKaHel [Typmypa Hegacro -
[ToBbIIEHHOE
- Heuacto
MOTOOT/IEJICHHE
Peakmusa
Yacrora Hens3BecTHa Heuacro*
(OTOYYBCTBUTEIHLHOCTH
[emduronn - Heuacto*
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NM-Ne001806-IT1-BY - . e L
4 A% K 1 OMY OTU v
COIMACOBAHO COOTEBE T['TEL’LE,T_':E‘:'_ ‘E P TH__ MY OTYETY
MUHUCTEPCTBOM 3[1PABOOXPAHEHWS! oT 2307 U485 -J-' 'I s RL"
PR o A8 2620 No-t644 (MOCAENOBATENEHOCTS 0024)
ﬂOMﬁdMACTb 0040 lacrora
exxesaTeIbHbIE
Kuaaccol 1 cucTeMBI
peakunu NupanamMmung IMepunponpuna
OpPraHoB
ObocTpenue ncoprasa - Penxo*
MuorodopMHas
- OueHb penko
spuTeMa
Toxkcuueckuii
SMUIEPMATIBHBIN Ouensb penko -
HEKpPOJIu3
Cungpom CtuBeHca-
OueHb penko -
J>xoHCcoHa
CrasM MBIIIII] YacToTa HeU3BeCTHA Yacto
Bo3MoxkHO yxynmenue
YK€ UMEIOLLECHUCS
Hapymenus co YacToTa Hen3BeCTHA -
CHUCTEMHOU KpacHOU
CTOPOHBI MbILLICYHOI,
BOJTYaHKH
CKeJIETHOI U
Aptpanrus - Heuacto*
COCIUHHUTEIbLHOI TKAHU
Muainrus Yacrora HEU3BECTHA Heuyacro*
MeiitreuHast ¢1a00CThb YacToTa Hen3BeCTHA -
Pabonomuonus YacToTa HeU3BeCTHA -
IToueunas
Ouensb penko Heuacro
Hapymenus co HEJI0CTaTOYHOCTD
CTOPOHBI MOYEK U Octpas noueyHas
- Penxo
MOYEeBBIBOASIIIIUX MyTel HEJI0OCTAaTOYHOCTD
Anypusi/onurypus - Peaxo*
Hapymenus co
CTOPOHBI
DpEeKTUIIbHAS
penpoayKTHBHOMI Heuacto Heuacrto
nuchyHKIUS
CHCTEeMBI M1 MOJIOYHBIX
JKere3
OO0mmue HapyIeHUs U Acrenus - Yacro
peakunum B MecTe Bosb B rpyiHO# KIleTKE - HeuacTto*
BBeJIeHHSA Henomoranmne - Heuyacrto*
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NM-Ne001806-IT1-BY R — O T S T T L A T L
; SR 1 LIRY LIS 5
COrMACOBAHO COOTEBE TC.TEH:HEFT_.i }}:._ ‘E P TH__ MY OTUETY
MVHUCTEPCTBOM 3[PABOOXPAHEHUS oT 2307 2025 M= 18374
PeASON T2 2025 No-t544 (NOCAEOOBATENLHOCTLS 0024)
ﬂOMﬁdMACTb 0040 lacrora
exxesaTebHbIE
Kuaaccol 1 cucTeMBI
peakunu NupanamMmung IMepunponpuna
OpraHos
[Tepudepuueckue oreku - Heuacro*
Jluxopanka - Heuacro*
IToBbInIeHHAas
Penxo -
YTOMJISIEMOCTD
IloBrIienue
KOHIICHTPAIIUN - Heuacro*
MOYEBHUHBI B KDOBH
IloBrIienue
KOHIICHTPALUU - Heuacto*
KpeaTHHUHA B KPOBU
[MunepOunupyOnHeMust - Penxo
[ToBrIlIEHNE AKTUBHOCTH
(IIEYEHOUYHBIX» Yacrora HEU3BECTHA Penxo
dbepMeHTOB

JlabopaTopHble
HHCTPYMEHTAJIbHbIE

JaHHBIE

CHMXeHre reMoriioonHa
Y TeMaTOKpHTa (CM.

paznen 4.4)

OueHb penko

IloBrIienue
KOHIIEHTPALUH TIIFOKO3bI

B KPOBHU

YacTtoTa HEU3BECTHA

IToBEIIIEHHE
KOHIIEHTPAIllUX MOYEBOM

KHCJIOTBI B KPOBH

YacToTa HEU3BECTHA

VY 1inuHeHue uHTepBalia
QT na OKT (cm.
paznensi 4.4 u 4.5)

YacTtoTa HEU3BECTHA

TpaBmbl,
HHTOKCUKAIUA U

OCJO0KHCHHUA npoueayp

ITanenne

Heuacro*

* OHGHKa YaCcTOTbhI HEKEIATCIIbHBIX peaKHHﬁ, BBISABJICHHBIX 11O CIIOHTAaHHBIM COO6I.H€HI/I$IM,

IMPOBEACHA HA OCHOBAHUHU JAaHHBIX PE3YJIbTAaTOB KIMHUYCCKUX I/ICCJ'IGIIOBaHI/II\/’I.
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COLNACOBAHO COOTBETCTBYET 3KCMEPTHOMY OTYETY
MVUHWUCTEPCTBOM 3[JPABOOXPAHEHWS oT 23 07 2025 M= 18374
PECHYBIVKV BENAPYCh

MPUKASOM OT 31.12.2025 Ne 1644 (MOCNEOOBATENEHOCTE 0024)

MOCNELOBATENBHOCTHL 0040

Onucanye OTACILHBIX HEKETATEIbHEIX PEAKITHM:

Bo Bpems uccnenosanwii 11 u 111 ¢assl, cpaBHUBaIOMKX MHAAAMU B 103UpoBKe 1,5 1 2,5 Mr
[0 KOHLEHTpAIlMM KaJlus B IUIa3Me€ KPOBM, OBbLJI YCTAHOBJECH J10303aBHCHUMBINA 3(ddext
WHIanaMuaa;

- uHganamMuz 1,5 Mr: KOHIEHTpanus Kajius B Tu1a3Me KpoBu <3,4 MMOJIb/T HaOmoganace y 10
% manueHToB, <3,2 mMmonb/1 — y 4 % manueHToB nocie 4—6 Henenb nedeHus. [locme 12
HEJIeNb JICUCHUS CPeHEE CHIKEHHE KOHIEHTpPAIMU Kalus B Iuta3Me KpoBu cocrasuiio 0,23
MMOJIB/JI.

- UHJAnaMu 2,5 Mr: KOHIICHTpAIKs Kajlus B T1a3Me KpoBH <3,4 MMOJIb/JT HaOmoganach y 25
% mnaruenToB, <3,2 mmons/1 — y 10 % mnamnuentoB nocie 4-6 Henens nedeHus. [locme 12
HEJIeNb JICUCHUS CPEHEE CHIDKEHHE KOHIEHTpAIlMu Kalus B Iuia3Me KpoBu coctasmiio 0,41

MMOJIB/II.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxHo cooOmare 0 TMOM03pEeBAaEMBbIX HEXKEIATeIbHBIX PEAKUUAX IOCIE PETrUCTpaIiH
JEKapCTBEHHOTO TIIperapaTa ¢ IMeNbl0  O0ecredyeHHss HENpPEephIBHOTO MOHHUTOPHHIA
COOTHOUICHUS II0JIb3a — PUCK) JIEKAPCTBEHHOTO TIperapara.

MenuuuHCKUM  pabOTHUKAM — pEeKOMEHAyeTcs coolmark o JII0OBIX  MOJI03PEBaEMbIX
HE)KENIATENbHBIX pPEaKUUsAX JICKApCTBEHHOTO TIpernapara dYepe3 HalMOHAIbHBIE CHCTEMBI
COOOIIEHHS O  HEXKENAaTeNbHBIX  pEaKkmusAX  ToCyIapcTB —wieHOB  EBpasmiickoro

OKOHOMHUYECCKOI'O COrO3a.

Poccuiickas ®@edepayus:

denepanpHas cnyx0a mo Haa30py B chepe 3npaBooxpanenus (PocsnpaBaanzop)
Anpec: 109012, r. MockBa, CnaBstHcKast miomanis, a. 4, ctp. 1

Ten.: +7 (800) 550-99-03

Oi. moura; pharm@roszdravnadzor.gov.ru

http://roszdravnadzor.gov.ru

Pecnybnuxa Apmenus:

I'HKO «IleHTp 3KCiepTU3bI JIEKAPCTB U MEAULIUHCKUX TEXHOJIOTUI
Anpec: 0051, r. EpeBan, nip. Komuraca 49/5

Ten.: (+374 60) 83-00-73, (+374 10) 23-08-96, (+374 10) 23-16-82
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COT R COBARD COOTBETCTBYET JKCMEPTHOMY OTUETY
MMHMC;EE%I/BE%MK%EQES%&HEHMH oT 2307 2025 M= 18374

MPUKAZOM OT 31.12.2025 Ne 1644 no :-:'-JxI;Q'IF:(E{P TE{QI:A—LI:: CTh 0024)
I ppsiras:rHELS 0uyIe1a MOHUTOPHHTA 0€30TIaCHOCTU-IekapeT—(+=374-10)-20-05-05,

(+374 96) 22-05-05

Oi. moura; info@ampra.am, vigilance@pharm.am

http://pharm.am

Pecnybnuxa benapyco:

VII «LIeHTp 3KCIIEepTU3 U UCIIBITAHUH B 3{PaBOOXPAaHEHUN»
Anpec: 220037, r. Munck, ToBapuieckuit ep., 1. 2a.
Ten.: +375 (17) 242-00-29

®axc: +375 (17) 242-00-29

3. mouta: repl@rceth.by

http://www.rceth.by

Pecnyonuxa Kazaxcman:

PI'TI na IIXB «HauuoHambHbIM HEHTP IKCHEPTU3BI JICKAPCTBEHHBIX CPEACTB U MEAULIMHCKHUX
u3nenuity Komurera MmeaumuHCKOTO W (hapMalleBTHUECKOTO KOHTpoJiss MUHHCTEpCTBA
3npaBooxpanenus Pecny6nuku Kazaxcran

Anpec: 010000, r. Actana, paiion baitkonsip, yin. A.lMmanosa, 13 (bL] «Hypcaymner 2»)

Ten.: +7 (7172) 235-135

On. nmoura: farm(@dari.kz

http://www.ndda.kz

Kuvipevizckasn Pecnybnuka:

JlemapraMeHT JIEKApCTBEHHBIX CPEACTB M MEIULMHCKUX H3Aenuid npu MuHucTEepcTBe
3npaBooxpanenus Keipreickoi PecryOnmmku

Anpec: 720044, r. bumikek, yi. 3-a JIuaus, 25

Ten.: +996 (312) 21-92-78

9. noura: pharm@dlsmi.kg

http://dlsmi.kg

4.9. Ilepeno3upoBka

CuMInTOMBbI

Haubonee BepOATHBIM CHMITOMOM IE€PEIO3UPOBKHU SBIISCTCS apTepuaibHas THIIOTEH3US,
WHOT/Ia B COUYETAaHUM C TOIIHOTOM, PBOTOM, CyJI0POTraMu, rOJIOBOKPYKEHHUEM, COHJIIMBOCTHIO,

CIYTaHHOCTBIO CO3HAHUS, OJIUTYpHUEH, KOTopas MOXKET NepelTu B aHypuio (B pe3ylibTare

34


mailto:info@ampra.am
mailto:vigilance@pharm.am
http://pharm.am/
mailto:rcpl@rceth.by
http://www.rceth.by/
mailto:farm@dari.kz
http://www.ndda.kz/
mailto:pharm@dlsmi.kg
http://dlsmi.kg/
ЛП ГП СОГЛАСОВАНО


JIM-Ne001806-IT1-BY P S R — A -,
COIMACOBAHO COOTBETCTEYET ZKCNEPTHOMY OTUYETY
MMHMCEEE%TVBB%MKG,V}IJE@EE%&HEHMH ot 23.07.2025 N2 18374
MPUKAZOM OT 31.12.2025 Ne 1644 MMOCNEOQBATENEHOCTE 0024
TROBOAeMHH)crs 004DaKyKe| MOTYyT ~ BO3HHUKAT BOAHO-3JICKTPOJIMTHBIC  HAPYLUCHUS

(TumoHaTpUEMUs, TUTIOKATTHEMHUS ).

Jleuenue

[lepBbie Mepbl, KOTOpBIE HEOOXOIMMO MPEANPHHATH, COCTOST B OBICTPOM BBIBEICHHH
IPUHATOrO Ipernapara: IMPOMBIBAHUE MKeNyJKa W/WIM TpUeM aKTUBHUPOBAHHOIO YIUI C
NOCJEIYIOIUM  BOCCTAHOBJICHHMEM  BOJHO-DJIEKTPOJIMTHOrO  OamaHca B YCIOBHSX
CHEeLHUATU3UPOBAHHOTO LIEHTPA.

B ciydae BbIpakeHHOTO CHMXKEHHUs A/l cienyer nepeBecTH MalMeHTa B MOJOKEHHE «JIeKa
Ha CIIMHE C IPUIOJHATHIMH HOTaMH.

[Ipy HEOOXOOUMOCTH MOXKET OBbITh BBHINOJIHEHO BOCIOJHEHHE O0bEMa JKUAKOCTH IyTEM
BHYTPHUBEHHOM HMH(QY3UM H30TOHUYECKOTO COJEBOIO pacTBopa (HampuMep, BHYTPUBEHHAs
udy3us 0,9 % pacTBopa Xjopuaa HATPHsL) WIM JHOOBIM JAPYTHM CIIOCOOOM BOCIIOJHEHHS
o0beMa xuakocTd. Ilepunnonpunar, akTuBHas (opma MEPUHIONPHIIA, MOXKET ObITh yAAJIECH

W3 OpraHM3Ma ¢ TOMOIIBIO Thaiu3a (CM. pazzaen 5.2).

5.  ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. dapmakoamHamMHu4yecKHue CBOMCTBA

®apMakoTepaneBTUUYECKas IpyIa: CpeACTBa, ACHCTBYIOINE HA pEHUH-AHTHOTEH3MHOBYIO
CHCTEMY; HHTHOUTOPBI aHTHOTeH3HHITpeBpalatomiero pepmenta (AIlD), komOuHanuy;
uHruouTOopsel AII® n muypeTuxwu.

Kox ATX: CO9BA04

Homunpen A bu-popre — KOMOMHMpOBAHHBIA TpenapaT, COACpXKALIUN WHAANAMUA |
nepUHIoNpuiaa apruHuH. PapMakoJIOrM4YecKHe CBOMCTBA JIEKapCTBEHHOI'O Ipenapara
Homumnpen A bu-dopte coueraror B cede oTIeTbHBIE CBOMCTBA KaXKIOTO U3 KOMIIOHEHTOB.

MexaHu3M IeHCTBUS

Honunpen A bBu-¢hopme

KomOunamms wHIanamMuga ¥ TEpUHIONPHIIA YCUIMBAECT AaHTHUTUICPTEH3UBHOE JCHCTBUE
Ka)KJI0TO U3 HUX.

Hnoanamuo

WnpanamMua OTHOCHUTCS K Tpymie Cyiab(pOHAMHIOB, MO (apMaKOJIOTHYECKUM CBOHCTBAM
ONMU30K K THA3UIHBIM TUypeTukaM. MHaanaMu nHruOupyer peadcopOIio HOHOB HATPHs B
KOPTHKAJIBHOM CErMEHTE METIH [ eHie, 4To MPUBOANT K YBEIHMUCHHIO BHIBEJCHUS MOYKAMU
MOHOB HATpHs, XJIOpa U B MEHbBIIIEH CTENEHN MOHOB KaJlUsl U MAarHWs, YCHJIMBAs TEM CaMbIM

JMype3, U CHUXKasl apTepHalIbHOE 1aBJICHUE.

Ilepunoonpun
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COIMACOBAHO COOTBETCTBYET 3KCMEPTHOMY OTYETY
MMHMCEEE%TVBB%MKG,V}IJE@EE%&HEHMH oT :: ':|-:':|:'3 “'J-' 11:_ '-1-
MPUKASOM OT 31.12.2025 Ne 1644 (MOCNEAOBATENEHOCTE 0024)
Hﬁmﬂm% MMI/I6I/IT )p q)epMeHTa’ HpeBpaH-I mmpr‘n AHEAOTAHR2IAH R AHE1OTAHRIH

(maTHOUTOp aHrHMoTeH3uHIpeBpamaronero ¢gepmenta (AIID). AIlD, wm kunwmaaza I,

SIBJIIETCS OK30IENTHA30M, KOTOpas OCYILECTBISET KaK NpEeBpallleHne aHrMoTeH3MHa [ B

COCYJIOCY)KMBAIOIIlee BEIIECTBO aHrmotreH3uH II, Tak ¥ paspymieHue OpaJWKHHUHA,

00J1a/1a10111ET0 COCYAOPACIIUPSIONINM JIEHCTBUEM, 10 HEAKTUBHOTO IeNTarenTuaa.

B pe3ynbTare nepuHaonpuI:

- CHMJKAeT CEKPELHIO alIbJOCTEPOHA;

- 1O TPHUHIHWIY OTPHUIATEIHLHOW OOpaTHOW CBS3M YBEIMYMBAET AKTUBHOCTh pPEHUHA B
1a3Me KpOoBU;

- NOpu JUINTEIBHOM MPUMEHEHMHM YyMeEHbIIaeT oOlmiee mnepudepruueckoe COoCyaucToe
conporusiienne (OIICC), uro o0ycnoBieHO, B OCHOBHOM, ACHCTBHEM HAa COCYIbl B
MBIIIIAX U MOYKax. OTH 3(PPEKThl HE COMPOBONKAAIOTCS 3aJEPKKOM MOHOB HATpUS U
KUJKOCTU WM Pa3BUTHEM Pe(IEKTOPHON TaXUKAPAHH.

[lepunonpun HOpManu3yeT paboTy MUOKapAa, CHUXKasl IPEAHArPY3Ky U IOCTHArpy3Ky.

IIpn wu3yyeHum mnokasarenedl TEMOJUHAMUKH Y IALUEHTOB C XPOHWYECKOW CEpACUYHOHN

HepocTaTouHOCThI0 (XCH) OBUTO BBISIBIICHO:

- CHIJKEHUE JIaBJICHUS HAIIOJHEHUS B JIEBOM U IPABOM >KEITyJ0UYKax cepala;

- camxkenne OIICC;

- YBEJIIMYEHHUE CEPICYHOT0 BHIOPOCA U YBEIWYCHUE CEPACYHOIO HHJIEKCA;

- YCWJICHHE MBIIIEYHOT'O epu(epruIeckoro KpoBOTOKA.

dapmakognaamMuyeckue P PeKTel

Anmucunepmensugnoe oeticmeue

Honunpen A bBu-¢hopme

JlexapcTBeHHBIN npemnapar Honunpen A bu-dopre OKa3bIBaeT J10303aBUCUMOE
AHTUTUMIEPTEH3UBHOE JIEWCTBUE, KaK HA JUACTOJIMYECKOE, TaK U Ha cucronndeckoe AJl kak B
MIOJIOKEHUU «CTOS», TAK U «JI€Xa». AHTUTUIIEPTEH3UBHOE JCHCTBUE COXPAHAETCSA B TEUCHUE
24 4. CrabunpHBIA TepaneBTHUYECKHH 3(dekT pa3BuBaeTcs MeHee ueM uepe3 1 mecsi oT
Hayaja Tepanud M HE COmpoBoXkaaercss Taxupuiakcuend. IIpekpaiienue sedeHus He
BBI3BIBAET CUHJPOMA «OTMEHBD).

JlexapcTBennbii npenapat Homumnpen A bu-doprte ymeHbIaeT cTeneHb runepTpodun JeBOro
xenynouka (I'JDK), ymyumaer snactuuyHocth aprepuii, cHikaer OIICC, He Biuser Ha
MeTa0oaM3M JUOUAO0B (OOIMKA  XOJECTepUH, XOJECTEPUH JIUIONPOTEHHOB BBICOKOU

miotHocty (JITIBIT) u munonpoTtenHoB Hu3koi miotHocty (JITTHIT), Tpurmumepubr).
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COrMACOBAHO Lt

MWHUCTEPCTBOM 3[1PABOOXPAHEHNA
PECMNYBIIKV BENAPYCb

nPUKA3oM oT 31.12.2025 Ne 1644
A3AHATEBIEASTHUIR O IIPUMEEHCHU A KOM6I/IHaHI/II/I J51

CPaBHEHUU C DSHAJIANPWIOM. Y TMalMEeHTOB C aprepuaibHOM rtuneprensued u [JDK,
NOJyYaBIIMX Tepanmuio uHAanamuaoMm 0,625 mr/mepuHaonpuiaoM  3pOyMHHOM 2 MT
(3KBHBaJICHTHO 2,5 MI' TIEpUHIONPIIIA apTUHUHA) WK SHANAnpuiIoM B 1o3e 10 Mr oauH pa3 B
CYTKH, U TIPU YBEJIMYEHUU J103bl MHAAMAMUJIA 10 2,5 MT U MepuHAoNpuia 3poymMuHa 10 8§ Mr
(’xBHBanieHTHO 10 Mr mepuHAONpHUIA aprUHWHA), WIA dHajanpwia g0 40 Mr oawH pa3 B
CYTKH, OTMEYEHO 0oJiee 3HAYMMOE CHIDKEHUE UHIEKCAa Macchl JeBoro xenynouka (MMJDK) B
rpynne MHAanaMuA+IepuHAONPWI 10 CPaBHEHHIO € TIpynnoi sHananpuia. llpu stom
HanOosiee 3Haummoe BimsHHe Ha MMJIDK orMeuaercs mpu TpUMEHEHWM WHANIaMUIA
2,5 mr/mepunaonpuia 3poOyMuHa 8 Mr.

Taxke oTMeueHO Oojee BBIPAKEHHOE AHTHTUIEPTEH3MBHOE JelcTBUE Ha  (oOHE
KOMOMHUPOBAaHHON Tepanuy WHAANAMHJIOM ¥ TEPUHIONPUIIOM 10 CPaBHEHUIO C
SHAIANPUIIOM.

Hnoanamuo

AHTUTUIIEPTEH3UBHOE JIEWCTBUE IMPOSABIAETCA IIpU INPUMEHEHUM Ipenapara B J03ax,
OKa3bIBAIOLIMX MUHUMAJIBHOE IUYPETUUECKOE IEHCTBHE.

AHTUTHIIEPTEH3UBHOE JIEWCTBUE HAAMAMU/IA CBSA3aHO C YIYUIIEHHUEM AJIaCTUYECKUX CBOMCTB
KpynHbIX apTepuii, ymenbinenuem OIICC.

Wupanamun ymensmaer crenedb ['JDK, He BinseT Ha KOHLEHTpPALUIO JUIHWAOB B IJa3Me
KPOBHU: TPUIIIMLEPUIOB, obmiero xonecrepuna, JITTHIL, JIIIBIL; yrneBoausiii oOMeH (B TOM
YHClie y MalMEHTOB C COMYTCTBYIOIIMM CaXxapHbIM TUA0ETOM).

Ilepunoonpun

[epungonpuin 3¢ hekTuBeH B TEparuu apTeprualIbHON THIIEPTEH3UH JII000H CTENEHH TAKECTH.
AHTUTUIIEPTEH3UBHOE JICHCTBUE Mpernapara AOCTUraeT MakcuMyma uepe3 4-6 yacoB Ioclie
OJHOKpPATHOrO MpHEMa BHYTPb M coXpaHsieTcs B TedeHue 24 udacoB. Uepes 24 wyaca mocnue
npueMa mpemnapara HaOnonaercsi BeipaxkeHHoe (rmopsanaka 80 %) octaTouyHoe MHTHOUpOBaHUE
AllD.

[IepuHaOIPUII OKa3bIBACT AHTUTHUIIEPTEH3UBHOE ICUCTBUE Yy ITALIMEHTOB KaK C HU3KOM, TaK U C
HOpPMaJIbHON aKTUBHOCTHIO PEHUHA B IJIa3Me KPOBH.

CoBMecTHOE  MPUMEHEHHE  THA3HIHBIX  JUYPETHKOB  YCHUJIMBAeT  BBIPAXKEHHOCTh
aHTUTUIIEPTEH3UBHOTO JeiicTBus. Kpome storo, komOunupoBanue wuuruoburopa AllD u
THUA3UJIHOTO UYpPETUKA TaKXKe NMPUBOAUT K CHUKEHMIO PUCKA Pa3BUTHUS TMIIOKAJIMEMHM Ha
dboHe mpremMa TUYPETHKOB.

Knuanueckas 2dbdekTHBHOCTE U 0€30I1aCHOCTE
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BOIHASEOH0 POHUH -

CUOMEHZUH-ATILOOCTNE,

COOTBETCTEBYET 2KCINEPTH
ot 23.07.2025 N= 183

HOBOU-CUCHILCMBL

] r_‘.

74

1y OTYETY

(nocn E;;;!LIIEE‘-’J.(I)EJ'I EHOCTE 0024)

HmeroTcst naHHbIE KIMHUYECKUX MCCIEI0BaHNN KOMOMHUPOBAHHOM Tepanuy ¢ IPUMEHEHUEM
unruouropa AIl® c antaronucramu peuentopos anruorensuxa II (APA 1I).

[IpoBoaminch KIMHUYECKHE UCCIEIOBAHMS C YYacTHEM MAllMEHTOB, UMEIOIUX B aHAMHE3E
CEPICUYHO-COCYAUCTOE WU IiepeOpoBackyisipHOoe 3abosieBaHue, JMOO caxapHBIM auadeT
2 TUMa, COMPOBOXAAIOIIMNCA MOATBEPKIECHHBIM IOPAKEHUEM OpraHa-MUIICHH, a TaKkKe
UCCIICIOBAaHUS C YYacTHEM IMAIMEHTOB C CaxapHbIM AMAa0eTOM 2 THMa M Jua0eTHYeCKOU
HedpomaTuei.

JlanHble uCCleIOBaHMSI HE BBIBUIM Yy MAalMEHTOB, IOJYYaBIIUX KOMOWHHPOBAHHYIO
TEpanuio, 3HAYMMOTO TOJOKUTEIBHOIO BIMSHUS HAa BO3HUKHOBEHHE IMOYEYHBIX H/WIN
KapJIMOBACKYJISIPHBIX COOBITHI M Ha MOKA3aTeNId CMEPTHOCTH, B TO BpeMs KaK PUCK Pa3BUTHUS
THIEPKATMEMHUH, OCTPOM TOYEYHOW HEIOCTATOYHOCTH W/WIM apTEepUATbHON THUIOTEH3UH
YBEJIMYUBAJICS 110 CPABHEHHUIO C MAUEHTAMHU, TOJy4YaBUIMMH MOHOTEPAIHIO.

[Ipunrmasi BO BHUMaHUE CXOKH€ BHYTPUTPYNNOBbIE (apMaKOJUHAMUYECKHE CBONCTBA
uaruOuTopoB AII® u APA 1I, nanHple pe3ynbTaThl MOKHO OXKHJIATh IS B3aMMOJCHCTBUS
JT0OBIX APYTHX MpenapaToB, MpeacTaBuTeNei kiaccoB HHruoutropos AII® u APA 1II.
[ToaTOMy MpoTHBOTIOKA3aHO MpUMeHeHHE HHTHONTOpOB AIID B coueTaHWuM ¢ aHTarOHUCTAMHU
petienitopoB aHruoTeH3uHa [l y manueHToB ¢ quadeTnyeckoil HedpormaTHei.

NMmeroTces naHHblE KIMHUYECKOTO MCCIIEN0BAaHUS 110 U3YUYEHHIO MTOJIOKUTEIBHOTO BIMSIHUS OT
no0aBlieHUs] aTMCKUpeHa K cTaHaapTHOM Tepanuu uHruOutopom AIID umu APA 11 y
NAl[MEHTOB C CaXapHbIM JuabeToM 2 TWMa M XPOHUYECKUM 3a00JIeBaHMEM TOYEK WU
CEP/ICYHO-COCYAUCTBIM 3a00JIeBaHUEM, JHUOO HMMEIONMIUX COYETaHWEe HTUX 3a00JIeBaHUM.
HccnenoBanue ObUIO MPEKPALICHO JOCPOYHO B CBS3HM C BO3POCUIMM PUCKOM BO3HUKHOBEHHS
HE)KEJaTeNbHbIX HMCX010B. CepaeuyHO-COCyAUCTasi CMEPTh U HMHCYJIbBT BO3HHUKAIM dYalle B
rpynmne ManueHTOB, MOJyYarolluX aJIUCKUPEH, MO CpaBHEHMIO C rpymnmoi miarebdo. Taxxke

HCXKCJIATCIBHBIC SBJICHUA W CCPLBE3HBIC HCKCIATCIBHBIC SABJICHUA 0cob0ro HHTEpECa

(rumepkanuemus, apTepHalibHas ~ TUIOTCH3US W  HapyleHus (QYHKIAM  TIOYEK)
PETHCTPUPOBAIKCH Yallle B TPYIIE ATUCKUPEHA, YeM B TPYIIIe Tu1aneoo.
eTu
OTtcyTCTBYIOT AaHHBIe 0 TpuMeHeHnn Homumpen A bu-dopte y aereil.
5.2. ®dapmakoKkuHeTHYECKHE CBOMCTBA
Honunpen A Bu-ghopme
CoBMecTHOE  NPUMEHEHHE  UWHAanamMuja W [EepUHIONpUIAa HE  H3MEHsAeT  HUX

(apMaKOKMHETUYECKHX XapaKTEPUCTUK MO CPABHEHHIO C UX Pa3/IeIbHBIM IPHUMEHEHHEM.
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gg#ﬁ(ﬁgggxﬁb COOTBETCTEYET 3KCNEPTHOMY OTYETY
MUHUCTEPCTBOM SPABOOXPAHEHIS oT 2307 2025 M= 18374
MRMKASOM OT 31.12.2025 Ne 1644 (MOCNEAOBATENEHOCTE 0024)
(04 bHOCTbL 0040
AOGcopOnus

Wupanamua OBICTPO U TOJTHOCTBIO a0COpOUpYyeTCs U3 HKEITYAOYHO-KUILIEYHOTO TPAKTA.
MaxkcumanbHasi KOHIIGHTpAlUsl B IJIa3Me KPOBH JIOCTHUTaeTcss yepe3 1 yac mocie mpuema
npenapara BHyTpb.

Pacnopenenenue

CBs13b ¢ OenkaMu 11a3Mbl KpoBU cocTaBiisieT 79 %.

BI/IOTDaHCd)ODMaHI/IH U 3JIMMUHAIUA

[Tepunon momyssiBenenust (T12) cocraBnsier 14-24 gaca (B cpenneM 18 yaco). [loBTopHOe
NpUMEHEHHE Ipernapara He NPUBOAUT K €ro KyMYJSIIMH B OpraHu3zMe. BwiBoauTcs B
OCHOBHOM ¢ Mouoi (70 % oT BBemeHHOW m03b1) U KamoMm (22 %) B ¢opMe HEaKTHUBHBIX
MeTabOIHTOB.

Oco0nIe I'pynIbl DTaMEHTOB

Hapywenue ¢ynxyuu novex
VY ManueHToB C MOYEYHOH HEAOCTATOUHOCTHIO (PapMAaKOKMHETHKA HE U3MEHSETCS.

Ilepunoonpun

AOcopOrust 1 OMOOOCTYIIHOCTD

[Tocne mpuema BHYTPh MNEPUHIONPUI OBICTPO BCACBIBACTCA, U TMHKOBas KOHIEHTpAIUs
nocruraercd B TeueHue | uaca. Ilepuox momyBbIBeZeHMs NEpUHIONpWIAa paBeH | yacy.
[Ipuem numm 3ameyIsieT MpeBpalleHue NepUHAONPUIA B TIEPUHAONPUIIAT, TAKUM 00pazoMm,
BJIMSS HA OMOAOCTYNMHOCTh. [[03TOMY MEepUHIONPHII ClielyeT MPUHUMATh OJUH pa3 B CYTKH,
YTPOM, IIepea MPUEMOM IHUIIH.

Pacnpenenenue

OO0wvem pacrpesneneHUs HECBS3aHHOTO MEPUHAONpPUIIATa COCTABIISAECT MPUOIUZUTEIHEHO
0,2 n/xkr. CBsi3p mepHHAONpHIATa ¢ OEIKaMu TUIa3Mbl KpOBH, TJIaBHBIM oOpazom ¢ AIlD,
3aBUCHUT OT KOHIEHTPALMKU IEPUHIONPHUIIA U cocTaBiaeT okoJio 20 %.

Buorpancdopmarnus

[epungonpun npexacrasister coboil mponekapctBo. [Ipubmmsurenso 27 % ot obuero
KOJIMYECTBA MPHHATOIO BHYTPH NMEPHHIONPHUIA TOCTYIaeT B KPOBOTOK B BHIEC aKTUBHOTO
MeTabonuTa mepuHaonpuiaaTa. [IoMUMO aKTUBHOTO TMEpPUHIONpPHIIATa O00pa3yroTcs eme 5
MeTabOoIHUTOB, HEe O0MagaronMX (apMaKoJIOTHIECKOW aKTUBHOCTHIO. [IMKOBast KOHIIEHTpAIUs

NEPUHJIONpUIaTa B IJIa3Me KPOBU JJOCTUTAETCA B Te€UEHHE 3-4 4acoB.

OIMMUHALS
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Hﬁmﬂpﬂm@ MOHHT:H n3 Opl"aHI/IgMa C MO f\T/T’ - KOHESUHLIA anTI(\H IT(\TI}IDLTDPHPHTIG

(T12) cBoOOAHOM (pakiMu COCTaBIsAeT OKOJO 17 4YacoB, B pe3ysIbTaTe Yero pPaBHOBECHOE
COCTOAHUEC JOCTHUTACTCA B TCUCHUC 4 CYTOK.

JIu"elHoCcTh (HEAUMHENHOCTB)

beina mpoaeMoHCTprpoOBaHa JIMHEHHAs 3aBUCUMOCTh MEXIY J030M TMEpPUHIONpPHUIIA U €ro
KOHIIEHTpaluel B MJia3Me KpPOBH.

Oco0ble rpyInel NALKMEHTOB

Tlayuenmui nodcunozo eospacma

BriBenenne nepuHponpuiaaTa CHUXKAETCA y MOXKHWIBIX MAIllMEHTOB, a TaKKe Y MAlMEeHTOB C
CEpAECYHOMN MU MTOYEUHON HEAOCTATOYHOCTBIO.

Hapywenue ¢pynxyuu novex

[Ipu HapymieHuu (QYHKIMHM MOYEK JKEIATebHO KOPPEKTHPOBATH 103y B 3aBUCUMOCTU OT
CTENEHU HapyIlIeHus (KJIMpeHca KpeaTHHHUHA).

Huanuz

Juanu3Helii KIMpeHe nepuHaonpuiaTa coctasiseT 70 Mi/MuH.

LHuppos neuenu

®apMaKOKMHETHKA NEPUHIONPHIIA Y TMAMEHTOB C LHUPPO30M IMEYEHH HOCUT HU3MEHEHHBIN
XapakTep: MEUYCHOUHbIH KIMPEHC MCXOJHOM MOJIEKYJIbl CHMKEH B J[Ba pa3a. TeM He meHee,
KOJINYECTBO 00pa3yrolierocst MEpUHIONpPHUIATa HE YMEHbBIIAETCA, U, CJIEI0BATENbHO,
KOPPEKIMH 710361 He TpebyeTcs (cM. paznensl 4.2 u 4.4).

5.3 JlaHHble TOKJIUHUYECKOH 0€30IaCHOCTH

KombOunanust nHnanamua U NepuHIONpHiIa 001agaeT HECKOIbKO OOJbIIeld TOKCUYHOCTHIO,
yeM ee KOMIOHEHTHL. [loueuyHwle mNposBlIeHUs, MO-BUAMMOMY, HE YCHUIIMBAIOTCS Y KpBIC.
OpHako KOMOWHAIIMS BBI3BIBACT IKENMyIOYHO-KUIIIEUHYI0 TOKCHYHOCTH Yy Cco0ak, a
TOKCHYECKOE BO3JIEHCTBUE HA OEpPEMEHHBIX CaMOK, IO-BUIUMOMY, YCUIUBAETCS y KpbIC (110
CpPaBHEHUIO C MEPUHIONPUIIOM) 0e3 TepaToreHHoro ddekra.

Tem He MeHee, 3TH MOOOUYHBIE A(P(GEKTHI MPOSBISAIOTCS NMPH YPOBHAX 103, 3HAUYUTEIHHO
IPEBBILIAIOIINX UCIOIb3yEMbIE TEPAIIEBTUUECKHUE 103bI.

Jlns unoanamuoa:

Cawmpie Beicokue 70361 (B 40-8000 pa3 mpeBBIMIAIOININE TEPATEBTUYECKYIO J103Y), BBOJUMBIC
NepopaIbHO PA3MYHBIM BHUJIaM >KUBOTHBIX, IOKAa3ajd YCUJIEHUE MOYETOHHBIX CBOWCTB
uHaamamua. OCHOBHBIE CUMIITOMBI OTPABJICHUS, TAaKUE KaK OpaaumnmHod U nepudepudeckas

Ba30/IMJIATAIlMsA, BO BpPEMsI MCCIIEIOBAHMM OCTPOM TOKCHYHOCTH WHAAMAMHJIA, BBOJIMMOTO
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MHJAIIaMU/J1a.
HccnenoBanusi penpoAyKTUBHOW TOKCHYHOCTH HE BBISBWIM 3IMOPHOTOKCHYECKOTO WIIH
TEPAaTOT€HHOTO JeUCTBUSA, (PePTUILHOCTD HE HApYyIIaIach.

HccnenoBanust MoKa3ainud OTPHULATENBHBIA  pe3yJbTaT B OTHOLIEHWH MYTAar€HHbIX U
KAHIIEPOI€HHBIX CBOMCTB MHIAITAMU/IA.

na nepundonpuna:

B uccnenoBaHuAX XpOHUYECKON MEPOPaIbHON TOKCHUYHOCTH (Y KpbIC M 00€3bsiH) OpraHOM-
MUIICHbBIO SBJISIIOTCS MOYKHU, IPUYEM MOBPEKICHUS HOCAT 00paTUMbIN XapakTep.

B nccnenoBanusax in vitro WM in vivo MyTareHHbIX CBOMCTB HE HAOJIFO1aJIOCh.

HccnenoBanusi pernpoyKTUBHOM TOKCUYHOCTH (y KpBIC, MBIIIEH, KPOJIMKOB W 00€3bsiH) HE
BBISIBUIM TIPU3HAKOB SMOPUOTOKCHYHOCTH WIJIM TepaToreHHOCTH. OJHako OBLIO TMOKa3aHo,
YTO  HMHTUOMTOPHl  AHTMOTEH3HMHIIpEBpallalomero  (QepmeHta Kak  KJIacC  HMMEIOT
HEeOJIaronpusITHOE BO3/CHCTBUE Ha MO3IHUX CTAAUSAX PA3BUTUS IUI0JA, IPUBOAS K TUOEIn
IUI0JIa U BPOXKICHHBIM TOCJIEACTBUSM y TPBHI3YHOB M KPOJIMKOB: HAOIIOANHCH MMOPAKEHUS
MOYEK U YBEJIMYEHHUE NEPHU- U MOCTHATAIBHOU cMepTHOCTH. DEepTUIILHOCTh HE Hapyllaiach
HU y CaMIIOB, HH Y CAMOK KpBIC.

B 1onrocpoyHsIX UCCaeI0BAHUAX HA KPBICAX M MBIIIAX KAHLIEPOT€HHBIX CBOMCTB HE
Ha0II01a710Ch.

6. ®APMAIEBTHYECKHE CBOWCTBA

6.1. IlepeueHb BcmoMorareJibHbIX BellleCTB

JlakT03bI MOHOTHApPAT

Marnus creapat

MasnbTOIeKCTPUH

KpeMHmst nTMOKCHT KOJIJIOUTHBIN O€3BOHBIN

KapOokcumernikpaxman HaTpus (T A)

Obonouxa nienoynas:

I'muuepon

['mnpomennosa

Makporon 6000

Marnus creapat

Turana quokcun (E171)

6.2. HecoBMecTHMOCTH

He npumenumo.
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3 roxa.

6.4. Oco0Oble MepbI IPEIOCTOPOKHOCTH IPH XPAHECHUH

Xpanuts npu temrneparype He Boie 30 °C.

6.5. Xapaxkrep u conep:kaHHe NEPBUYHON YIIAKOBKH

[To 30 TabneTtox BO (uIakoOHE W3 TOJHUIIPOMHIICHA, CHAOXEHHOM J03aTOPOM M IPOOKOH,
COZEpIKallleil BIAaronorjonatonui refp.

ITo 1 pnakoHy C TMCTKOM-BKJIQBIIIEM B TAYKE KAPTOHHOM ¢ KOHTPOJIEM IIEPBOTO BCKPBITHUSI.

VYnakoBka s cranronapos (ripu npousBoactse Ha OO0 «CEPBBE PYCy, Poccus):

[To 30 TabneTtox BO (uIakOHE W3 TOJHUIIPOMHIICHA, CHA0XEHHOM J03aTOPOM M IPOOKOH,
COZEpIKaIlleil BIAaronorjomatonui refp.
[To 3 ¢nakona ¢ paBHBIM KOJIHYECTBOM JUCTKOB-BKJIAQJBINICH B TMadke KapTOHHOU ¢

KOHTPOJICM IICPBOT'O BCKPLITHUA.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH TPH YHHUUYTOKEHUM HCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0 TMpenapara MJIH OTX0A0B, IMOJYYEHHBIX IOCJe NPUMEHEHUus
JIEKAPCTBEHHOTI'0 NMpenapara UM Apyrue MAHUILYJIALIMHU € PenapaToM

Het oco0bIx TpeOOBaHM K yTHIIM3AIUH.

7. JAEPXKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSI
«JlabopaTtopuu Cepsne»/Les Laboratoires Servier
50, yn. Kapno, 92284 Cropen Cenexc, @pannumst/50, rue Carnot, 92284 Suresnes Cedex,

France

7.1. IlpeacraBuTe)ib AepKaTesisi perHCTPALMOHHOIO YA0CTOBEPEHUS

IIperen3uun norpedbuTeiell HANPABIATS 10 AJIPECY:

Poccuiickas Penepanus

AO «Cepsbe»
Anpec: 125196, r. MockBa, yiu. JlecHasi, nom 7, atax 7/8/9
Temn.: +7 (495) 937-07-00

DJ1. moyYra;: servier.russia@servier.com

PecnyOonuka ApMmeHus

[IpencraBurenscTBo komnanuu «Jle Jlaboparyap Cepre» B Pecniybnuke ApmeHus
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AlnpeerdV02yarEpesan, KeHTpoH, ynniia AMupsiHa—-SMara3us

Ten.: +374 (10) 50-50-74

Dj1. mo4ra; pvarmenia(@servier.com

Pecny6nuka Benapycs

[IpencraButensctBO YAO «Les Laboratoires Servier» (®panimysckas Pecybnuka) B
Pecniy6uke bemapych

Anpec: 220030, r. Munck. yi. MsacaukoBa, 70, od. 303

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

O noura; officeBY (@servier.com

Pecnyonuka Kazaxcrad u KeIprelzckas pecuyOimka

TOO «Cepsbe Kazaxcran»
Anpec: 050020, r. Anmatsl, mip. JJocTsik, 310T
Temn.: +7 (727) 386 76 62

9. noura: kazadinfo@servier.com

8. HOMEP PEIT’UCTPAIIMOHHOI'O YIOCTOBEPEHUS
B Poccuiickoit ®enepanuu: JITT-Ne(001806)-(PT'-RU)

B Pecniy6nuke Apmenust: JITI-Ne(001806)-(I'TI-AM)

B Pecniy6nuke benapycs: JITT-Ne001806-I'TI-BY

B Keipreizckoii Pecniy6mmke: JITI-Ne(001806)-(I'TI-KG)

B Pecniyonuke Kazaxcran: JITI-NeQ01806-I'TI-KZ

9. JATA NEPBUYHOM PETUCTPAIIUM (ITIOATBEPKJIEHUS PETUCTPAIIAMH,
HNEPEPETUCTPALIUN)

JlaTa nepBoi perucTpanuu:

B Poccuiickoit ®enepannu: 13.02.2023

B Pecniyonuke Apmenust: 08.02.2024

B Pecniy6niuke benapycs: 11.03.2024

B Keipreizckoit Pecrry0mmke: 09.04.2024

B Pecny6nuke Kazaxcran: 26.03.2025
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10. JATA INIEPECMOTPA TEKCTA

OOmast xapakTepucTuKa JiekapcTBeHHoro mpenapata Homunpen A bu-dopre nocrymna Ha
WHPOPMALIMOHHOM TopTasie EBpa3wmiickoro 3KOHOMHYECKOTO COK03a B HH(OPMAIMOHHO-

KOMMYHUKaImoHHou cetu «MuTepHeT» http://eec.eaeunion.org.
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