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1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Homunpen A ®opre, 1,25 mr+5 Mr, TabeTKH, MOKPHITHIC IJICHOYHONW 000T0UKOH.

2. KAUECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

JlelicTBytole BENIECTBA: MHAAIAMU + IEPUHIONPHUII.

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

acceleﬂlaJleCl}l 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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MOCIEJOB;
0,625 Mr+2,5 Mr (siekapcTBeHHbIN nipenapat 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.

PGKOMGHI[yeTCSI Ha4YWHATb TCpalruo C KOMGI/IHaI_II/II/I nHAOanamMmg + NepuHAONpUII B  HO3C
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
®opre 1 pa3 B CyTKH.

Oco0ble rpyIInbl MalUEeHTOB

Jluya nodicunozo eo3pacma

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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All® (cMm. pa3nen 4.4).

e HacnencTBeHHBIH/MANONATHYECKUN AaHTHOHEBPOTUIECKUI OTEK.

e bepemeHHOCTSH (cM pazzen 4.6);

e (COBMECTHOE NMPUMEHEHHUE C AJMCKUPEHOM U JIEKaPCTBEHHBIMHU IperapaTaMmu, COJAEpKalUMU
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 IEKOMIICHCALIH.

4.4. OcoOble yka3aHusl 1 MepPbI IPEJIOCTOPOKHOCTH NPH NPHUMEHEHHH

[Ipenapart cieayer Ha3HAYATh C OCTOPOKHOCTBIO B CIEIYIOMIUX CIIydasX:

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

3


ЛП ГП СОГЛАСОВАНО


1M-N2000175-MM-BY . A
COlNTACOBAHO COOTBETCTBYET 3KCMNEPTHOMY OTUYETY

- Ak
MUHUCTEPCTBOM 3[PABOOXPAHEHMS oT 13.07.2026 N2 1
PECTYBIVKM BENAPYCb

PIASOVBHHEBRAHHEM ®  [kanust B IUIa3sMe,  THIEpKATMEMUS, Tl ratpiraide | B o trbi et

MOC/NEAOB
AJUICProJIOTHYCCKUM aHaMHE3, aJUICPIruiuCCKas pCakius Ha ICHUIUIJIMH B aHAMHE3€C.

OGH_IGG JUIA MHAAIMaMMa U IICPUHAOIIPHUIA

[Ipumenenue nexkapcTBeHHOTO npenapata Homunpen A @opTe HE CONMPOBOKAAETCA CYIIECTBEHHBIM
CHIDKCHHEM YacTOThI MOOOYHBIX 3()D(PEeKTOB, 3a MUCKIIOYCHHEM TUIOKATHEMHH, 110 CPABHEHHIO C
MPUEMOM OT/AEIBHBIX KOMIIOHEHTOB Ipenapara B HAMMEHbBLIUX Pa3peHICHHBIX IJS MPUMEHEHUS
no3ax (cM. pa3znen 4.8). B Hauane Tepanuu JByMs TMIIOTEH3UBHBIMU IIPENIapaTaMy, KOTOPbIE MAllUEHT
HE TMOJy4yall paHee, HeNb3s HCKIIOYUTh YBEIMUEHHUS 4YacTOThl Pa3BUTUS HUIUOCHUHKPA3HH.
TmarenpHOE HAOMIOEHNE 32 MAIIMEHTOM IMO3BOJISIET CBECTH ATOT PUCK K MHHUMYMY.

IIpenapamuol nrumus

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

Hapywenue ¢pynxyuu novex

Tepanus npenaparom Honmunpen A @opte mpoTUBOIIOKa3aHa MAIMEHTaM C TSHKEJIbIM HapyIIEHUEM
¢ynkiuu nmouek (KK menee 30 mu/MuH). Y HEKOTOPBIX MAIMEHTOB C apTEPUATBHON TUIEpTEH3UEH
0e3 MpeAlecTBYIOIMIEr0 OYEBUIHOIO HapylleHHs (QYHKIMM MoueKk Ha (oHEe Tepanmuu MOTyT
MOSIBUTKCS 1a00paTOpHBIE MPU3HAKY (PYHKIIMOHAIBHOMN MOYEYHOM HEIOCTATOYHOCTH. B 3TOM Ccitydae
Jie4YeHue cleayeT MpeKpaTuTh. B nanbHeieM MOXHO BO30OHOBUTh KOMOMHUPOBAHHYIO TEPAIIUIO,
MIPUMEHSISI HU3KUE 036l TIPENapaToB, IN0O0 MPUMEHSITh TOJILKO OJIUH U3 MIPETapaToB.

Takum narpieHTaM He0OXOIUM PEryJISIPHbIN KOHTPOJIb KOHLIEHTPALMK Kallusl M KpeaTHHUHA B KPOBU
—4epe3 2 He/lelNd Mocie Havalla Tepanuu U B JajdbHEHIIEM KaK]ble 2 Mecsla B IepUo, Korja 103a
npenapata noaoOpana. [loyeuHas HEZOCTATOYHOCTH Yalle BO3HHUKAET y MAlMEHTOB C TSDKENOM
CEepACYHON HENOCTATOYHOCTBHIO WJIM MCXOJHOW MOYEYHOM HEJOCTATOYHOCTBIO, B TOM YMCIIE, MPU
CTE€HO3€ TOYEYHOU apTEepUH.

JlexapctBennbiii npenapat Homumpen A ®opre He peKkOMEHIOBaH K IMPUMEHEHHMIO B Cllydae
JIBYCTOPOHHET0 CTE€HO3a MOYEYHBbIX apTepuil WIM B Cllydae €IMHCTBEHHOW ()yHKUIHMOHHPYIOIIEH
MIOYKH.

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

B ciydae ucXOAHON T'MIIOHATPUEMHUH CYILECTBYET PHCK BHE3AIHOTO pa3BUTUS apTepHabHOU
TUIOTEH3UH, B YaCTHOCTH, Y MallMEHTOB CO CTEHO30M Mo4e4HOol aprepuu. [loaToMy HeoOXoaumo
MIPOBEICHUE CUCTEMATHYECKOW OIEHKH CHMIITOMOB OO€3BO’KMBAaHUS W CHIDKEHHUS COJCpKaHUs
AJIEKTPOJIUTOB B IJIa3M€ KPOBHU, HAIIPUMEP, ITOCIIE JUaper WU pBOTHL. TakuM narueHTaM Heo0X0AUM
PEryJIsipHbII KOHTPOJIb COAEPIKAHUS JEKTPOIUTOB IJIA3Mbl KPOBH.

[Ipu BBIpaXKEHHOW apTEepHAIHHON THUMOTEH3UM MOXKET MOTPEeOOBATHCS BHYTPUBEHHOE BBEICHHE
HU30TOHUYECKOIO COJIEBOIO pacTBOpa.

Tpan3utopHas apTepuajibHas TMIIOTEH3US HE SIBJSETCS MPOTHUBOIIOKA3aHHUEM MJIsl MPOJOJIKEHUS
tepanuu. [locie BoccTaHoBIeHUs o0beMa LUPKyJIupyromed kpoBu M AJl MOXHO BO300HOBHUTH
TEpaIuIo, MPUMEHsISI HU3KUE J03bl, TNOO NPUMEHATH TOJBKO OJMH U3 KOMIIOHEHTOB Mpenapara.

Cooeporcanue kanus

KoMOuHMpoBaHHOE MpUMEHEHHE HHAANAMMJA M TMEPUHAONpPUIA HE MPEAOTBpAIlaeT pa3BUTHE
TMITOKAJIMEMUH, OCOOCHHO Yy MAI[EHTOB C CaXxapHbIM JHMa0eTOM WIIM MTOYEUYHON HEJJOCTATOYHOCTBHIO.
Kak u B ciydyae npumeHeHHsl J1I000r0 rMIOTEH3UBHOIO Mpenapara B KOMOMHALIMU C JUYPETHKOM,
HEOOXO/IUM PEeryJIsIpHbI KOHTPOJIb KOHIIEHTPALMH KaJlus B IJ1a3Me KPOBH.
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MOCINEJOBATEH

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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Konyenmpayus uonos xaivyus 6 niasme 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 KOHIUEHTpAIMEd 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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3aKpbITOYTOJIbHASI TJIayKOMa MOXKET MPUBECTU K HeoOpaTUMoi morepe 3peHus. B mepByio ouepenpb
Tepamnus 3aKI0YaeTCsl B MAKCUMaJIbHO OBICTPO OTMEHE MpenapaTa. Eciau BHyTpUIIa3HOE 1aBICHHUE
0CTaeTCsl HEKOHTPOJIUPYEMBIM, MOXKET MOTPEOOBATHCSA HEOTIOKHOE MEAUKAMEHTO3HOE JICUEHHE WU
XUPYprudeckoe BMeaTenbcTBo. PakTopaMy prcKa pa3BUTHsI OCTPOM 3aKPBITOYTOJIBHOM I1ayKOMBI
MOTYT OBITh aJUIEPrHYECKUe PEaKIMK Ha CyJIb()OHAMU/ WK MEHUIUJIMH B aHaMHe3e€.

[lepunaonpui

Jlsotinas 6aokada penuH-aneuomeH3uH-aiboocmeporosot cucmemst (PAAC)

WmeroTcst gaHHple 00 yBENIMYEHWH pHCKAa BO3HUKHOBEHHUS apTEpHAIBbHOW THIOTEH3UH,
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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KpPOBH, JJa)KC y HAllMEHTOB C OJHOCTOPOHHUM CTEHO30M IOYE€YHOW 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 MAlMEHTOB pa3BUBAJAaCh (PYHKLUMOHANbHAs IIOYEYHAss HEJOCTAaTOYHOCTh, KOTOpas
perpeccupoBaa 1ocjie OTMEHBI TepaInU.

Funepqyecmeumeﬂbnocmb, anzuoneepomuuecm{ﬁ omek

[Ipu nmpueme unruburopoB AII®, B TOM uucie W NEPUHAONPHIA, B PEIAKUX CIy4asX MOXKET
Ha0JII0/1aThCSl Pa3BUTHE AHTMOHEBPOTHUYECKOTO OTEKa JIMIa, KOHEYHOCTEH, I'y0, sI3bIKa, IOJIOCOBBIX
CKJIQJIOK W/WIK ropTaHu (cM. pazzien 4.8). AHTHOHEBPOTHUYECKHI OTEK MOKET Pa3BUTHCS Cpasy Mmociie
Havana jedeHus: naruoutopamu AlI®D, ogHaKO TSHKETBIN aHTHOHEBPOTUYECKHM OTEK MOYKET TaKkKe
Pa3BUTHCS MOCIIE JUIUTENBHOTO JeueHust nHruoutopamu AIID B TeueHHE HECKOJIBKUX MECSIIEB WM
net. Ilpu mosiBjeHUH BBINIEYKa3aHHBIX CHMIITOMOB MpHEM Ipernapara JOJKEeH ObITh HEMEJIEHHO
MIPEKpaIleH, a MAIeHT J0JDKeH HaOMI0AaThCsl A0 MOJTHOTO MCYe3HOBEHUS cUMIITOMOB. Eciu orek
3aTparuBaeT TOJILKO JHIIO U TYObI, TO OH OOBIYHO MPOXOAUT CAMOCTOSATENBHO, IIPU STOM B KaUeCTBE
CUMIITOMATUYECKON TEPAMUHU MOTYT MPUMEHSTHCS aHTUTICTAMUHHBIE CPEJICTBA.

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

AHTHOHEBPOTUYECKUH OTEK, COMPOBOKIAIOIINIICS OTEKOM TOPTaHU, MOKET IPUBECTH K JICTATLHOMY
ucxony. OTek s3bIKa, TOJIOCOBBIX CKJIQJOK WM TOPTaHW MOXKET MPUBECTH K OOCTPYKIIHH
JpIXaTeNnbHbIX myTel. [Ipu mosiBIeHUN TaKuX CUMOTOMOB CIeAyeT HEMEUICHHO HadaTh MPOBOAUTH
COOTBETCTBYIOILYIO TEPAIUIO, HAIIPUMED, BBECTHU MOJK0KHO MHMHE(PUH (aApEeHAINH) B pa3BeIeHUN
1:1000 (0,3 — 0,5 mu1) u/unu 06ecrnednTh NPOXOIUMOCTD BIXaTEIbHBIX MyTEH.

Coobmanoce 0 0ojee BBICOKOM PHCKE DPa3BUTHS AaHTHOHEBPOTHYECKOTO OTEKa Yy ITalMeHTOB
HETrpoOUIHON pachl.

Y MaluCHTOB, B aHAMHE3€ KOTOPBIX OTMCYAJICA aHFI/IOHGBpOTI/ILIGCKI/Iﬁ OTCK, HE CBSI3aHHLBIN C
nprueMoM HHIHOUTOpoB AIID, MOKeT OBITH TIOBBIIIEH PUCK €0 Pa3BUTHS TPU NIPUEME TIPEnapaToB
3TOM rpymnmsl (cM. pazzaen 4.3).

B penkux cinyyasx Ha poHe Tepanuu uHruoutopamu AIl® pasBuBaeTcs aHTHOHEBPOTUUECKUN OTEK
kuieyHuka. [Ipy aTom y nanmeHToB oTMeuanach 00Jb B )KUBOTE KaK M30JUPOBAHHBIM CUMIITOM MM
B COYETAaHWUM C TOUIHOTOM UM PBOTOH, B HEKOTOPHIX CiIy4asx Oe3 MNpealIecTBYIOIIEro
AQHTMOHEBPOTUYECKOIO0 OTeKa JIMa W 1pu HopMaiabHOM YypoBHe Cl-3ctepasbl. JlnarHos
YCTaHaBJIMBAJICS C IMOMOIIbIO KOMIIBIOTEPHOM TOMOrpaduu OpIOIIHOM MONOCTH, yIbTPa3ByKOBOI'O
HCCIIEIOBAaHUSI UM B MOMEHT XUPYPrU4yeckoro BMmemaTesnbcTBa. CHMITOMBI MPOXOAMIIU IOCIE
npekpaiieHus npueMa UHruouTopoB AIID. [TosToMy y manueHToB ¢ 00JbI0 B 00JIACTH JKUBOTA,
noryyaromux HHruoutopsr AIID, mpu nposenennn audepeHnnanbHOM AMarHOCTUKA HEOOX0TUMO
YUUTBIBaTh BO3MOXKHOCTb Pa3BUTUSI aHTHOHEBPOTHUECKOTO OTEKA KUIIIEUHUKA.

CoBMecTHOE IMPUMCHCHUEC NICPUHAOIIPpUIIA C KOM6I/IHI/IpOBaHHI>IMI/I JICKAPpCTBCHHBIMU IIpCriapaTaMu,
COJIepKallMMK BaJIcapTaH + CaKyOUTpMII, MPOTHBONOKA3aHO, TAaK KAaK TOBBIIICH PUCK Pa3BUTHUS
AHTHOHEBpOTHYECKOTOo oTeka (cMm. pasmenst 4.3 u 4.5). IlpumeHeHue KOMOMHUPOBAHHOTO
JICKapCTBEHHOTO Tpernapara, COoAepralllero BajcapTaH + CakyOWTpHJ, BO3MOXHO HE paHee, 4eM
yepe3 36 yacoB Ioclie NOCAeAHEro pruemMa nepuHaonpuia. [Ilpumenenue nepuHaonpusia BO3MOKHO
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Tiperiapara, COACPIKaIero BajicapTaH + cakyouTpui (cM. pasaensl 4.3 u 4.5).

CoBmecTHOE ipuMeHeHne UHrHOuTOpoB AIID ¢ Apyrumu HHrHOUTOpaMH HENPUIM3HHA (HAlIpUMeED,
panekagoTpwioM), uHruoutopamu mTOR  (Hampumep, CHPOIMMYCOM,  3BEPOJIMMYCOM,
TEMCHPOJIMMYCOM) U TTIUNTUHAMH (HATIpUMep, TUHATTIUIITHHOM, CAaKCarTUITUHOM, CUTArJIMITHHOM,
BUJIAATIUIITUHOM ) MOXKET MPUBECTH K MOBBIIIEHHOMY PUCKY Pa3BUTHSI AHTHOHEBPOTHUYECKOTO OTEKa
(HampuMep, OTEeKy JAbIXaTeNbHBIX MyTEH WM sI3bIKA, C HAPYLICHWEM JbIXaHUs WM 0e3 Hero (CcM.
pasznmen 4.5). Cnexyer coOmoaaTh OCTOPOKHOCTh MPH HA3HAYCHHH DPAIeKaI0TpUiia, HHTHOUTOPOB
mTOR (manpumep, cupoinumyca, 3BEpOJIMMYyCa, TEMCHPOJIMMYCa) M TJIMOTHHOB (HAIpHUMep,
JUHATIUNTHHA, CAKCATJUITHHA, CUTATIUIITUHA, BUIJATJIMITHHA) Y TAMEHTOB, YK€ IPUHUMAIOIIUX
unrudurop Alld.

Anaghunaxkmouonvie peaxyuu npu npogedeHuU 0eceHCudUIU3aAYUY

Nmerorcss  oThenbHBIE  COOOIMIEHHS O  Pa3BUTHH  JUIMTEIBHBIX,  YTPOXKAIOMIMX  JKU3HH
aHaQWIAKTOUHBIX PEAKIMKA Yy TMalMeHTOB, TMoJydaroumx HWHruouTopel AIlD Bo Bpems
JNECCHCHOMIM3UPYIONICH Tepanmuu SA0M IEePErOHYATOKPBUTBIX HACEKOMBIX (TUeNBI, OCHI).
Nurn6utoper AII® HE0OXO0MMMO MPUMEHSTH C OCTOPOKHOCTBHIO Y CKJIOHHBIX K aJlJIEPTUYECKHM
peakuusM TAalHMeHTOB, MPOXOANINX MpOIenypbl neceHcuOwnm3anuu. Cremyer u3berarhb
npuMeHeHuss  uHruomtopa All®  mamueHTaMm, MOAyYalOIIMM  HUMMYHOTEPANHUIO  S0M
MEPETOHYATOKPBIIBIX HACEKOMBIX. TeM He MeHee, y NAaIlMeHTOB, KOTOPHIM HEOOXOIUMO Kak
npuMeHeHne uHruOuTopoB AIlD, Tak W TpoBeIEHHE TPOIEAYPHl JIECECHCHOMIN3AINH,
aHa(UIAKTOMAHON peakiMu MOXHO H30eXaTb IMyTeM BPEMEHHOH oTMeHbl MHruoutopa AIID He
MEHee, 4eM 3a 24 yaca 0 Havasia MpoUeIyphbl.

Anagpunraxmouonsie peakyuu npu nposedenuu agepesa JIIHIT

B penaxux cinydasx y ManmMeHToOB, Hojydaroniux WHruowtopel AIID, nmpu mpoBeaeHuun adepesa
JIIHIT ¢ wucnonbp3oBaHWEM JEKCTpaHa cyiabpaTa pa3BUBAIMCH  YTPOXKAIOIIUE OKU3HU
aHadumakTouaHbIe peakuuu. /it mpeaoTBpalieHns aHa(QuIaKTONIHOW PEaKIuH CIIeTyeT BPEMEHHO
npekpamath Tepanuto uHruoutTopom AIID nepen kaxmoit mpouenypoit agepesa.

Tayuenmul, Haxooswuecs na cemoouanuse

VY nanueHToB, mojyyaromux MHruoutopsl AII®, npu npoBeneHUH remoauanusa ¢ NpUMEHEHHEM
BBICOKOIPOTOYHBIX MeMOpaH (Hampumep, AN69®) GbuIM oTMedeHbl aHA(QUIAKTOMIHBIE PEAKIIHH.
[TosToMy ’kenarenbHO NPUMEHATH MeMOpaHy JAPYroro THMA WIM MPUMEHATh TUIOTEH3UBHOE
CPEICTBO Ipyroi (hapmMakoTepaneBTUUECKON IPYIIbI.

Ilepsuunviii cunepanrboocmeporHusm

[TanpeHTHI € NEPBUYHBIM THUIEPATBAOCTEPOHU3MOM, KakK IPAaBWIO, HE BOCIHPUMMYMBBEI K
aHTUTMIIEPTEH3UBHBIM TIpenapaTtaM, JAEHCTBHE KOTOPbIX OCHOBaHO Ha uHruouposanuu PAAC.
[TosTOMy MpuMEHEHHe Npenapara y TakKUxX HalUEHTOB HE PEKOMEHYETCS.

Kaweno

Ha ¢oune tepanum muruOutopom AII® MoxeT oTMeyaTbCsl CyXOHl yHOpHBIM Kalleilb, KOTOPBIH
ucye3aeT nocjae OTMEeHsI npemnapara. [Ipu nosBieHUH y manyeHTa Cyxoro Kauuisd clieyeT OMHHUTh
0 BO3MOYKHOM SITPOT€HHOM XapakTepe 3Toro cumnroma. Eciu nevamuii Bpad CUUTAET, 4TO TEpanus
uHruouropom AII® HeoOXxoaMMa NalMEHTY, BO3MOXKHO NMPOJODKEHUE ITpHeMa IpenapaTa.

Puck apmepuanvhoil eunomenzuu u/unu noYeyHoU HedOCMAamoyHoCcmu (y nayueHmos ¢ cepoeuHoll
HeooCmamouHOCMbio, HapyuleHuem 800HO-31eKMpPOIUMHO20 baranca u m.o.)

[Ipu HEKOTOPBIX MATOJIOTMYECKUX COCTOSTHUSX MOXKET OTMEUAThCs 3HaunTeIbHas aktuBaius PAAC,
0COOCHHO MPU BBIPAKEHHOM TMIIOBOJIEMUHN M CHIDKEHUHU COJICPIKAHUS JICKTPOIMTOB B M1a3Me KPOBU
(Ha QoHe OecconeBoi AUETHl WIM JIIUTEIBHOTO MpHUeMa JUYPETHKOB), y MAMEHTOB C HCXOAHO
HU3KUM AJ[, CTEHO30M IOYEYHOM apTepuu, 3aCTOMHOM CEpACUYHOM HEAOCTATOYHOCTHIO WU
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[Ipumenenne narn6utopa AIID BebIBacT Og0kany PAAC u mMO3TOMY MOMXET COMPOBOXKIATHCS
pe3kuM cHIkeHueM AJ] W/unM TOBBIIICHHEM KOHIIGHTPALMU KpeaTWHHWHA B IUIa3Me KpOBH,
CBUJETENHCTBYIOMIUM O Pa3BUTUU (DYHKIMOHAIBHON MOYEYHON HEAOCTATOYHOCTU. DTU SBIICHUS
yame HaOJII0Aal0TCs MPH IMpUeMe MEpBOi 03Bl Mpenapara Wik B TEUEHUE IMEPBHIX JBYX HEIENb
Tepanuu. B penkux ciyyasx 3TH COCTOSHUS Pa3BUBAIOTCSI OCTPO U B IPYTUE CPOKH Tepanuu. B Takux
cllydasix Ipyu BO30OHOBIICHUH TEPANUU PEKOMEHAYETCs MPUMEHATH Ipenapar B 6osiee HU3KOH 103¢
U 3aT€M MOCTENEHHO yBEINYUBATH 103Y.

Tooxcunoii eo3pacm

[lepen Hayanom mpreMa nepuHAOCNPHUIIa HEOOXOIUMO OLIEHUTh (QYHKIIMOHABHYIO aKTUBHOCTH IOYEK
U cojepKaHue Kajus B IJ1a3Me KpoBH. B Hauane Tepanmuu 103y npenapara moaduparoT, yUuThIBas
cTenieHb cHUKeHHUS AJl, ocoOeHHO B ciydyae 00e3BOXKHUBAHUS U MOTEpU AeKTponuToB. [logoOHbIe
MEpBbI MO3BOJISAIOT U30eXKaTh pe3Koro cHkeHus A/l

Amepocknepos

Puck aprepuanbHON TMIIOTEH3UHU CYIIECTBYET Yy BCEX IMAIMEHTOB, OHAKO OCOOYIO OCTOPOKHOCTH
clenyeT coOioaTh, MPUMEHsA MpenapaT y MalUeHTOB C HUIIEeMHYEcKOl OoNe3Hblo cepiaua u
HEIOCTaTOYHOCTHIO MO3TOBOT0 KPOBOOOPAIIEHUS. Y TaKUX NAIIMEHTOB JICYCHUE CIIelyeT HAYMHATH C
HU3KHUX 7103 Mpernapara.

Cepc)elmaﬂ Hec)ocmamouHocmb, masatceias cepdelmaﬂ He0oCmamo4HoCmb

VY mamueHToB ¢ TOKENIOW cepaedHoi HemoctarodHocThio (IV  dyHKIMOHAMBHOTO Kiacca IO
knaccupukanuu NYHA) nedeHwe MOMKHO HAYMHATBCS C HU3KOW 03Bl Tpermapata H IOJ
TIIATEIHPHBIM Bpaue€OHBIM KOHTPOJIEM.

[ManmeHTsl C apTepuaIbHOW THUIEPTCH3UEH C WIIEMHYECKON OOJIE3HBIO cepAla HE JOJDKHBI
MpeKpamaTh npueM 6era-aapeHo0I0KkaTopoB: HHIHOUTOPEl AIID HOTKHBI MPUMEHSTHCS BMECTE C
6era-aIpeH00I0KaTOPaMH.

Iayuenmsi ¢ caxapuvim ouabemom

Yy ManuCeHTOB C HMHCYJIIMHO3aBUCHUMBIM CaXapHbIM ,Z[I/Ia6CTOM (OHaCHOCTB CIIOHTAaHHOTI'O YBCJIIMYUCHUS
COACPpIKaHUA KaJ'II/ISI) JICHCHUC MOOJDKHO HA4YWHATbBCAd € MHHHUMAJIBHBIX 03 W MPOXOJUTH IIOQ
ITIOCTOAHHBIM Bpa‘le6HLIM KOHTPOJICM.

HGO6XOZ[I/IMO THIIATCIIBHO KOHTPOJIUPOBATH YPOBCHD INTMKEMHU Y TAIUCHTOB C CaXapHbBIM I[I/Ia6eTOM,
paHee MOJydYaBIIUX TMEPOPATbHBIC CaXapOCHIDKAIOIINE Mpenaparbl WM HHCYJIWH, 2 MUMEHHO B
TE€YEHHUE TIePBOro Mecsia tepanuu nHruouropom AIID (cMm. pasnen 4.5).

Omuuueckue pasiudus

[lepunnonpun, kak u Jjpyrue uHruOutopel AlID, oka3piBaeT $SBHO MEHEE BBIPAKEHHOE
AHTUTUIIEPTEH3UBHOE JACMCTBHE y MALIMEHTOB HETPOUIAHOM PAChl 110 CPABHEHUIO C IPECTABUTEIIMU
Ipyrux pac. Bo3MokHO, 3TO pasznuuue OOYCJIOBICHO TEM, YTO y MAaIMEHTOB C apTepHaIbHOM
TUIEPTEH3UEN HETPOUIHON pachl Yallle OTMEYAETCsl HU3Kasi aKTUBHOCTh PEHMHA.

Xupypeuttecxoe emeutameslbCmeo, dHecmes3us

[Tpumenenune uHruOuTOpoB AII® MOXET MPUBECTH K apTepUabHOW THIOTEH3HH, OCOOCHHO IpHU
COBMECTHOM NIPUMEHEHUH CPEJICTB JIsl aHECTE3UH, 00I1aAI0IINX AHTUTUTIEPTEH3UBHBIM AEHCTBUEM.

[TosToMy pekoMeHIyeTcsi IO BO3MOKHOCTH HPEKpaTUTh nmpueM MHruouropo AIID minTtenbsHOro
NEeNCTBUS, TAKMX KaK MEPUHIONPUII, 38 CYTKU A0 XUPYPrUue€CKOro BMENIaTeIbCTBA.
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Kapouomuonamiuisi

WNuruburopsr AII® 10MKHBI C OCTOPOKHOCTBIO HA3HAYAThCS TNAlMEHTaM C OOCTpYyKIHMen
BBIHOCAILETO TPAKTa JIEBOTO KEIIyA0YKa.

Tleuenounas nedocmamourHocms

B peaxux cnydasx Ha ¢ponHe npuema uarnoutopo AIID Bo3HMKaeT XonecTaTuaeckas xenryxa. [Ipu
MPOTPECCUPOBAHUM 3TOTO CHHIPOMA BO3MOXKHO pa3BUTHE (PYyIbMHUHAHTHOTO HEKpO3a IEUCHH,
HMHOTJa C JIETAJIBHBIM HCXOJ0M. MexaHu3M pPa3BUTHUS 3TOr0 cCUHApoMma HesdceH. Ilpu mosBiaeHun
KENTyXd WIN MPU 3HAYUTEITHHOM TIOBBIIIEHUH AKTUBHOCTH IEYEHOUYHBIX (EPMEHTOB Ha (OHE
npuema nHruouTopoB AIID namuenTy ciaeayer npekpatuth npueM uHruouropa AIID u HaxoaUTHCS
I0JT COOTBETCTBYIOLINM CUTYAIlMH HAOII0eHHEM Bpaya (cM. pasnen 4.8).

T'unepranuemus

l'unepkanuemMuss MOXKET Pa3BHBAThCSA BO BpeMs JiedeHus uHruouropamu AlID, B ToM uymcie, u
nepungonpuiaoMm. HMarubutopsr AII® MOTyT BBI3BIBATH THUINEPKATUEMHUIO, TTOCKOJIBKY OHH
UHTUOMPYIOT BBICBOOOXK/ICHHE AIbJOCTEPOHA. Y MAIlMEHTOB ¢ HOPMaJbHOM (DyHKIMEH MmoYeK 3TOT
3¢dexT o00bYHO He3HauuTeneH. dakropaMu pHCKA THIEPKAIMEMHUM SBISIOTCS IOYEYHas
HEJIOCTaTOYHOCTh, yXyHIIEHWE (QYHKUMHU IOYeK, Bo3pacT crapiie 70 neT, caxapHbli auader,
HEKOTOpBIE COITyTCTBYIOIME COCTOSHUS, B YACTHOCTH, AETHUApATAalMsi, OCTpas IEKOMIICHCALHS
CepAeYHOMN IeATEIIbHOCTH, METa0OIMUECKUI alli/103, COBMECTHOE IPUMEHEHHUE KaJhiicOeperaronmx
JMYPETUKOB (TaKUX KaK CIIHPOHOJIAKTOH, SIUIEPEHOH, TPHAMTEPEH, aMUIOPH]T), a TAKXKe IpenapaToB
KA WU KaIMWCOAEPXKAIIMX 3aMEHUTEIEH IMINEBOM COJM, a TaKKe IPUMEHEHHE IPYTux
IIPEnaparoB, CIOCOOCTBYIOIIUX IOBBIIIEHUIO COAEPKAHUS Kalus B IJIa3Me KpOBU (HampuMmep,
relapuHbl, KO-TPUMOKCA30J1, TaKKe M3BECTHBII KaK KOMOUHAIHS
cyab(pamerokca3on + TpuMeTonpuM, Apyrue HHruoutopsl AlID, aHTaroHUCTsHl peLENTOPOB
auruorensuHa II, amermncanuumnoBas kucinota (3r/cyTkn u  Oornee), HMHTHOUTOPHI
uukiookeurenaspl-2  (LIOI'-2) u necenextuBHblie HIIBII, uMmMmyHozaenpeccaHTbl, TakHe Kak
LIUKJIOCIOPHH WX TaKPOJIUMYC) U OCOOEHHO aHTarOHUCTHI albaocTepoHa uiu APA 1.

[IpumeneHne mpemapaToB  Kalus, KaJIMHCOEperalommx IHUYPETHKOB, KAIMHCOISPKAIIIX
3aMEHUTEJIECH MUIIEBOW COJIM MOXKET IPUBECTH K 3HAUUTEIIBHOMY ITOBBIILIEHUIO COJEP/KAHUS KaJIMsl B
KpOBH, OCOOEHHO Yy MAIlMEHTOB CO CHIKEHHOM (yHKIMEN nodek. [ unepkaineMus MOXeT IPUBECTH
K Cepbe3HbIM, HMHOIJIa (aTaJbHBIM HapylleHUsM cepaeyHoro purMma. KanuiicOeperarommue
muypetuku U APA Il cnegyer mpuMEHSTH C OCTOPOKHOCTBIO Yy MAIlMEHTOB, MPUHUMAIOLINX
uHruouropsl AII®, npu 3ToM cieayeT KOHTPOJIUPOBATh YPOBEHb Kalus B CHIBOPOTKE KPOBHU U
(YHKIHIO TTOYEK.

Ecnu HeoOXonMMoO COBMECTHOE NMPUMEHEHHE YKa3aHHBIX BHINIEC MPENaparoB, JICYCHHE IOJIKHO
IIPOBOAUTHCS C OCTOPOKHOCTHIO Ha JOHE PETYIISIPHOTO KOHTPOJIS COAEPKaHUS KOHIIEHTPALlMU HOHOB
KaJiusi B CBIBOPOTKE KPOBH (CM. pazzen 4.5).

BcrnomorarensHble BENIECTBA

[Ipenapat Honmunpen A ®@opre coaepkut 1akTo3y. JlaHHBIN JeKapCTBEHHBIN MpenapaT HE CIe1yeT
IIPUHUMATH MALMEHTaM C PEJIKO BCTPEUYAOIIECHCS HACIEACTBEHHON HENIEPEHOCUMOCTBIO rajJaKkTO3bl,
JaKTa3HON HEJJOCTATOYHOCTBIO WIIM TIIFOKO30-TaJIaKTO3HOHM MagbabcopOuueii.

[Ipenapatr Homunpen A ®opre comepxut HaTpuil. JlaHHBINA JIEKAPCTBEHHBIN MpenapaTr COACPKUT
MeHee, yeM | MMoub HaTpus (23 Mr) B TabNeTKe, TO €CTh, IO CYTH «HE COJACPKUT HATPUS.
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150 BripMpAdlickBue ¢ apyrumMm  JexapcTBeHHBIMH hpemapata | w  Sipyrie” Biie

NMPUKASOM
NMOCNEJOBA

B3aMMOJACUCTBUSA

OGH_IGG JUIA MHAAIMaMMa U IICPUHAOIIPHUIA

Cosmecmuoe npumeHerue He pekomem)yemm

Ilpenapamol 1umus

[Ipy coBMECTHOM NPUMEHEHUH IpenaparoB JUTUS W WHruouTopoB AIID coobmanocs 00
06paTI/IMOM MOBBIIICHUU COJACPKAHUA JIMTUA B IIJIA3MC KPOBU U CBA3AHHBIX C 3TUM TOKCHYCCKUX
s dekrax. CoBMeCTHOE PUMEHEHNE KOMOWHAIINY TICPUHIONIPIIIA ¥ MHAAIAMUA ¢ TIperapaTaMu
auTHsS He pekoMeHayercs. [Ipy HeoOXOoaMMOCTH MPOBENEHUSI TAKOH TEpanuu CIeAyeT PErylspHO
KOHTPOJIMPOBATH COJICPKAHUE JINTHS B TTa3Me KpOBH (cM. paznen 4.4).

Cosmecmuoe npumenenue mpedyem oco60ti 0CMopOICHOCMU

baxnogen

VYcunenne aHTUTHIIEPTEH3UBHOTO JeiicTBus. CrieayeT KoHTponupoBath A/l 1, mpyu HEOOXOIUMOCTH,
KOPPEKTHPOBATh O3Bl aHTUTHIIEPTCH3UBHBIX IIPENIApaTOB.

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

[Ipu coBmectHOM npumeHeHnr HHTHOUTOpOoB AII® u HIIBII (aneTmicanununoBas KHCIoTa B 03¢,
OKa3bIBAIOIICH MPOTUBOBOCIAUTEILHOE JIEHCTBUE, MHTHOUTOPHI IMKIooKcureHasbl-2 (LJOI'-2) u
HecenektuBHbie HIIBIT) moxer HaOmomaThess ociabieHUE aHTUTHIIEPTEH3UMBHOTO JddeKkTa.
CosmectHoe mpuMeHeHre nHruouTopoB AII® u HIIBII MoxeT mpuBOIUTH K YBEITHMUEHHUIO PUCKA
yXyAmeHuss (QyHKUMU T[OYeK, BKJIOYas pa3BUTHE OCTPOW IOYEYHOW HEIOCTaTOYHOCTH, H
YBEIUYEHUIO COJICPKAHUS KaJIUs B CBIBOPOTKE KPOBU, OCOOCHHO Y MAIIMEHTOB C HCXOTHO CHM)KEHHOU
¢dbynkuueit noyek. CiaeayeT co001aTh OCTOPOKHOCTH IPU MPUMEHEHUH KOMOWHAIIUY Tpernapara u
HIIBII, 0co6eHHO y MOXHIIBIX MAMeHTOB. [lanMeHTsl TOMKHBI OIyYaTh aJIeKBaTHOE KOJUYECTBO
KHUJKOCTH, PEKOMEHIAYETCSI KOHTPOIUPOBaTh (PYHKIIMIO MOYEK KaK B Hauaje COBMECTHOM Tepamui,
TaK U NEPUOANUYECKU B IIPOLIECCE JICUEHMUS.

Cosmecmnoe npumeHerue mpe6yem BHUMAHUA

TpuuumuquKue aHmudenpeccaHmbl, arnmuncuxomudeckKue CD@OCI’I’Z(?G (Heﬁpwzenmuku)

[IpemapaTel ATHX KIJIACCOB YCWJIMBAIOT AHTUTHUIEPTEH3WBHBIA 3(P(EKT W yBEIWYMBAIOT PUCK
OpPTOCTATUYECKOW TMIMOTEH3UH (aITUTUBHBIN 3P heKT).

Muapanamuyg

Cosmecmuoe npumenenue mpedyem oco60ti 0CmMopoICHOCHU

Ipenapameot, CNOCOOHbLE BbI3bIEAMDb nwzwuopdmwo OfCQJZV()OllKOGVlO maxukap()uio muna «nupysmy

N3-3a pUCKa Ppa3BUTHUA THUIIOKAJIWCEMHUU CJICAYCT CO6J'IIO,Z[8.TB OCTOPOKHOCTh IIPpU COBMCECTHOM
Ha3HA4YCHHUU MHAAaaMuia C mnperaparamMu, CITOCOOHBIMU BBI3BIBATH HOJ'IPIMOp(l)H}’IO JKCITYJOUYKOBYIO
TaXUKAPAUIO TUIIA «IIAPYIT», BKIIHOYAA, HO HC OIrPaHUYIUNBAsICh!:

aHTHApUTMHUYECKHE JIEKapCTBEHHbIE Tpenaparthl [A kinacca (Harpumep, XUHUIMH,

TUIPOXUHUANH, AU30TIHPAMUTI;

aHTHAPUTMHUYECKUE JIeKapcTBeHHbIE Tpenapartsl 111 kimacca (Hampumep, aMHOapOH, COTAJION,

noherunua, HOyTHINI, OpeTUIIHiA);

HEKOTOPBIE HEUPOJICIITUKHU:

o (eHoTHA3UHBI (HampuMep, XJIOPIPOMA3HH, IUAMEMa3uH, JIEBOMENPOMa3uH, THUOPUIA3UH,
TpugIyonepasuH),

o OeHzamMubl (HAIpUMED, AMHUCYJIIBIIPU, CYIBITUPHI, CYJIBTONIPHU, THATIPUL),

o OyrtupodeHoHbI (HanpuMmep, IPONePUa0I, TaJONEPUI0N),
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(MOCNEODBATENBHOCT

N e e L b
Il Pl |
1] 1

o UUsL)

e Jpyrue BellecTBa (HarpuMep, Oenpuani, u3anpui, AudeMatus, SpUTPOMULIMH TIPU
BHYTPHUBEHHOM BBEACHUH, TANO(PAHTPUH, MH30JIaCTHH, MOKCH()IOKCAIINH, IEHTaMH/IVH,
cniap¢IIOKCaliH, BUHKaMHH IIPU BHYTPUBEHHOM BBEJICHUU, METAJ0H, aCTEMU30J1, Tep(heHa nH).

Crnenyer mpoBOAWTH NPOPHIAKTUKY THIIOKAIMEMUU M, TIPU HEOOXOJUMOCTH, €€ KOPPEKLHUIO;
KOHTpoiHupoBaTh uHTepBai QT.

Ipenapameot, CNocoOHbLE BbI3LIEANNb CUNOKAAUSMUIO

Awmoporepuniun B (B/B), IIIOKO- U MHHEPaJIOKOPTUKOCTEPOUAB! (P CUCTEMHOM HIPUMEHEHHN),
TETPaKO3aKTHJ, CIAOUTEIbHBIC CPEJCTBA, CTUMYJIMPYIOLIME MOTOPHKY KHUIIEYHHMKA: YBEIUUYCHHE
pHUCKa pa3BUTHUS TUNOKATHMEMUN (aATUTUBHBIN 3 dexT). Heo0XoauM KOHTPOIIb coepKaHus Kaaus
B IIa3M€ KpPOBH, NPU HEOOXOAMMOCTH — ero koppekuus. Oco0oe BHUMaHHUE CIEAyeT YJIeNATh
NanueHTaM, OJHOBPEMEHHO MOJyYarollMM cepaeuyHble TIauko3uabl. Crexyer NpUMEHSTH
cilabuTeNbHbIE CPECTBA, HE CTUMYIMPYIOLINE MOTOPUKY KHIIEYHUKA.

Cepoeunvle 2auko3uobl

l'unokanuemMuss W/uiu TUNOMAarHUEMUs MPEAPACIoNiaraloT K Pa3BUTHUIO TOKCHMYECKOTO JEWCTBUA
CCPACUYHBIX TJIMKO3UI0B. PGKOMGHI[yeTCSI KOHTPOJIUPOBATL COACPIKAHUC KaJId U MAarHus B IJIa3ME
kpoBu u nokazatenu DKI™ u, mpu He0OXOAMMOCTH, KOPPEKTUPOBATH TEPATTHIO.

Annonypunon

HpI/I COBMCCTHOM IPHUMCHCHHMU C HWHAAIIAMHUIOM BO3MOXXHO IIOBBIHNICHUE YaCTOThI peaKHI/Iﬁ
TUIICPYYBCTBUTCIILHOCTH.

Cosmecmuoe npumeHerue mpe6yem GHUMAHUA

Kanuticbepezarowue ouypemuku (amuiopuo, CRUpOHOJIAKMOH, Mpuammeper)

Takoe coueTanne OOOCHOBAaHO Yy HEKOTOPBIX MNanUeHTOB. [Ipm STOM MOXKeT HaOIMoAaThCs
THIIOKAJIMCMUS UJIU THIICPKAITUCMHA A (B YaCTHOCTH, Y MAITUCHTOB C OYEYHOU HEAOCTAaTOYHOCTBHIO UIIU
caxapHbiM auaberom). Eciau HeoOXoaumMo COBMECTHOE NMpPUMEHEHHE WHAANaMHa M yKa3aHHBIX
BBIIIIE KaJHiicOeperaonux JUypeTuKOB, CIEAYET MPOBOAUTH KOHTPOJIb COIEPKAHM KaIUs B IUIa3Me
kpoBu u napamerpoB DKI'. [Ipu HEOOX0IUMOCTH cXeMa JIeUeHUSI MOKET OBITh IEPECMOTPEHA.

Mem@opmun

@OyHKIMOHANBHAS TOYEYHasi HEJTOCTATOYHOCTh, KOTOpas MOXKET BO3HUKAaTh Ha (oHEe mpuema
JIMYPETUKOB, 0OCOOEHHO «IIETIEBBIX», IPU COBMECTHOM NMPUMEHEHUHN MET(hOPMUHA MOBBIAET PUCK
Pa3BUTUS MOJIOYHOKHCIIOTO anuno3a. He ciemyer mpuMeHSATh MET(GOPMHUH, €CIIM KOHIICHTPAIHS
KpeaTuHHUHa B IU1a3Me KpoBU mpeBbmaer 15 mr/m (135 mxMmonw/m) y MyxkuuH u 12 mr/n
(110 MKMOIB/1T) y )KCHIIHH.

Hoacodepofcamue KOHmMpAacniHvle seuiecmea

O06e3BOXKMBaHME OpraHu3Ma Ha (oOHE MpHeMa AUYPETUYECKUX TMpernapaTtoB YBEIHUMBAET PHUCK
pa3BUTUS OCTPOM TIOYEYHOW HEIOCTATOYHOCTH, OCOOCHHO TpPU TPUMEHEHUU BBICOKUX 03
HoAcoepKallluX KOHTPACTHBIX BemlecTB. Ilepen mpumeHeHumeM HoacoAepk aluxX KOHTPACTHBIX
BEIIECTB MAIIMEHTaM HEOOXOAMMO KOMIEHCUPOBAThH MOTEPIO KUIKOCTH.

Kanoyuii (conu)

HpI/I COBMCCTHOM IMMPUMCHCHHWU BO3MOXHO Pa3BUTUC TUIICPKAJIBLIUCMUU BCICACTBUC CHUIKCHUSA
OKCKPEIUH MOHOB KaJIbIIUA ITOYKaAMH.

Luxnocnopun, maxkpoaumyc

Bo3MO0kHO ITOBEIIIEHHE KOHICHTPAIMKU Kp€aTUHUHA B IJIa3ME KPOBU 0e3 U3MEeHEeHNs KOHICHTpPAaIuu
IMUKJIOCIIOpHHA B IJIa3MC KPOBH, AaKC ITPHU HOPMAJIbHOM COACPIKAHUW BOJAbI U HOHOB HATPUA.
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MOCIEOB;

YMEHbBIIICHHE aHTUTUNIEPTEH3UBHOTO A dekra (3amepkka comu M BOABl Ha (POHE NMPUMEHECHHS
KOPTHUKOCTEPOUIOB).

[lepunaonpu

JlaHHBIE KIMHUYECKHX HCCIIENIOBAHUI TOKA3bIBAIOT, 4TO JABOWHas Onokama PAAC B pesynbrare
COoBMeCTHOTO npuMeHeHusI UHruonTopoB AIID, APA Il ninu anuckupeHa MpUBOJNUT K YBEIUUEHUIO
YacTOThl BO3HUKHOBEHMSI TAaKUX HEXKENATEIbHBIX SBJICHHM Kak apTepualibHas THUIOTEH3US,
TUIEepKATUEMUs U CHIDKEHUE (DYHKIMU MOoYeK (BKIIIOYask OCTPYIO MOYEYHYIO HEAOCTATOYHOCTH), O
CPaBHEHUIO C CUTyalUsIMU, KOTJIa IPUMEHSIETCS TOJIBKO OJIMH Ipenapar, Bo3aecTByromuii Ha PAAC
(cm. paznenbr 4.3,4.4 u 5.1).

Jlexapcmeennvle npenapamol, nogvliuaowue PUCK paseumus _aHcUOHEEPOMU4YecKo20 omeKd
CoBmecTHOe mpuMeHeHHe HWHTHOUTOpOB AII® ¢ komOuHamme#d BajcapTaH + CaKyOUTpHII
MPOTUBOTIOKA3aH, TaK KaK 9TO YBEIMYMBAECT PHUCK PA3BUTHUS AHTHOHEBPOTHYECKOTO OTEKa (CM.
pasnensl 4.3 u 4.4). [Ipumenenne KOMOWHAIIUK BaJICapTaH + CaKyOHUTPHII BO3MOKHO HE paHee, uyeM
gyepe3 36 4acoB Mocie MPUMEHEHUs TOCIeAHEH 036l 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 mnpumeHeHue uWHrHOUTOpoB AllD ¢ panekagorpunom, wuarHOUTOpamMu mMTOR
(HampuMmep, CHUPOIMMYCOM, D3BEPOJIMMYCOM, TEMCHUPOJIMMYCOM) M IJIMIITHHAMU (Hampumep,
JUHATIUNTHH, CAKCATJIUITHH, CUTATJIMIITAH, BUJIJATJIUITHH) MOYKET MPUBECTH K MOBBILICHUIO pUCKa
AHTHMOHEBPOTUYECKOTO OTeKa (cM. pazzaen 4.4).

Jlexapcmeennvie npenapamaol, 8bi3bl8AIOUUE SUNECDKATUCMUIO

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

Hexortopsle nexkapcTBeHHBIE IpenapaTrsl WM KJIACChl MPENapaToB MOTYT YBEJIMYMBATH 4aCTOTY
pa3BUTHS TUNEPKAIUEMHM: aJTUCKUPEH, COJIM Kalus, KanuicOeperaromme AUYpPETUKH (HapuMep,
CIIUPOHOJIAKTOH, TpUaMTepeH wuiu amuiopuna), uaruoutopel AIID, APA II, HIIBII, remapunsi,
MMMYHOJIEIPECCAHTHI (TaKhe KaK [IUKIOCIIOPUH UM TAaKPOJIUMYC), TPUMETOIIPUM U KO-TPUMOKCA301
(cynbdameTokcaszon + TPUMETONPUM ), ITOCKOJIBKY TPUMETOIPUM, KaK U3BECTHO, JIEHCTBYET MOAOOHO
KanuicOeperamlieMy TuypeTHKy, kak u amuwiopus. KomOuHaus aTux geKkapcTBEHHbIX IPENapaToB
YBEJIMUMBAET PUCK Pa3BUTHsS runepkanuemuu. [loatomy coBmectHoe npumeHeHne Hommmpen A
@dopre ¢ BBILIEHEPEYUCICHHBIMA IIperapaTaMyd HE peKOMeHayeTcs. Eciau moka3aHo COBMECTHOE
IIPUMEHEHHE, UX CIEAYEeT INPUMEHATh C OCTOPOXKHOCTBIO U C YacCThIM KOHTPOJIEM YPOBHS Kajus B
CBIBOPOTKE KPOBH.

Cosmecmuoe npumenenue npomueonoxkazamo (cm. pazoen 4.3)

AJZHCKMDQH U jleKdpCmeeHHble npenapanivl, codepofcamue AJUCKUpeHr

CoBmecTHOE npuMeHeHHe MHruoutopo AIID c yekapcTBEeHHBIMU NpenapaTaMu, COAEp KaLMMU
IMCKUPEH, IPOTHBOIIOKA3aHO y MAIMEHTOB C CaXapHbBIM T1A0ETOM H/HUITH YMEPEHHBIM WIIH TSKEITBIM
HapymenueM GpyHkuuu noyek (CK® <60 mn/mun/1,73 M? niomaau NoBepXHOCTH Tena) (CM. pasaen
4.3). BospactaeT puCK pa3BUTUS TUNEPKATUEMHM, YXYALIEHUS QYHKIUH TO0YEK, CEpAEUHO-
COCYIHMCTOH 320071€Ba€MOCTH U CMEPTHOCTH.

Cosmecmuas mepanus ¢ uH2u6umopaJvzu AIID u anmazonucmamu peyuenniopoe dHeuOmeH3uHa

[IpotuBonoka3zano npumeHeHHne HHruOUTOpoB AIID B coueranun ¢ APA Il y mamueHTtoB ¢
nuaberndeckoil Heporatuel (cm. pazaen 4.3).
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

" DKE MR fbHas mepanust

DKCTpaKOPIOpaIbHbIE METONbI JICYCHUS, TPUBOIAIIAE K KOHTAKTY KPOBH C OTPHUIATEIHHO
3apsKCHHBIMHU TTOBCPXHOCTAMHU, TAKHEC KaAK AHAIIN3 WA FCMO(I)I/IJIBTpaI_II/IH C HCIIOJIB30BAHHUEM
HEKOTOPBIX BEICOKOIIPOTOYHBIX MeMOpaH (Harmpumep, MOJUaKpUIOHUTPUIIOBRIX ), Wik adepes JITTHIT
C HCIIOJIb30BaHUEM JIeKCTpaHa Cyjb(ara, IPOTUBOMOKA3aHbl M3-3a YBEIMUYCHHS PUCKA Pa3BUTHUS
TSOKENBIX aHawiakTonmHbiX peakmui  (cM. pasgen 4.3). Ecnm  manumeHty HeoOxoauma
IKCTpaKOpIIOpaIbHasl Teparmusi, CIeIyeT PACCMOTPETh BO3MOKHOCTh MCIIOJIb30BAHUS APYTOTO THIIA
IMaTN3HOW MeMOpPaHbI WIIH JPYroro Kiacca aHTHTHUIIEPTEH3UBHBIX TPENapaToB.

Cosmecmnoe NpUMeHerUue He peKOMeHOyemc;z

Anuckupen u nexapcmeenuvie npenapamal, codepafcamue AJUCKUpPEH

Y mamueHToB, HE UMEIOIIMX caxapHoro naua0era WIM HapylleHHs (QYHKUUU IOYEeK
(CK® <60 ma/mun/1,73 M> momaaM  MOBEPXHOCTH  Teda), TOBBIIIEH PHCK  Pa3BHTHS
THNEPKAIMEMHUH, YXYIIICHUS (YHKIMM TOYEK M MOBBIIICHUS YaCTOTHI CEPIEHYHO-COCYAUCTOU
3a00J1€Ba€MOCTH ¥ CMEPTHOCTH (CM. pazzen 4.4).

Couemanue mepanuu ¢ unzcubumopamu AII® u APA Il

[To uMmeromuMcst TUTEpaTypHbIM JaHHBIM, y MAUEHTOB C YCTAaHOBJIEHHOW aT€pOCKIEPOTUYECKOM
00JIe3HBIO, CEePICYHONM HENOCTATOYHOCTHIO WM CaXapHbIM JHA0ETOM C TMOPAKEHUEM OpPTaHOB-
MHUIIIEHEH OJIHOBpeMEeHHOe NMpuMeHeHne WHruOuTopoB AIID u APA Il mpuBOAWUT K yBEITHYCHHUIO
YaCTOTHI PA3BUTHUS aPTEPUATBHON THUIIOTCH3UU, 0OMOPOKA, TUTIEPKAIIMEMUHN U YXYIIICHHS ()YHKIIHH
MouYeK (BKJIIOYas OCTPYIO MOYEYHYIO HEJOCTaTOYHOCTH), MO CPABHEHHUIO C CUTYyallUSIMH, KOI/a
MIPUMEHSIETCS TOJBKO OJMH Tpernapar, Bo3aeicTBytommii Ha PAAC. [IpumeHeHne 1BOMHOMN 010KaIbI
PAAC (mampumep, B citydae 0JTHOBpEMEHHOTO NTpuMeHeHnss nHruouTopoB AIID u APA II) nomxHO
OBITh OTPAHMUYEHO €IMHUYHBIMU CIYYassMH CO CTPOTHM KOHTPOJeM (YHKIUH TOYEK, COJEpKaHUS
Kauus B Tuiazme kKpoBu U AJl (cMm. paznen 4.4).

dempamycmun

CoBMecTHOE TIPUMEHEHNE MOKET NMPUBECTH K MOBBIIICHUIO PUCKA Pa3BUTHS MOOOYHBIX YPPEKTOB,
TaKUX KaK aHTMOHEBPOTHYECKH oTek (oTek KBuHKe).

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

I'unepkanuemus (C BO3SMOXKHBIM JIETaIbHBIM UCXOA0M), OCOOEHHO MPU HapyIIeHUH (PyHKIMH [TOYeK
(ammuTuBHBIE 2P PEKTHI, CBA3aHHBIC C TUTICPKATHEMUEH ).

CoueraHue TMEpPUHAONpPHIA C  BHIIICYNOMSHYTBIMH JICKQPCTBEHHBIMH MpemapaTaMH  He
pexkomennayetcst (cMm. pazgen 4.4). Eciau, Tem He MeHee, COBMECTHOE NMPUMEHEHHE TMOKa3aHO, UX
CJIEZIyeT TPHMEHSATh C COOJIIOJICHHEM MeEp TMPEIOCTOPOKHOCTH M PEryJSIPHBIM KOHTPOJIEM
COZCPpIKaHNA KaJIid B CbIBOPOTKE KPOBH.

Oco0eHHOCTH TMPUMEHEHHsI CHHPOHOJAKTOHA TMPU XPOHHUECKOH CEepIeYHONH HEeJOCTAaTOYHOCTU
omHCcaHbl Jaanee Mo TekcTy (cM. B moapasnene «CoOBMECTHOE NpUMEHEHHE TpedyeT 0co0oi
OCTOPOYKHOCTH ).

Cosmecmuoe npumenenue mpedyem oco60t 0CMOpPOHCHOCMU

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

ONuaeMUOIOTHYECKUE UCCIEI0BAHNS MTOKa3alli, YTO COBMECTHOE TPUMEHEHNE HUHTMOUTOpoB AIID
U TUIOTJIMKEMHUYECKUX CPEJICTB (MHCYJINHBI, IEpOpalIbHbIE CaXapOCHMKAIOIINE NpenapaThl) MOXKET
YCHJIMBATh THITOTIIMKEMHUYECKHH ((GEKT MHCYIUHA W THUIMOTIIMKEMUYECKUX CPEJICTB M MpHeMa
BHYTpPb BIUIOTH IO Pa3BUTHs TUIOTIMKEMUH. JlaHHBIN 3P PEeKT BeposiTHEE BCEro MOXKHO HAOI0AATh
B TE€UEHME MEPBBIX HEAENb COBMECTHOM TEpaIvH, a TaKXKe Yy MAlUEHTOB C HApYLUIEHHUEM (YHKIHMH
MIOYEK.
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VY nanueHToB, MOTyYarouX JUYPETHKH, 0COOCHHO y AI[UEHTOB C TUTIOBOJIEMUEH U/WIIH CHUYKEHHOM
KOHIIGHTpaLMeil coyeld, B Hauyane TepanmuH MEePUHIONPHIOM MOXXET HaOII0JaThCs 4Ype3MepHOe
cHmkenne AJl, pucK pa3BUTHS KOTOPOTO MOXHO YMEHBIIUTh IYTEM OTMEHBI JUYPETHUECKOIO
CPEJICTBA, BOCIIOJHEHUEM TIOTEPH >KMJIKOCTH WIIM COJIEH Iepe]] HauajloM Tepalluy NEPUHIONPUIIOM,
a TaKk)Ke Ha3HaYeHHEeM NePUHONPUIIa B HU3KOU J103€ ¢ JaIbHEUIITNM MOCTETIEHHBIM €€ YBETNUCHUEM.

Ilpu apmepuanvHou cunepmen3uy y TAUEHTOB C TUMIOBOJIEMHEH WIIM CHIDKEHHOW KOHIICHTpaIuei
cojieii Ha (OoHE Tepamuu AWMYPETHKAMH, JMUYPETHKH IODKHBI OBITH JIMOO OTMEHEHBI JIO Havala
npuMeHeHus uaruoutopa AII® (mpu 3Tom KanuiiHecOeperaromuil AMypPEeTHK MOXKET ObITh MO3AHEE
BHOBb Ha3zHaueH), 1100 nHruoutop AIID nomkeH ObITh Ha3HA4YCH B HU3KOHM 7103€ C JATbHEHIIINM
MIOCTETICHHBIM €€ YBEIIMUECHUEM.

Ilpu npumenenuu Oouypemuxos 6 ciyyae 3ACMOUHOU CepOeyHOU HeOOoCMAamoYHOCMY WHTAOUTOP
AII® nomxkeH OBITh Ha3HAYEH B OYEHb HU3KOW J03€, BO3MOXKHO, IMOCIIE YMEHBIICHHS [O3BI
MIPUMEHSEMOT0 OJHOBPEMEHHO KaIMIHECOEeperaromero 1nypeTruka.

Bo Bcex cmyuasx QyHKIMS TOYeK (KOHIICHTpAIMsl KPEaTWHWHA) JOJDKHA KOHTPOJIMPOBATHCS B
TIepBbIE HEeAeU MPUMEHEeHUsI THTHOUTOpoB ATID.

Kanuticbepezarowue ouypemuku (3naeperon, CRupoHOIAKMOoN)

[IpumeHneHue 31uIepeHoHa WM CIIMPOHOJIAKTOHA B 103aX OT 12,5 Mr 10 50 MI' B CYTKM ¥ HU3KHX 103
uHru6uropos AIl®:

[Ipu Tepanmuu xpoHMueckou cepaedHor HemoctarouHoctu II-IV ¢dyHKIMOHamBHOTO Kiacca To
knaccudpukanuu NYHA c ppakmueii BeiOpoca neBoro xemyaouka <40 % u paHee MpUMEHSIBITHMHUCS
unruOurtopamu All® u «meTneBbIMU» JTUYPETHKAMH, CYIHIECTBYET PHUCK TUIEpKalIneMuu (c
BO3MOXXHBIM JICTAThHBIM HCXOAOM), OCOOEGHHO B CJIy4yae HECOOIIOICHUSI PEKOMEHIAIIHiA
OTHOCHUTEJIbHO 3TOM KOMOMHAIINY NPEenapaToB.

[lepen npuMeHeHUEeM JaHHON KOMOMHALIMY JIEKAPCTBEHHBIX MPETapaToB, HEOOXOANMMO YOS TUTHCS B
OTCYTCTBUM TMIIEPKATUEMUH U HApYIICHUs (QPYyHKIMH OYEK.

PCKOMCHI[yeTCH PEryJisipHO KOHTPOJHUPOBATH KOHLICHTPAUWIO KPCATHMHHWHA W Kallud B KPOBHU:
CXKCHCICIIBHO B HepBI)IfI MCCI JICUCHUA U CKEMECAYHO B MMOCICAYIOIICM.

Pexombunanmnvie mxanesole aKmueamopbvl nid3MuUHOceEHA (VtPA, aﬂmenﬂasa)

[ManenTsl, momy4daBiue HHruouTOopsl AIID m monydaromue anteruiasy Juist TPOMOOTUTHYECKON
Tepanuu TMpH OCTPOM HIIEMHYECKOM HHCYJIbTE, MOTYT HMMETh MOBBIIIEHHBI PHUCK DPa3BUTHSA
AHTMOHEBPOTUYECKOTO OTEKA.

Cosemecmmnoe npumeHernue mpe6yem 6HUMAHUA

T'unomenszusnvie CDQC)CI’I’IGCZ u 6a300uﬂamamopbz

CoBMecTHOE NMPUMEHEHHME 3THX IPENAapaTOB MOXET YCWIMBATh AHTUTMIIEPTEH3UBHOE NEHCTBHE
nepuHaonpuia. [Ipy cCOBMECTHOM NPUMEHEHUU C HUTPOIVIMLEPUHOM M APYTMMH HUTPATaMH WU
JPYTMMH Ba30JUJIaTaTOPaMU BO3MOKHO OIIOJIHUTENbHOE CHIDKEHNE A/l

Annonypunon, _yumocmamuyeckue U UMMYHOOENPEeCcCUGHble _ CPeoCmed,  CUCHEeMHbLE
KOPMUKOCmMepouovl U NPOKAUHAMUO

CoBMmecTHOE TIpuMeHEeHHE ¢ HHrHONTOpamMu AIID MOKeT CONPOBOXKAATHCS MOBBIIIICHHBIM PUCKOM
nevikonenuu (cm. pazzaen 4.4).

Cpeocmea 015 anecmesuu

WNuruburopsr AII® MoryT yCHIUBATh THIIOTCH3UBHBIN A (EKT psia CPEICTB ISl OOIICH aHeCTe3Un
(cm. paznen 4.4).
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CuMIaTOMUMETHKHA MOTYT OCJIA0JSATh aHTUTUIIEPTEH3UBHBIN A (et narnoutopos AIlD.

Ilpenapamuil 3010ma

Coo0mianoch 0 peIKkux ciaydyasix HUTPUTOUIHBIX peakuui (C TAKMMH CUMITOMaMU, KaK THIIepeMust
KOXH JIMIIA, TOIIHOTA, PBOTA, THIOTECH3Ms) Yy MAalMEHTOB Ha ()OHE COBMECTHOTO MPHUMECHECHHUS
uaruouTopoB AIID, B TOM 4umCle NEpUHIONPWIA, W WHBEKIIMOHHOTO TIpermapara 30JI0Ta
(aypoTuomanat HaTpus).

4.6. @PepTUWIBHOCTD, 0€PEMEHHOCTD M JIAKTAIUSA

JlekapcTBeHHblii mpenapar Homumpen A @opre NpOTHBONOKAa3aH BO BpeMs OEpEeMEHHOCTH
(cm. paznen 4.3).

JlexapctBennbiii npenapatr Homunpen A @opre HE pEKOMEHAyeTcs B INEPUOJA TPYJHOTO
BckapmiinBaHus. HeoOXoauMo OLEHUTh 3HAYUMOCTh TE€palMU Ul MaTepu U NPUHATH PEIICHUE O
MIPEKPALICHUU TPYyAHOI0 BCKAPMIIMBAHUS WU O MPEKPALLECHUH [TIpUeMa IIpenapara.

bepeMeHHOCTH

Hnoanamuo

JlaHHBIE O MPUMEHEHHH HHIAIaMU1a y OEPEMEHHBIX KCHIIIH OTCYTCTBYIOT HJIM OTpPaHUYEHBI (MEHEe
300 caygyaeB GepeMeHHOCTH). JlIHUTENbHOE MPUMEHEHNE THA3UIHBIX nuypeTukoB B III Tpumectpe
OEpeMEHHOCTH MOXXET BBI3BAaTh THUIIOBOJEMHUIO Yy MAaTepH, a TaKKe CHIKEHHE MaTOYHO-
IUTALIEHTAPHOTO KPOBOTOKA, YTO MPUBOAUT K (DETOIUTALIEHTAPHON WMIIEMHUU M 33JEP)KKE Pa3BHTHUS
Ioa.

UccnenoBanus Ha )KUBOTHBIX HE BBISIBUJIU MPSIMOTO UJIM HEMPSIMOI'O TOKCHYECKOTO BO3JIEUCTBUS Ha
PENpPOAYKTUBHYIO (DYHKIIHIO.

B xaudecTBe MephI IPEIOCTOPOKHOCTH PEKOMEHAYETCS H30eraTh IPUMEHEHHS MHIalaMH 1A BO BpeMs
OCpEeMEHHOCTH.

Ilepunoonpun

B nacTosimuii MOMEHT HET yOeIUTENbHBIX MHASMHOIOTUYECKUX TAaHHBIX O TEPATOTC€HHOM PUCKE
npu npueme HHruoutopoB AII® B mepBoM TpumecTpe OEpPEeMEHHOCTH, OJHAKO HEKOTOpOE
YBEIUYCHUE PUCKA HAPYLICHUN pa3BUTHUS TUIOA UCKITIOYUTH HENb3sl. [lalinenTkam, miaHupyoImM
OepeMEeHHOCTh, CIeyeT OTMEHUTH JIEKAPCTBEHHBIHN MpernapaT U Ha3HAYUTh APyTHUe TUIIOTEH3UBHbBIC
CpEe/CTBa, pa3pelICHHBIC Il MPUMEHEHHUS MPU OEPEMEHHOCTH, €CJTH TOJIBKO TEPAMusl HHTHOUTOpaMU
AIl® He sBnsercsa HeoOxoauMoi. [Ipu BeisiBIIeHHN OEPEMEHHOCTH ClIeIyeT HeMeIJICHHO PEKPaTHTh
tepanuto nuaruoutTopamu AIID u nmpu HE0OXOAMMOCTH HA3HAYUTD JIPYTYIO TEPATTHIO.

N3BectHO, uTo Tepanus uHruoutopamu AII® Bo II u III TpumecTtpax GepeMEHHOCTH OKa3bIBaET
(deToTOKCHYEeCKOe IEHCTBHE HA TUIOJ y YeJIOBeKa (CHIKEHHE (PYHKIUHU MOYEK, OJUTOTHIPAMHUOH,
3aMejieHHe occu(UKaluu KOCTed dYepema) M TOKCHYECKOe JEeMCTBUE HAa HOBOPOXKAEHHOTO
(moyeyHas HEAOCTATOYHOCTh, TUIIOTEH3MS, TUIIEPKAINEMUS ).

Ecnu manmentka nomyvana uHruOutopsl AII® co II Tpumectpa GepeMeHHOCTH, peKOMEHAyeTCs
MIPOBECTH yIBTPA3BYKOBOE MCCIIEIOBAHNE TUIOIA JITISI OLICHKH COCTOSIHHSA Yepena U (GyHKINH TTOYEK.

MuaneH1sl, MaTepu KOTOPBIX Noidyyanu HHruouTopsl AIID Bo BpeMsi OepeMEeHHOCTH, JOTKHBI ObITH
TIIATEIHHO 00CIIeIOBAHbI HAa MPEIMET TUIOTEH3UU (CM. pasznuensl 4.3 u 4.4).

JlakTanus

JlexapctBennblii npenapatr Homunpen A @opre HE pEKOMEHAyeTcs B MEpUOJA TPYIHOTO
BCKApMIIMBaHMSI.
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J1M-Ne000175-IT-BY
COIMACOBAHO

MWHNCTEPCTBOM 3[1PABOOXPAHEHWA
PECNYBJIMKN BENAPYCb

oeneon OANETY

COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 13.07.2026 N2 1.

(NMOCNEOOBATENEHOCTE 0072)

B HaCcTOsIIMK MOMEHT HET JOCTOBEpHOW WH(GOpPMAIMKM O BBUICICHHM HWHAAMAMHUAA WIH €T0
MEeTa0OJIUTOB C TPYTHBIM MOJIOKOM.

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

Puck 111 HOBOPOKIEHHBIX/MIIaICHIICB HEJIb3s1 UCKITIOYATh.

WNupanamua OIU30K MO CTPYKTYypE K THA3UIHBIM IUYPETHKAM, PUMEHEHHUE KOTOPBIX BBI3BIBACT
YMEHBIIEHUE KOTUYECTBA I'PYIHOI0 MOJIOKA WIIH ITOJABICHUE JIAKTALlUU.

WHpanamun He peKOMEHAYeTCs B IEPUOJL IPyAHOIO BCKapMIIMBaHusl (M. pasnen 4.3).
Iepunoonpun

BBuay orcyrcTBus MH(MOpMAIMH, KAcAroIEHCsl MPUMEHEHHs NMEPUHAONPUIA B MEPHO I'PYIHOTO
BCKapMJIMBAHUS, €T0O TIPUEM HE PEKOMEHIOBaH, MPEANOUTUTEIbHEE IPUMEHSTh IPYTHUE TIPenapaThl C
0ojee M3ydeHHBIM MpoduiIeM O0e30MacHOCTH, OCOOCHHO MpPH KOPMJICHHH HOBOPOXKICHHBIX U
HEIOHOIIECHHLIX JIETEMN.

DepTIbHOCTD

Obwee Ons unoanamuoa u nNepuHOOnpula

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

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

Ob6a  nmedcTByOIIMX  BEIIeCTBa, KakK IO  OTIACIBHOCTH, Tak W B  KOMOWHAaIUU
MHAANaMH]l + NEPUHIONPUII, HE OKA3bIBAIOT BIMUSHUS HA CIIOCOOHOCThH YIPABISTH TPAHCIIOPTHBIMU
CpeICTBAaMU U pabOTaTh C MEXaHU3MAMH. Y HEKOTOPHIX MAIMEHTOB OCOOCHHO B HaYaJIe TePAUy WIIN
Mpu A00aBJICHUU K MPOBOAUMON Tepamuu APYTUX T'MIIOTEH3WBHBIX MPENapaToB MOTYT BO3HUKAThH
WHIVBUAYATbHBIE DPEAKINK, CBs3aHHbIe co cHibkeHueM AJl. BcenmeactBue 3TOro crmocoOHOCTH
yHOPaBIsATh TPAHCIOPTHBIMU CPEJICTBAMHU M pabOTaTh C MEXaHM3MaMU MOKET ObITh HapyIleHa.

4.8. HexkesaTesibHbIC peaKknnu

Pesrome npodmig Oe3omacHOCTH

[lepunponpun okaseiBaeT MHruoOupytomiee aerictsue Ha PAAC u yMeHbIIaeT BbIBEJECHUE MOHOB
Kanusi mouykamMu Ha (oHe mnpuema wHpanamuna. Y 4 % mnanueHToB Ha (DOHE TPUMEHEHHUS
nekapcTBeHHOro mnpemapara Hommmpen A ®opre ObUIO OTMEUEHO pa3BUTHE THIIOKATHEMHUH
(coneprkanue kanus MeHee 3,4 MMOJIB/J).

Haubosee yacTeIMH HeXKeIaTeEILHBIMU peakuAMHU SABJISIIIUCH!:

¢ JUId MHAalIaMuaa: THIoKaJIueMust, peakKiunu runcepayBCTBUTCIIBHOCTH, B OCHOBHOM KOJKHBIC, Y
ManMEHTOB, MPEAPACIIOIOXKCHHBIX K aJJICPTUYCCKUM U aCTMAaTHYCCKUM pCaKOuiM, U MaKyJoO-
NamyJie3Has ChIIlb;

¢ Ui NCPpUHIAOIPUIIA: TOJIOBOKPYKCHHUC, T'OJIOBHAA 60.]11:, napeCcTe3usd, AUCTCB3HA, HAPYUICHUC
3p€HH, BEPTHUI'O, 3BOH B yHIaX, apTepHUaibHasd T'MIIOTCH3Us, Kall€Jib, OAbIIIKA, 00b B KHBOTC,
3arop, AUCHCICUA, Auapesa, TOIIHOTA, PBOTA, KO KHBIH 3YA, KOXKHasA Cblllb, CIIa3Mbl MBbIIII W
ACTCHUS.

TabauyHOE pe3rOME HEXKENATEIbHBIX PEAKIIUI

HexenarenbHble peakuuu, KiIacCU(PUIMPOBAHHBIE KaK BO3MOXKHO CBS3aHHBIE C Tepamuei
KoMnoHeHTamu nipenapara Homumnpen A @opte, o JaHHBIM KIMHUYECKUX UCCIEIOBAaHUM U OIbITa
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J1M-Ne000175-IT-BY
COIMACOBAHO

MWHNCTEPCTBOM 3[1PABOOXPAHEHWA
PECNYBJIMKN BENAPYCb

ﬂgg’;ﬁ“ﬁﬂmﬂgﬁﬁﬁﬁd HOTO MPUMEHEHHUSI, MTEPECUHCIICHBI

-

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 13.07.2026 N= 13873

5 raGieA -Gl -Jpt o b

A0COJIFOTHOM 4acTOTe BCTpedaeMOCTH. YacToTa BCTPEYAEMOCTH ONPEICISICTCS —CIICAYIOINUM
obpa3om: ouyeHb vacto (>1/10), gwacto (>1/100, HO <1/10), Hewacto (>1/1 000, HO <1/100), penko
(>1/10 000, wo <I/1 000), ouenr penko (<1/10 000), yacToTa HEW3BeCTHa (Ha OCHOBAaHHUH
HNMCIOIINXCS JaHHBIX OLICHUTH HCBO3MO)KHO).

Taonuma 1
Ilepedyens cucreMHO- Yacrorta
OopraHHbIx KjaccoB | HexkesatesbHbIe peakuun
HNapanamuy Iepungonpui
(COK)
WHbeknuy 1 MHBa3uK Punur - Ouens peako
Do3uHOPHUIHS - Heuacto*
ArpaHynonuTo3 (cM. paszzen
panyon 4.4) (cm. pasn Ouens penko Ouens peako
ArtacTrudeckas aHeEMUS Ouens penko -
Hapyenust co cTopoHbI [TannuroneHus - OueHb peako
KpOBHU M TMM(DaTHIECKON JlelfikoneHus Ouensb penko OueHb peako
CHCTEMBI Helitponenus (cM. pasgen
p 4 4)( pasa - OueHsb peako

I'emonutHyeckas aHeMus

Ouensb penko

Ouens peako

TpomboruToneHus (cM.
pasnen 4.4)

Ouens penko

Ouens peako

Hapymenus co ctopoHsl

I'urepuyBCTBUTETHFHOCTH
(peakiuu, B OCHOBHOM
KOXHBIE, Y TTAIIHEHTOB C

WMMYHHOU CHCTEMBI MIPEeIPacIIOIOKEHHOCTHIO K Hacro i
AJIEPTUUECKUM U
ACTMATHYECKUM PEAKIUSIM)
CuHIpOM HealleKBaTHOU
DHIOKPHUHHBIC CeKpeInn ) Perko
HapyILIECHUs AHTUANYPETHIECKOTO
ropmona (CHCA/I)
[lMumormukemus (cm.
- Heuwacro*
pasnenst 4.4 u 4.5)
lunepkanuemusi, ooOpatumas
MIpH OTMEHE Tpernapara (CM. - Hewacro*
pasnen 4.4)
Hapymenus metabonuzma T
UoHaTpueMus (CM. pas3aen "
U MUTaHUS 4.4) Heuacto Heuacrto
[M'unoxnopemust Penko -
I'unomarnuemus Penko -
lMunepkanpuremMus Ouens penko -
l'unokanuemust Yacro -
JIaOMIBHOCTh HACTPOCHHS - Heuacto
Jenpeccus - HewacTo*
[Tcuxuueckue HapyIICHUS
Hapymenue cHa - Heuacto
CnyTaHHOCTH CO3HAHMS - Ouens peako
I"onoBokpyxkeHUe - Yacro
T'onosHas 00Jb Penko Yacto
[Tapectes3us Penko Yacto
Hapyuienust co cTopoHsl Hucrep3us - Yacto
HEPBHOM CHCTEMBI CoHJIMBOCTH - Heuacto*
O06Mopok UYacToTa HEM3BECTHA Heuacro*

HHC}’J’ILT, BO3MOKHO

BCJIEJICTBUE YPE3MEPHOTO

Odensb peako
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J1M-Ne000175-IT-BY
COIMACOBAHO

MWHNCTEPCTBOM 3[1PABOOXPAHEHWA
PECNYBJIMKWN BEJIAPYCb

COOTBETCTEYET

ot 13.07.2026 N= 1:

iy —~

=

SKCNEPTH

el e ]

NPUKASOM(OT 0
MOC/1 EﬂOBATEJiS}@)éS&?’% 8ﬁ%T‘

MHO-

OpTranAbIX KIIACCOB
(COK)

He:xesaTesibHbIC peaknun

R

HNuapanamung

.lll:.tﬂﬁ{I

B iEneiocis

1L FF|

Ilepungonpui

cHkeHus A/l y manueHTon
13 FPYNIBI BBICOKOTO pUCKa
(cm. pasnen 4.4)

[Teuenounas
sHIeaIonaTHs y
MAIMEHTOB C MEUYCHOYHOM
HEJ0CTaTOYHOCTRIO (CM.
pasznenst 4.3 u4.4)

YacroTra HEM3BECTHA

Hapyuienus co ctopoHsl
opraHa 3peHHs

Hapymenue 3penus

YacToTa HEM3BECTHA

Muonus (cMm. pasaen 4.4)

YacroTa HEM3BECTHA

HeuetkocTh 3peHus

YacToTa HEeM3BECTHA

OcTtpast 3aKpHITOYTObHAS
rJIayKkoma

YacroTra HEM3BECTHA

XopHOUJaJIbHbIN BBIIOT

YacToTa HEM3BECTHA

Hapyrenust co cTopoHsI
oprasa ciayxa u
Ja0MpUHTA

Bepturo

Penko

Yacto

3BOH B ymIax

Yacto

Hapyuienus co cTopoHsl
cepana

OmynieHne cepAneOneHus

Heuacto*

Taxukapnus

Heuacto*

CreHokapaus (M. pa3aen
4.4)

Ouens peako

Hapymenus putma cepia
(B TOM umcIe OpaguKapIus,
JKEITyI0UKOBast TaXUKAPAHS
1 QUOpHIIISIHS
TIPEICePaHiA)

OueHs penko

Ouens peako

HNudapxT muokapna,
BO3MOYKHO, BCJICAICTBUE
M30BITOYHOTO CHUXKCHHS A ]
y MAIEHTOB U3 TPYIIIEI
BBICOKOTO pHCKa (CM. pa3zen
4.4)

Odensb peako

[Momamopduas
KEJyJOUKOBasl TaXUKapAns
THTIA «ITUPYIT» (BOZMOXKHO
CO CMEPTEIBHBIM UCXOJI0M)

(cm. paznmenst 4.4 u 4.5)

YacToTa HEU3BECTHA

ApTepuanbHas TUIIOTESH3HS

U CBSI3aHHBIE C 3TUM OueHb penko Yacro
Hapymienus co CTOpoHbI | CUMOTOMBI (CM. paszaen 4.4)
COCYIIOB Backynut - Heuacto*
ITpuanBel - Penko*
Cungpowm Peiino - YacToTa HEU3BECTHA
Hapymenus co croponst | Kamens (cm. pasnen 4.4) - Yacro
JIBIXaTeITbHON CHCTEMBI, Oppiuka - Yacro
OpraHOB IPYJIHOM KJIETKU bponxocnazm - Heuacto
U CPEIIOCTCHHUSA D03uHO(UIbHAS THEBMOHUS - Ouenb penko
bons B xuBOTE - Yacro
3anop Penko Yacro
Hapyuienust co cTopoHsl
eIy T0YHO-KHILIEYHOT O [uapes - Hacto
IpaKTa Hucnencus - Yacrto
TowmHoTa Penko Yacro
PBota Heuacrto Yacto
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J1M-Ne000175-IT-BY
COIMACOBAHO

MWUHUCTEP!

PECNYBJIMKWN BEJIAPYCb

CTBOM 3[1PABOOXPAHEHWA

COOTBETCTEYET
ot 13.07.

—

L

iy e

“

SKCNEPTHI

-
i

26 N= 13875

NMPUKASOM
MOCIEJOB

MHO-

| Hepedny citery

OpranAbIxX KiIa
(COK)

CCOB

He:xesaTesibHbIC peaknun

(MOCHER I FS f R TEOCTE 007 2]

HNuapanamung

Ilepungonpui

CyX0CTh CITU3UCTOM
000JI0YKH MOJIOCTH PTa

Penxo

HeuacTo

ITankpeatut

OueHb pesIKo

OueHb peaKo

Hapyuienust co cTopoHsl
IICYCHU U
JKETTUEBBIBOJISIINX MTyTel

I'enarwt (cM. pazgen 4.4)

YacToTa HeM3BECTHA

OdeHs penrko

Hapymenne QpyHkimm
TICUCHH

OueHs penko

HapymeHnus co ctopoHsl
KOKH U TIOJKOKHBIX
TKaHel

KosxHblii 3y1 - Yacto
KosHas ceinb - Yacrto
Makyso-namnyJe3Hasi Chlllb Yacto -
Kpanusauna (cM. paszaen
P a (eM. pasy OueHs penko Heuacto
4.4)
AHTHOHEBPOTUYECKUH OTEK
OueHsb penko Heuacto
(cm. paznen 4.4)
[Iypnypa Heuacto -
IToBrbilIEHHOE
- Heuacto
MOTOOT/CIICHHUE
Peakuus %
YacToTra HEU3BECTHA Heuacto
(hOTOYYBCTBUTEIIBHOCTH
[emduronn - Heuacto*
O06ocTpeHne mcoprasa - Penko*

MHorodopmHas 3pureMa

OdeHs peako

Toxcuueckuit
SIUJACPMAIBHBIN HEKPOJIN3

OueHsb penko

Cunnpom CTUBEHCa-
J>xoHCOHA

OueHs penko

Cra3MBbl MBIIIII] YacToTa HEHM3BECTHA Yacto
Bo3moxHO yxynmieHue yxe
AMEIOMICHCS CUCTEMHOM YacToTa HEeHM3BEeCTHA -
Hapyenus co cTopoHsl N
. s KpacHOM BOJIYaHKHU
MBIIIEYHOM, KOCTHOM B -
. ApTtpanrus - Heuacto
COCTUHHUTEIIFHON TKaHHU ”
Muanrus YacToTa Hen3BeCTHA Heuacto
Mpireynas ci1adbocThb YacToTa HEH3BECTHA -
Pabgomumonuns YacToTa HEM3BECTHA -
IToueyHas HeIOCTaTOYHOCTh OueHs penko Heuacto
Hapymuienus co cTopoHbI
OcTtpast moyeuHas
MOYEK ¥ MOYCBBIBOISIITAX - Penxo
. HEIOCTAaTOYHOCTD
myTei *
AHypust/onurypus - Penxo
Hapyuienust co cTopoHsl
epOIyKTUBHOM
penpoiy DpeKTHIbHAS TUChHYHKIINS Heuacto Heuacto
CHCTEMBI 1 MOJOYHBIX
JKenes
Acrtenns - Yacro
Boutb B rpyiHOM KieTKe - Heuacto*
OO0mue HapymeHus 1 *
Henomoranue - Heuacto
peaKivu B MeCTe .
[Tepudepudeckue oTeKH - Heuacto
BBEJCHUSA *
JIluxopanka - Heuacto
IToBEIIIEHHAS] YTOMJIIEMOCTD Penxo -
IToBBIIEHNE KOHIICHTPAIIUNHT
HCHTpalL - Heuyacto*

MOYCBHHBI B KPOBHU
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JIM-Ne000175-IT1-BY - - " i e .

CCh S 4 [ SR ) OMY OTU i

COF“ACOBAHO AR L TEI ET_ TEl “.-EFT— T-Il:.: . "EFTH M_ - T ET_\I
MUHUCTEPCTBOM 3[PABOOXPAHEHUSA oT 12.07.2026 Mz 1.

PECINYB/VKW BESIAPYCb i i e ) s e e 81 s i [
NMPUKA3OM|OT o _ [Ty I:Hﬁ{ JTTEA L TE U L]
I'IOCJ'IE,HOBATEJ?}?}@:&S&?’% 8ﬁ%T‘ MHO %'{'E

OpraffbIX KiIaccoB He:xesaTesibHbIC peaknun Mnanamu ] P
(COK) T T puHAONID
IToBblllIeHHE KOHIEHTpALUU Heuacto®
KpeaTHHUHA B KPOBHU
[MunepOunupyOrMHEMIS - Penko
TToBEImMEHEe aKTUBHOCTH
YacToTa HEU3BECTHA Penxo

JlaboparopHsie u
HMHCTPYMCHTAJIbHbIE
JaHHBIC

«IIEYEHOYHBIX» (hepPMEHTOB

CHI/I)KGHI/IC FCMOI‘J'IO6I/IH3, 158
FeMaTOKpI/ITa (CM. pa3z[en
4.4)

Ouens peako

IToBbllIEeHHE KOHIEHTpALUU
TJIIOKO3bl B KPOBHU

YacToTa HEM3BECTHA

IloBermenne KOHIOCHTpAauu
MOYEBOM KHCIIOTHI B KpOBH

YacToTa HEeHM3BECTHA

Y mnenne narepsaita QT
Ha OKI (cm. pa3genst 4.4
4.5)

YacToTa HEeH3BECTHA

TpaBMbl, HTHTOKCUKAIHU 1
OCJIO’KHEHMSI TPOLIEAYP

[Tanenune

Heuacto*

* OHCHK& YaCTOTHI HCXKCIATCIbHBIX pCaKHHﬁ, BBIABJICHHBIX I10 CIIOHTAHHBIM COO6HICHI/IHM, IpoBE€JACHAa HAa OCHOBAHUU
JAaHHBIX PE3YyJIbTAaTOB KIIMHUYCCKUX PICCJIeI[OBaHPIﬁ.

OnuncaHne OTACABHBIX HEKEIATSIbHBIX PeaKITUI

Bo Bpemst uccnenoBanuii 11 u III ¢da3sl, cpaBHUBaromux nHAanamMua B go3uposke 1,5 u 2,5 mr no
KOHIICHTPALMU KaJlus B IJ1a3Me KPOBH, ObUT YCTAHOBIIEH 10303aBUCUMBIN 3(PPeKT nHaanammuja:

e uHAanamuja 1,5 Mr: KOHIEHTpalus Kanus B mia3Me KpoBu <3,4 MMounb/n HaOmoaanace y 10 %
MarueHToB, <3,2 MMOJIB/TT — Y 4 % manueHToB mnocie 4—6 Henenb jedeHus. [locne 12 Hemens
JICUEHUs CpeIHEE CHIDKEHUE KOHIICHTPAIMK Kallusl B Tu1a3Me KpoBU cocTaBuiio 0,23 MMOJIB/II.

e uHAanamuja 2,5 Mr: KOHIEHTpalus Kanus B mia3Me KpoBu <3,4 MMoub/1 HaOmroaanace y 25 %
nanueHToB, <3,2 Mmoie/i1 —y 10 % manuenToB mociie 4—6 Henxenb nedeHus. [locne 12 Henensb
JICUEHUs CpPeHEE CHIDKEHUE KOHIICHTPAIMK Kallusl B Tu1a3Me KpoBu coctaBuiio 0,41 MMOJIb/II.

Coo011eHne 0 Moa03pEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

Baxno cooOmare o

moAO3peBacMbIX

HCXKCJIATCIbHBIX  pPCAKIUAX II

0oCJIE peructpanuu

JICKApCTBCHHOT'O IIpf€riapaTta € LCJIbIO oOecreueHus HCIIPCPLIBHOI'O MOHUTOPUHIAa COOTHOLICHUA
«I10JIb3a — PUCK» JICKAapCTBCHHOI'O IIpC€Iiapara.

MGHI/IIII/IHCKI/IM pa6OTHI/IKaM PEKOMCHAOYCTCHA COO6HIaTI) 0 JIIOOBIX MoA03pC€BACMBIX HCXKEIATCIbHBIX

peaknuiax

JICKApCTBCHHOT'O

npenapara yepes

HanmlMOHAJIBbHBIC

CHCTCMbI

cooOlIeHus o

HE)KeJaTeIbHbBIX PEAKLUAX FOCYJapCTB — YICHOB EBpa3uiicKOro 53KOHOMHUYECKOT0 COH03a.

Poccuiickas @edepauus

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

Ten.: +7 (800) 550 99 03

On. nouta: pharm@roszdravnadzor.gov.ru win npr@roszdravnadzor.gov.ru
http://roszdravnadzor.gov.ru

P€CHV6JZMKCI ADM@HM}Z

I'HKO «IleHTp aKcniepTU3bl JEKAPCTB U METULIMTHCKUX TEXHOJIOTHI»
Anpec: 0051, r. Epean, np. Komuraca, 49/5
Ten.: (+374 60) 83 00 73, (+374 10) 23 08 96, (+374 10) 23 16 82
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On. moyta: info@ampra.am, vigilance@pharm.am
http://pharm.am

Pecnybauxa Benapyco

VII «IllenTp 3KCcnepTH3 U UCTIBITAHUHN B 3JPABOOXPAHCHUNY
Anpec: 220037, r. Munck, ToBapuieckuit nep., 1. 2a
Ten.: +375 (17) 242 00 29

®axc.: +375 (17) 242 00 29

On. mourta: rcpl@rceth.by

http://www.rceth.by

Pecnybauxa Kazaxcman

PI'TI na IIXB «HauuoHanbHBIM LEHTP 3KCHEPTU3bl JICKAPCTBEHHBIX CPEIACTB U MEIULIMHCKHX
maenuii»  Komurera MemunuHCKOro W ¢apMareBTUYECKOro  KOHTpOJsi  MUHHUCTEpCTBa
3npaBooxpaneHus Pecny6ommku Kazaxcran

Anpec: 010000, r. Actana, paiion baiikonsip, yi. A. ImanoBa, 13 (BL] «Hypcayner 2»)

Ten.: +7 (7172) 235 135

On. moura: farm@dari.kz

http://www.ndda.kz

Kuipevizckas Pecnybauka

JlemapraMeHT JICKapCTBEHHBIX CPEACTB W MEIMLMHCKUX U3Aenud Inpu  MuHHCTEpCTBE
3npaBooxpanenus Keipreckoi PecyOnuku

Anpec: 720044, r. buikexk, yiu. 3-a Jlunus, 25

Ten.: +996 (312) 21 92 78

On. mouta: pharm@dlsmi.kg

http://dlsmi.kg

4.9. [lepeno3upoBka

Cumnmomuwi

Hauboiiee BEpOsSTHBIM CUMIITOMOM IMEPEIO3UPOBKH SBISICTCS apTepHaIbHas TUIIOTECH3MUS, NHOT A B
COUYCTAaHWM C TOIIHOTOH, PBOTOM, CyJOpOTaMH, TOJOBOKPYKEHHUEM, COHJIMBOCTHIO, CITyTAHHOCTHIO
CO3HAHUSI, OJUTYPHUEH, KOTOpask MOXKET MEPEHUTH B aHYpHIO (B pe3yJIbTaTe THIIOBOJIEMHH). Tarke
MOTYT BO3HHKATh BOJTHO-3JICKTPOJIUTHBIC HAPYIICHUS (TUTIOHATPUEMHUS, THITOKATUCMHUS ).

Jleuenue

[TepBbie Mepbl, KOTOPBIE HEOOXOAMMO MPEANPUHSATH, COCTOSAT B OBICTPOM BBIBEICHUU IPUHSITOTO
mpernapaTta: MPOMBIBAaHUE KENyAKa W/WIM TpPUEeM AaKTUBUPOBAHHOTO YIS C MOCIEIyIOIINM
BOCCTAHOBJICHHEM BOIHO-3JICKTPOJIMTHOTO OaaHCca B YCIOBHUAX CIEIUATU3UPOBAHHOTO IIEHTPA.

B CJIy4dac BBIPAKCHHOI'O CHUKXCHUA AI[ CJIeAYCT IMECPCBCCTU IMALIUCHTA B ITOJIOKCHHUC <«JIC)KA» Ha
CIIMHC C MMPUITIOAHATBIMU HOT'aMHU.

I[Ipy HEOOXOAUMOCTH MOXKET OBITh BBIMOJIHEHO BOCIIOJIHEHUE O00beMa JKUAKOCTH IyTeM
BHYTPHUBEHHOHN MH(Y3UH M30TOHHYECKOTO COJICBOTO pacTBopa (HampuMep, BHyTpUBEHHAsT HHDY3US
0,9 % pacTBOpa XJIOpHAA HATPHS) WIH JIIOOBIM IPYTUM CIIOCOOOM BOCHIOTHEHHS 00BheMa JKUIKOCTH.
[Mepurmonpunar, akTuBHAs GopMa MEPHHIOTPHIIA, MOXKET OBITh YIAICH U3 OPraHU3Ma C MIOMOIIBIO
nuanusa (cM. pasznen 5.2).
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5.1. ®apmakoanHaMu4yecKre CBOMCTBA

dapMakoTepaneBTUYECKas TPYIIa: CPEACTBA, ICHCTBYIONINE HA PCHHH-aHTHOTEH3WHOBYIO CUCTEMY;
WHTUOUTOPBI aHTHOTEeH3UHIIpeBpaaroriero gpepmenrta (AIlD), komOuHauu; nHruOuTOps AIID n
JUYPETUKHU.

Kog ATX: CO9BA0O4

Mexanusm nelicTeus

Honunpen A @opme

KOMGI/IHaHI/IH HHAaNnaMuaa u nCpuHAOIIpHIIa YCUIINBACT aHTUTUIICPTCH3UBHOC ,Z[GI\/’ICTBI/IG KaXjgoro mu3
HHX.

Hnoanamuo

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

Iepunoonpun

[lepunponpun — HMHTHOUTOP (epMEeHTa, MPEBpAINAONIET0 AHTHMOTeH3MH | B aHrmoreHsuH Il
(marHOUTOp AIID. ATI®, nnu kuHMHA3a 11, sBISETCS SK30MENTHIa301, KOTOPask OCYIIECTBIISET KakK
IIpeBpallcHUE aHTHOTEH3HMHA | B cOCy10Cy)KMBarolee BEUECTBO aHrnoTeH3uH 11, Tak u paspyienue
OpasMKMHIHA, 00J1aJal0IIEro COCYI0PaCIIUPSIONIM JeHCTBUEM, 10 HEAKTUBHOTO MeNTarenTH Ia.

B pesynbrare nepuHAONpUIL:

® CHIDKAET CEKPEeIHIO alIbJI0OCTEPOHA;

® [0 MPUHIMITY OTPULATENLHONW OOpaTHOH CBS3M YBEJIMYMBAET aKTUBHOCTh PEHHMHA B ILIa3Me
KpOBH;

® TIpU [UTUTEIHHOM NMPUMEHEHUH YMEHBIIAET 0011Iee neprudepruIecKoe COCYIUCTOE COMPOTUBICHUE
(OIICC), uro 00yCIOBIEHO, B OCHOBHOM, JCHCTBMEM Ha COCYJIbI B MBIIIIAX U TOYKaX. DTH
3G GeKThl HE COMPOBOXKMAIOTCS 3aJCPKKOH HOHOB HATPUS M JKUIKOCTH WIH Pa3BHTHEM
pedaeKTOpHON TaXUKapIUH.

[lepunaonpun HopMau3yeT paboTy MUOKap/a, CHUKas MPEIHArpy3Ky U MOCTHArPY3KY.

IIpy wm3yueHum 1mOKasaTele TEMOJUMHAMUKM Yy MAlUEHTOB C XPOHUYECKOM CEPAECYHOU
HenmocTaTouHOCThIO (XCH) OBUTO BEHISIBIICHO:

CHWD)KCHHE JABJICHUS HATIOJHEHUS B JICBOM U IPABOM JKEIYI0UKAX Cep/IIia;
camkenne OIICC;

YBEIUYCHUE CEPJICYHOTO BHIOPOCa;

YCHJICHHUE MBIIICYHOTO TIEPUPEPUIECKOTO KPOBOTOKA.

dapmakoguHamMuyeckue 3P PeKTeI

AumueunepmenszusHoe oeticmaue

Hoaunpen A @opme

JlexapctBennblil npenapaT Homunpen A ®@opre okas3blBaeT 10303aBUCUMOE aHTUTHUIIEPTEH3UBHOE
JEHCTBHUE, KaK HAa AUACTOJIIMYECKOE, TAK U HAa CUCTONMYECKOoe A/l Kak B IOJIOKEHUU «CTOS», TAK H
«IeKa». AHTHUTHUIEPTCH3MBHOE JEHCTBHE coxpaHsercs B TeueHue 24 4. CraOuibHBIN
TepaneBTHUECKUIl 3(deKT pa3BuBaeTcsi MeHee 4eM uepe3 | Mecsll OT Hayajla Tepanuu U He
compoBokaaeTcs Taxudunakcuei. [lpekpaiienue geueHust He BBI3BIBACT CHHIPOMA «OTMEHBD.
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_ % 0T SASE ke 40
MUHUCTEPCTBOM 3[PABOOXPAHEHMS ot 13.07 2026 Nz 1.
PECTYBIVKM BENAPYCb 07

PO ST eRaPCTERbBN |npenapar Hommnpen A ®opre VMGHBLH%E"};I%‘F% 'TIEE%EFH&BHLJ JIEBOTO

MOCIEJOB;
ey 104uKa (1 JIJK), yIydiaeT 3JacTHIHOCTh apTepuit, cHmxkaeT OIICC, He BiuseT Ha METa0OJIN3M
AunuAoB (0OIIMIA XOJIECTEPHH, X0JIECTEPUH JIUITONPOTENHOB BhICOKOH tuioTHOCTH (JITIBIT) 1 JITTHII,
TPUTIIALICPHUIBI).

JlokazaHo BIUSHHE MPUMEHEHU KOMOWHAIMK MHAanamuia u nepunaonpuia Ha ['JDK B cpaBHeHHN
C DHajanmpuwioM. Y MAaIMEHTOB ¢ apTepuanbHoM runepteHsued u ['JDK, momyuyaBmmx Ttepamuto
uaaanamuaom 0,625 Mr/mepuHIONPUIOM 3pOYMUHOM 2 M (9KBHBAJIEHTHO 2,5 MT' EpUHAONPUIIA
apruHUHA) WIK SHAIANPUIOM B 03¢ 10 M OJiH pa3 B CyTKHU, U IIPH YBEIMUYEHUH 103bl HHIANIaMHIa
710 2,5 MT ¥ iepuHaonpuia 3poymMuHa 10 8§ Mr (3kBUBaJICHTHO 10 MT epuHIONpUIIa apTUHUHA), WITH
sHananpmwia 10 40 Mr ouH pa3 B CyTKH, OTMEUEHO 0ojiee 3HAUMMOE CHUKEHHME MHAEKCa MacChl
nesoro >xemynouka (MMJDK) B rpynme uHmanaMui-+IEepUHIONPUI IO CPAaBHEHUIO C TPYIIION
sHananpwia. [Ipu sTrom Hambosee 3HaunMoe BiausiHue Ha MMJDK oTMeuaercs mpu nmpuMEHEHUH
uHAanamuaa 2,5 Mr/mepuHaonpuia 3poymMuna 8 mr.

Taxxe oTMeueHo Oojiee BbIpaK€HHOE aHTUTUIIEPTEH3UBHOE JielicTBUE HA (hOHE KOMOMHMPOBAHHON
Tepanuu UHAANaMUOM U MEPUHIOTPUIIOM IO CPABHEHHIO C SHAJIATIPUIIOM.

VY manueHToB ¢ caxapHbIM TuadeToM 2 Tuma (CpeIHHUe MOKa3aTeN — BO3pacT 66 JeT, HHACKC MacChl
Tena 28 Kr/M%, IIMKO3UIMpoBaHHblii remorno6bun (HbAlc) 7,5 %, AJl 145/81 MM pr. cT.) U3ydanoch
BIUSIHUE (DUKCUPOBAHHOW KOMOMHALMK WHIANAMUA+TIEPUHIONPUI Ha OCHOBHBIE MHUKPO- H
MaKpOCOCYIUCTBIC OCIIO)KHEHUS B JIOTIOJTHEHHUE KaK K CTAHJAPTHOMN Tepamuu IS TITUKEMUYECKOTO
KOHTPOJISA, TaK U K CTpATEruu MHTEHCUBHOTO riaukemudeckoro kouTpois (MI'K) (teneBoit HbAlc <
6,5 %).

YV 83 % mnanueHTOB OTMeYalach aprepuanpHas runepreHsus, y 32 % wu 10% — makpo- u
MHUKPOCOCYAUCTBIE OCIOXKHEHHS, ¥ 27 % — MUKpoanbOyMHHYpHUs. BOJNBIIMHCTBO MalMEHTOB Ha
MOMEHT BKJIFOUYEHUS B UCCIIE0BaHKE MTOJy4YaJld THIIONIMKEMUYECKYIO Tepamnuto, 90 % nanueHToB —
THIOTIIMKEMUYECKUE CPeACTBa U IpuemMa BHYTPb (47 % manueHToB — B MOHOTepanuu, 46 % —
TEpanuo AByMs Ipemnapatamu, 7 % — Tepamuio Tpems mpenaparamu). 1 % manueHToB Modyvan
MHCYJIMHOTEpanuio, 9 % — TobKo quetoTepanuio. [Ipon3BoaHble Cyab(OHMIMOUEBUHBI IPUHUMAIIN
72 % nauuenToB, MetpopmuH — 61 %. B kauectBe comyTcTByrOmeH Tepanuu 75 % MalMEHTOB
MOJTyYaJli TUIIOTEH3UBHBIE CPE/ICTBA, 35 % MallMeHTOB — T'MITOJIUIINIEMUYECKUE CpeICTBA (TJIaBHBIM
obpazom, uarnouroper ' MI'-KoA-penykrassl (cratuabl) — 28 %), aleTHICATUIIIIOBYIO KHCIIOTY B
KayecTBe aHTHArperaHTHOIO CPeICTBA U JPyTue aHTUarperanTHele cpeactna (47 %).

[locne 6 Henenp BBOAHOTO MEpHOAA, BO BpEMsl KOTOPOTO TMAIMEHTHl MOJydYadd TEpaIuio
NEePUHAONPUIOM/UHIAIAMHIOM, OHM paclpesesUIUCh B TPYIY CTAHAAPTHOTO TIIMKEMHYECKOIO
koHTposst uwin B rpynny WIK (nekapctBenHblii mpemnapat JnabetoH MB ¢ BO3MOXHOCTBIO
YBEJIMYEHUS J103bI 10 MaKCUMaNbHOM 120 MI/cyTKH UK Jo0aBiIeHUE JPYTroro runoraIuKeMHYecKoro
CpencCTBa).

B rpynne UI'K (cpeanss npoposmkutensHOCTh HaOmronenus 4,8 net, cpennuit HbAlce 6,5 %) no
CpaBHEHHUIO C Tpynmoi cranmapTHoro koHtposst (cpeanuii HbAlc 7,3 %) mokazano 3Haummoe
cHikenne Ha 10 % OTHOCHTENBHOIO pHUCKAa KOMOMHHPOBAHHOM 4YacTOTBI Makpo- U
MHUKPOCOCYIUCTBIX OCIOKHEHUI.

[IpenmyniecTBO OBLIO JOCTUTHYTO 32 CYET 3HAUUMOT'O CHUKEHHSI OTHOCUTEILHOTIO PHCKa: OCHOBHBIX
MUKPOCOCYAUCTHIX OCTI0KHEeHMI Ha 14 %, BOSHUKHOBEHHSI U porpeccupoBanus HedponaTuu Ha 21
%, MHUKpoalbOyMuHypuu Ha 9 %, makpoansOymunypun Ha 30 % M pa3BUTHs OCIOXKHEHHUH CO
cTopoHbI movek Ha 11 %.

HpCI/IMYH_IeCTBa TUIIOTEH3UBHOM T€palliu HE 3aBUCCIIM OT MNPCUMYHICCTB, JOCTUTHYTBIX Ha (I)OHG
HrkK.
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MOCIEJOB;

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

AHTUTUNIEPTEH3UBHOE [CHCTBHE HMHIANaMHa CBS3aHO C YIYYIICHHEM 3JIaCTHYECKUX CBOMCTB
KpynHbIX apTepuii, ymenbenuem OIICC.

Nupanamun ymensiaer crenedb ['JDK, He BauseT Ha KOHUEHTPALMIO JIMIUIOB B IJIa3ME KPOBU:
TPUTTIMIEPUAOB, obmero xojiecrepuna, JIITHII, JIIIBIIL; yrineBoauslit oOMeH (B TOM 4Hciae Y
MaIMEHTOB C COMYTCTBYIOIIMM CaXapHbIM T11a0eToOM).

Ilepunoonpun

[epunnonpun 3pPpexTuBeH B Tepanuu apTepUaIbHON MIEPTEH3UN JTI000H CTETIEHU TAKECTH.

AHTUTUTIEPTEH3UBHOE JCHCTBUE IMpenapara AOCTUraeT Makcumyma dyepe3 4-6 yacoB mocie
OJIHOKPATHOI'O MpHeMa BHYTPb U cOXpaHsAeTcs B TeueHue 24 yacoB. Uepes 24 gaca nocie npuema
npemnapata HabrogaeTcs BeipaxxeHHoe (Topsiaka 80 %) octarounoe uaruoupoBanue AlID.

[lepunnonpun oka3bIBaeT aHTUTUIIEPTEH3UBHOE JIEHCTBUE y MAIMEHTOB KaK C HHU3KOM, Tak U ¢
HOPMaJIbHOW aKTUBHOCTBIO PEHUHA B IJIa3M€ KPOBH.

CoBMmecTHOE IIPUMEHEHHE THUA3HHBIX JUYPETUKOB YCHJIMBAET BBIPAKCHHOCTh
aHTUTHIIEPTEH3UBHOTO AeiicTBus. Kpome storo, komOuHupoBanue uurudutopa AIl® u tnasugHoro
IUYypEeTUKa TaKKe NPUBOAUT K CHIKCHMIO PHUCKAa pa3BUTHUS TMIIOKAIMEMUM Ha (OHE NpHema
TNy PETHKOB.

Kimmanueckast 3¢ dhekTHBHOCTE M 0€30I1aCHOCTE

lsotinas 6aoxkaoa PAAC

Hmerorcsi naHHBIE KIMHHUYECKHX HCCIEIOBAHUM KOMOMHHPOBAHHOW TEpamuu C TNPHMEHEHHUEM
unruburopa AIl® c APA 11

[IpoBommiMCh KIMHUYECKHE WCCICIOBAHHUSA C YYacTHEM MAIlMeHTOB, WMCIOIIMX B aHAMHE3e
CEpIICYHO-COCYIUCTOE WM LIepeOpoBacKyIsipHOE 3aboieBaHue, TUOO caxapHbIi auabeT 2 TwHa,
COHpOBO)KI[aIOHII/II\/'ICSI MNOATBCPXKACHHBIM IMOPAKCHUCM OpraHa-MHIICHU, a4 TAKKC HCCICAOBAHHUA C
y4acTHEM TAIMEHTOB C CaxapHbIM JUA0ETOM 2 THUTIA U AMa0eTUYECKON HepomaTHE.

JlaHnHble MCCNEOBAHUSA HE BBIABWIM Yy NAIMEHTOB, MOJIYYaBUIMX KOMOMHHMPOBAHHYIO TEpaIUIO,
3HAYMMOTO MOJIOXKHUTEIBHOTO BIMSHUS HAa BOZHUKHOBEHME IMOYEYHBIX W/WIM KapJHOBACKYJSPHBIX
COOBITUH M Ha MMOKAa3aTeIN CMEPTHOCTH, B TO BPEMsI KaK PUCK pa3BUTHS THIEPKAIMEMUU, OCTPOI
MIOYEYHOM HEJOCTATOYHOCTH W/MJIM apTepUalbHOM THIOTEH3UU YBEIUYMBAJICS IO CPaBHEHUIO C
MallMEHTAMM, [TOJTy4aBIIUMHA MOHOTEPAIIHIO.

[IpuHumass BO BHUMaHHE CXOXHE BHYTPUTPYIIOBbIE (apMakoJUHAMUYECKHE CBOICTBa
naruouTopoB AIID u APA II, nanHbIe pe3yabTaThl MOXHO OXKHUAATH JJI B3aUMOJACHCTBHS JTFOOBIX
JIpYTHX IpernaparoB, npeactaBuTeneii kiaaccoB HruOuTopoB AIID u APA 1I.

[TosTomy mpoTuBonokazano npumeHeHue HHruOuTopoB AIID B couetanuu ¢ APA Il y marueHToB ¢
nuabetndeckoi HeponaTuei.

HNmeroTcss paaHHBIE KIMHUYECKOTO HCCIEAOBAaHUS IO HM3YYECHHIO IOJOKHUTEIBHOIO BIUSHHS OT
no0aBJIeHHs ATUCKUpPEHa K cTaHAapTHOM Tepanuu unruouropom AIID unu APA Il y manueHToB ¢
caxapHbIM nuabeToM 2ITHna M XpOHMYECKUM 3a00JEBAaHHMEM MOYEK WM CEPACUHO-COCYIUCTHIM
3aboJeBaHMuEeM, TUOO MMEIOLIMX cOYeTaHhe 3THX 3aboneBanuil. VccienoBanue ObIIO MpeKpamieHo
JIOCPOYHO B CBSI3U C BO3POCHIMM PUCKOM BO3HHUKHOBEHHS HEXKEJIaTeNbHBIX UCXoA0B. CepaeuHo-
cocyaMcTas CMEPTh U MHCYJIbT BOSHUKAJIM Yallle B TPYIIIE NAUEHTOB, IOIY4YaloIUX aTUCKUPEH, 110
CpaBHEHMIO ¢ Tpymnmnoi miarebo. Taxke HexenaTelbHbIC SIBICHUS U CEphe3HBIC HEXKEJIATeIbHBIC
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MOCIEJOB;
TIOUEK) PETUCTPUPOBAIIMCH Yallle B TPYIIIE aTUCKUPEHa, YeM B Tpymrie miamedo.
5.2. ®apmakoKknHeTHYECKHUE CBOHCTBA

Homunpea A ®opte

CoBMecTHOE MTPUMEHEHHE WHIANAMUIa U TICPUHIONPIIIA HE U3MEHSET UX (PapMaKOKHHETHIECKHIX
XapaKTePUCTHK IO CPABHEHHIO C UX pa3/ieIbHbIM IPUMEHEHUEM.

WNHpanamMun
Abcopbyus
WNupanamua OBICTPO U MOJHOCTBIO a0COPOUPYETCS U3 JKEITYA0UHO-KUIIIEUHOTO TPAKTA.

MakcumanbsHas KOHIEHTpanus B IUIa3Me KPOBHU JOCTUTAETCs 4epe3 1 gac rmocie mpuema mnpernapara
BHYTPb.

Pacnpeoenenue

CB3b ¢ 6enKamMu I1a3Mbl KpoBU cocTaBiisieT 79 %.

buompancgopmayus u snumunayus

[lepuon mnonyseiBenenust (Ti2) cocraBmsier 14-24 uaca (B cpegnem 18 wuacos). IloBTopHOe
MpUMEHEHHE MpernapaTa He MPUBOJUT K €ro KyMyJsllMM B opraHu3Me. BBIBOOUTCS B OCHOBHOM
noukami (70 % OT BBeIEHHO 103b1) U Yepe3 KulieuHuk (22 %) B popme HeaKTUBHBIX METa0OIUTOB.

Ocobvie epynnel nayuenmos

Toueunas nedocmamourocms

v anMUuEHTOB C MMOYCYHOM HEAOCTATOYHOCTBIO (bapMaKOKI/IHeTI/IKa HE U3MCHSCTCA.

[lepunaonpui

Abcopbyus u 6uooocmynHocmo

Ilocie IMprueMa BHYTPb NCPUHIOIIPUIT GBICTpO BCACbIBACTCs, U IMKOBAd KOHLCHTPAIUA JOCTHUIACTCA
B TeueHue | yaca. [lepmon monyBbIBeneHUs TNEepUHAONpUIA paBeH | wyacy. buomoctymHOCTb
coctasisieT 65-70 %.

[Ipuem nuimum 3ame i€t npeBpalleHue NepuHI0Npuia B IEPUHAONIPUIIAT, TAKUM 00pa3oM, BIIUss Ha
6uonocTynHocTh. [loaTOMY MEpUHIONPHI CleayeT NPUHUMATh OAMH pa3 B CYTKH, YTPOM, Mepen
MIPUEMOM UIIIH.

Pacnpeoenenue

OO0BeM pacripeieliCHUs] HECBS3aHHOTO TEPUHIONPHIIATA COCTABISIeT TpuOmm3uTensHo 0,2 J/Kr.
Cesi3p mepuHIONpHIaTa ¢ OenKkamMH IJa3Mbl KpOBH, INaBHBIM oOpaszom c¢ AIID, 3aBucur ot
KOHIEHTpALUU NEPUHONIPUIIA U cocTaBisieT 0koio 20 %.

Bbuompancgopmayus

[Tepunponpun npeacrasisieT co00i nmposekapcTBo. 27 % oT 00111er0 KOJTUYECTBA MPUHITOTO BHYTPh
MEPUHAONPUIIA TTOCTYMAET B KPOBOTOK B BHJIE aKTHBHOTO MeTaboyMTa rnepuHaonpuwiarta. [lomumo
aKTUBHOTO  MepUHAONpHMiaTa oOpa3yroTcs eme 5  MeTabonMToB, HE  00JIaJaromiux
(hapMakoJIOTHYECKON aKTUBHOCTBHIO. [IMKOBas KOHIICHTpAlMsl MEPHHIONpPHIATa B IJIa3Me KPOBU
JIOCTUTAETCS B TCUCHUE 3—4 4acoB.

Inumunayus

[lepunnonpunar BBIBOAUTCS U3 OpraHM3Ma MOYKaMM, U KOHEUHbIN nepuos noxysbiBeneHus (T1/2)
cBOOOJHON (ppakiuu cocTaBisieT OKOJO 17 4yacoB, B pe3ysbTaTe YEro pPaBHOBECHOE COCTOSIHHUE
JOCTUTAETCs B TeUEHUE 4 CYTOK.
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MOCIEJOB;

bruta mpomemMoHCTpupoOBaHa JMHEHHAs 3aBUCUMOCTh MEXKIY 1030 TIEPUHIONpPHUIA M €ro
KOHLEHTPALKUEN B IJIa3ME KPOBH.

Ocobvie epynnel nayuenmos

Jluya nooicunozo eos3pacma

BriBeieHne nepuHIonpuiIaTa CHUKACTCS Y TMTOKUIIBIX AIIUEHTOB, a TAKXKE Y TAIIUEHTOB C CEPACUYHOU
WJIM II0OYEYHOUN HEIOCTATOYHOCTEIO.

Toueunas nedocmamoynocms

[Ipu HapymeHUN (YHKUIUHU MOYEK KEIAaTeIbHO KOPPEKTUPOBATh /103y B 3aBUCHMOCTH OT CTEIICHU
Hapymenus (KK).

g uanus3

Jlnanu3HbIN KIUPEHC MepUHI0TpHUiIaTa cocTaiseT 70 Mi1/MuH.

Luppos neuenu

DapMaKOKMHETHKA IEPUHIONPUIIA y TALIUEHTOB ¢ HUPPO30M IIEYCHU HOCUT U3MEHEHHBIN XapakTep:
[IEYCHOYHBIN KIIMPEHC HCXOJHOM MOJIEKYJIBI CHUKEH B JIBa pas3a. TeM He MeHee, KOJIUYECTBO
oOpasyrolierocs NEpUHAONPUIATA HE YMEHBIIAETCS, M, CIEAO0BATENIbHO, KOPPEKLMU A03bl HE
TpeOyeTtcs (cM. paznensl 4.2 u 4.4).

5.3. JlaHHbIe TOKJIUHNYECKOH 0€30IaCHOCTH

KoMOunanms namanaMuaa 1 NepuHIONPIIIa 00J1a1aeT HECKOIBKO O0bIel TOKCUYHOCTBIO, YEM €€
KOMITOHCHTBI. [louedHble TPOSBICHUS, IO-BHIUMOMY, HE YCHIMBAIOTCI Yy Kpbic. OmHaKo
KOMOUMHAIIHSI BBI3BIBACT KEITYAOYHO-KUIIIEYHYIO TOKCHYHOCTh y CO0aK, a TOKCHUECKOE BO3CHCTBHE
Ha OepEeMEHHBIX CAMOK, TTO-BHIUMOMY, YCHIMBACTCS Y KPBIC (TI0 CPABHEHUIO C TIEPHHIOTIPUIIOM).

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

I[OKJII/IHI/I‘-IGCKI/IG HCCIICA0BaHNA, NPOBCACHHBIC OTACIBHO C NCPUHAONPUIOM U HHAAINAMHUIOM, HC
BBIIBUJIIM T'CHOTOKCHUYCCKOTO HJIM KaHLUCPOTCHHOI'O MOTCHIMAA. HCCJ’IG)IOB&HI/I?[ peHPOI[yKTI/IBHOﬁ
TOKCUYHOCTH HE BBIBWIM SMOPHOTOKCHYHOTO WJIH TEPAaTOr€HHOTO JEHCTBHUS, BIHMSHUE Ha
(bepTUIIBHOCTH OTCYTCTBOBAJIO.

6. PAPMAIIEBTUUECKHWE CBOMCTBA
6.1. [lepeuyeHb BcioMoraTe/ibHbIX BelIECTB

Aopo:

JlakT03B1 MOHOTHAPAT

Maruus creapar

ManpronekcTpua

KpemHus AMOKCUA KOIJIOUAHBIN 6€3BOIHBIN
Kap6okcumernnkpaxman HaTpus (Tum A)

Obonoyka nienounas:
['muuepon
[unpomenosa
Maxkporoin 6000
Maruus creapar
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oty 2171y (NOCNELOBATENLHOCTH 0072)

MOCIEJOB,

6.2. HecoBmecTumocTsh

He npumenunmo

6.3. Cpok rogHocTH (CpOK XpaHeHHs )

3 roga.

6.4. OcoOble MepbI NPEI0CTOPOKHOCTH MPH XPAHEHUU
XpauuTth ipu Temmneparype He Baiiie 30 °C.

6.5. XapakTep u cofepxkaHue YNaKOBKHU

ITo 30 TabneTok Bo (h1akoHE U3 MOJUMPOINUIICHA, CHAOKEHHOM J103aTOPOM U NMPOOKOH, copeprkarien
Biaronoriouatomuii reap. [lo 1 paakoHy ¢ TMCTKOM-BKIaAbIIEM B TaYKe KAPTOHHON C KOHTPOJIEM
MIEPBOTO BCKPBITHUS.

Ynakoexa ons cmayuoHapoes.

ITo 30 TabneTok Bo (h1akoHE U3 MOJUMPONUIICHA, CHAOKEHHOM J103aTOPOM U NMPOOKOH, copeprkarien
Biaronoriouaromuii renb. [lo 3 ¢nakoHa ¢ paBHBIM KOJIWYECTBOM JIMCTKOB-BKJIQJbIIIEH B Mauke
KapTOHHOM C KOHTPOJIEM NEPBOT'O BCKPBITHSL.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH YTHJIN3ALUH MCNOJIH30BAHHOIO JeKAPCTBEHHOT 0
npenapara ujiH 0TX00B, 0JIyYeHHBIX N0c/e IPUMEHEeHHs JIeKAPCTBEHHOI 0 Npenapara, u
APYrue MaHUMYJISIMHU € TPenapaTom

Het oco0bIx TpeOoBaHUH K yTHIN3ALUH.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA

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

7.1. llpeacTaBuTEb AeprKaTes PErHCTPAIIMOHHOIO YA0CTOBEpPEHUs

[Iperen3un noTpeduTeneil HaNPaBIATh 110 ATPECY:

Poccuiickas @edepayus

AO «Cepsbe»

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. Amupsina, 15, marazun 100

Ten.: (+374 10) 50 50 74

D51, moyTa: pvarmenia@servier.com
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TTpenctaButennctBo YAO «Les Laboratoires Servier» (®panmysckas Pecnybnuka) B PecrryOnuke
benapycn

Anpec: 220030, r. Munck. yi. MsicaukoBa, 70, od. 303
Ten.: +375 (17) 306 54 55/56
On. mourta: officeBY @servier.com

Pecnybnurxa Kazaxcman u Kvipevizckas Pecnyoauxa

TOO «Cepsbe Kazaxcran»

Anpec: Pecrrybnuka Kazaxcran, 050020, r. Anmatst, nip. JlocTsik, 3100
Ten.: +7 (727) 386 76 62

On. nmoura: kazadinfo@servier.com

8. HOMEP (HOMEPA) PETUCTPAIITMOHHOI'O YIOCTOBEPEHMUSA

B Poccuiickoit @enepanuu: JIIT-Ne(000175)-(PI'-RU)
B Pecny6nuke Apmenws: JITI-Ne(000175)-(I'TI-AM)
B Pecniy6nuke benapyce: JITI-Ne000175-T'TI-BY

B Pecny6nuke Kazaxcran: JITI-Ne000175-T'TI-KZ

B Keipreizckoit Pecrry6mnmke: JITI-Ne000175-I'TI-KG

9. KATEI'OPHS OTITYCKA JIEKAPCTBEHHOTI'O ITPEITAPATA

JlexapCTBEHHBIH MpenapaT OTHOCUTCS K KATETOPHHU OTITyCKa IO PELerTYy.
OOmiast xapakTepuCTHKa JIeKapcTBeHHOro mnpemnapara Homumpen A ®opre mocTynmHa B eIMHOM
peecTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeicTB EBpasuiickoro 3kOHOMHUYECKOTO COI03a U Ha

ouIHaTEHOM caire YIIOJTHOMOYEHHOI'O oprasa (axcrniepTHOM OpraHu3aIMH)
https://eec.eacunion.org/.
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