COOTBETCTBYET 3KCMEPTHOMY OTUYETY
0104082023 N2 14997
OBLIASI XAPAKTEPHCTHKA JEKAPCTBEHHOTO PEITAPATA ")

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O ITPETTAPATA

Nupanamun + [epungonpun Kanon, 2,5 mr + 10 mr, TaGieTKH, TOKPBITHIE TUICHOYHON 000JI0YKOM

2. KAUYECTBEHHbBINA U KOJJMYECTBEHHBIN COCTAB

JeiicTByrolue BelecTsa: MHAanamMuz + nepuHI0IpuIa apruHYH.

Kaxnas Tabnerka cogep kUt HHAanamMuIa 2,5 Mr u nepusionpuia apruaut 10 mr.
BcenomoraTenbHble BellecTBa, HaJM4Me KOTOPBIX HAJO YUUTBIBaTh B COCTaBE JIEKAPCTBEHHOI'O
npernapara: KapOOKCHUMETHIIKpaxMall HaTpust 7,2 Mr, 1akTo3sl MoHoruapat 140 mr (cm. pasznen 4.4).

[TonHbIN TepevYeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEJIECH B pasnee 6.1.

3. JIEKAPCTBEHHASI ®OPMA
TabneTKH, MOKPHITHIC TNICHOYHOU 000JI0YKOM.
TabneTku KpyTible TBOSIKOBBITYKIIbIC, TOKPHITHIE IICHOYHOW 000JI0YKOM O€I0r0 HiTH MOYTH OENIoro

uBsera. Ha IMOIICPCUYHOM Pa3pe3€ 0€JI0r0 UM IMOYTH OEI0TO OBCTA.

4. KJIMHUYECKHUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

[Tpenapat Munanamuy + [lepungonpun KaHoH mokazaHn K IpUMEHEHUIO Y B3pOCTIBIX.

[Tpenapar Wupanamun + Ilepungonpun KaHOH mnpeaHa3HadyeH JICUEHUS HCCEHIUAIbHOU
THIEPTEH3UH Y TMAIeHTOB, KOTOPBIM TpeOyeTcs Tepamus HWHIANaMHIOM B J03e 2,5 Mr
nepuHIoNpuiIoM B o3e 10 mr.

4.2. Peskum 103MPOBAaHNS M CIOCO0 MPUMeEHEeHUs!

PexxuM 103upOoBaHus

I[To 1 Tabnerke nexkapcTBeHHoro npenapara Munanamun + [epungonpmn Kanon 1 pa3 B cyTku.
Wunanamun + Iepungonpun KaHoH ciiegyer HazHauaTh MOCIe paHee MPOBEACHHOrO Moa00pa 103
OTJeNbHBIX KoMIOHEHTOB. [Ipenapar Unaanamua + [epunnonpun KanoH He TOMKEH NPUMEHSTHCS
JUIsL CTapTOBOM TEpaluu apTepUaIbHOW TUIEPTEH3UMM Yy NAIUEHTOB, paHee HE MOJIy4YaBLIMX
TUIIOTCH3UBHBLIC JICKAPCTBCHHBIC ITPCIIapaThl.

Ecnn norpeOyercss U3MEHEHUE 03Bl OJHOTO M3 JACHCTBYIOIIMX BEILECTB B COCTaBe Iperapara
(HampuMep, B CBS3H C BHOBb JMAarHOCTUPOBAHHBIM 3a00JI€BAaHHEM, U3MEHEHUEM COCTOSIHUS MAI[eHTa
WIN JIEKapCTBEHHBIM B3aMMO/ICHCTBHEM), TO HEOOXOIUM MHIUBUAYAJIbHBIN MOA00p 103 OT/IENbHBIX
KOMITIOHEHTOB.

Oco0rIe T'pYHOIIbI TAIMEHTOB
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Tayuenmul nodsxcunoeo 6o3pacma (cm. pazoen 4.

VY mauueHToB NOXHIOro Bo3pacta kiupenc kpearnauHa (KK) paccunTsIBaioT ¢ yueToM Bo3pacTa,
Macchl Tena ¥ nojia. [Ipemapar MoXkeT Ha3HA4aThCs MAMEHTaM IOKUIIOT0 BO3pacTa ¢ HOPMaJIbHOM
GbyHKIMEH oYeK, MpU 3TOM CJIe1yeT KOHTPOIUPOBATh CTENIEHb CHUKEHUS apTEPUAIBHOTO 1aBIICHUS
(AJD).
Tayuenmoi ¢ napywenuem gyukyuu novex (cm. pazoenvt 4.3 u 4.4)
JlexapcrBennsiii npenapar Mupanamun + llepunnonpun KaHOH IPOTHBOIIOKAa3aH HalUEHTaM C
YMEpPEHHBIM WJIM TSKENbIM HapylmieHueM QyHkuuu mnoudek (kiaupenc kpearunuHa (KK) nioke
60 mu/mun). Ha done Tepanuu HEOOXOIUM PETYJISPHBIA KOHTPOJIb KOHIIEHTPAIMM KpPeaTUHUHA U
KaJIMs B TUTa3Me KPOBH.
Tayuenmoi ¢ napywenuem gyukyuu newenu (cm. pazoenvt 4.3, 4.4 u 5.2)
JlexapctBennbiii npenapat Munanamupn + Ilepunponpun KaHoH mpoTHBOmoOKa3zaH MalMeHTaM C
TSDKEJIBIM HapyIIeHUEeM (YHKIIHH TeYCHH.
[Tpu ymepeHHOM HapymeHHH (HYHKIIMHA IEYEHN KOPPEKIHS 103BI HE TpeOyeTcsl.

eTu
JlexapctBennbiii mpemapat Wugamamun + Ilepungonpun KaHoH mOpOTHBOMOKa3aH MAETAM H
MOJIPOCTKaM 110 18 neT u3-3a oTCyTCcTBUS 1aHHBIX 00 3((HEeKTUBHOCTH M 0€30MaCHOCTH TPUMEHEHUS
npenapara y HalMeHTOB JaHHOW BO3PACTHOW I'PYIIIIBI

Criocob nnpuMeHeHu s

BHyTpb, HpeAnodTuTeNnsHO YTPOM, Iepea mpueMoM numy. TabineTku cieayeT MNporjiaTbiBaTh
LIEJIMKOM, 3aIliBasl BOAOH.

4.3. [IpoTUBONOKA3AHUSA

WHpanamMun

o I'unepuyBCTBUTENBHOCT, K JICHCTBYIOLIEMY  BEUIECTBY WM  JIIOOBIM  JPyTrUM
CyJb(OHMIIAMHIAM.

. Ymepennoe unu Tsoxenoe Hapymenue ¢pynkuun nodek (KK mmxe 60 mur/mMun).

o [leuenounas sHEaTONATHS.

. Tspkenoe HapylieHne QyHKINY NEUYEHH.

. ['mnokxanuemusi.

. CoBMECTHOE TNPUMEHEHUE C HEAaHTHAPUTMUYECKMMM JIEKapCTBEHHBIMH CPEICTBAMU,

CIIOCOOHBIMU  BBI3BaTh  MOJUMOPGHYIO  JKEIYJOYKOBYIO  TaXUKAPAMIO THIA  IIHPYIT»
HerenecooopasHo (cM. pasaen 4.5).

. [Tepuon rpyaHoro BckapmirBaaus (cM pasnaen 4.6).
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[Tepunponpun

o ['unepuyBCTBUTENBHOCTD K JICHCTBYIOIIEMY BEIIECTBY WJIM JIOOBIM APYTrUM HHTUOHTOpAM
aHrMoTeH3WHNpeBpamaroero pepmenta (AIID).
. AHnruoneBpornueckuii orek (orek KBuHke) B aHamHe3e Ha (oHe mnpueMa Apyrux

uHruouTopoB AIl® (cm. paznen 4.4).

. HacnencTBeHHBINH/MANONATHYECKUN aHTHOHEBPOTHYECKUH OTEK.
. bepemenHocTh U nepuoa rpyAHOr0 BCKapMiauBanus (cM pasnen 4.6);
. CoBMecTHOE IPUMEHEHHUE C ATMCKUPEHOM U JIEKAPCTBEHHBIMU IIpenapaTaMu, COAepKalluMu

QINCKUPEH, y MALlUEHTOB C CaxapHbIM JUA0ETOM W/WIM YMEPEHHBIM WM TSKEJIbIM HapyLICHUEM
(ynKIME moYek (CKOpocTh KiyboukoBoii humbrpamun (CK®) menee 60 mn/mun/1,73 m? nnomanu
MOBEPXHOCTH Tena) (cM. pazaenst 4.5 u 5.1).

o CoBMecTHOE NMPHMEHEHHE C aHTaroHucramu peuentopoB aHruoreHsuHa Il (APA 1II) y
MalKMeHTOB ¢ AnabeTnueckoit Hepponatuen (cm. pazaen 4.4).

o CoBMmecTHOE IpUMeHeHUe ¢ KoMOuHanuel BajacapTan+cakyoutpui. [Ipenapatr Unganamun +
[Tepunnonpun KaHoH Henb3s IPUHUMATh paHee, 4yeM yepe3 36 4acoB mocie NpUMEHEeHUs oCiIeAHeN
J103bI KOMOMHAIIMK BaJicapTaH + cakyOouTpui (cMm. pa3zaenst 4.4. u 4.5).

o DKCTpaKkopropajgbHas Tepamusi, MPHUBOJAIMAS K KOHTAKTy KpPOBH C OTPHIATEIHEHO
3apsHKEHHBIMU TIOBEPXHOCTAMH (CM. pasjen 4.5).

. BeIpaxeHHBII 1BYCTOPOHHMI CTEHO3 ITOYEYHBIX apTEPUN WIIM CTEHO3 apTEPUN €INHCTBEHHOU
(GyHKUIMOHUPYIOIIEH OYKH (CM. pa3zaen 4.4).

Munanamua + Iepuanonpua Kadon

L FI/IHGP‘-IYBCTBI/ITGHI)HOCTI) K J'IIO6OMy M3 BCIIOMOTaTCJIbHBIX BCHICCTB, IMNMCPCUMCICHHLBIX B
paznene 6.1.
o N3-3a  OTCYTCTBUSL JIOCTATOYHOTO KIMHHUYECKOTO OIBITa JICKAPCTBCHHBIA TIpernapar

Wupanamun + Ilepungonpun KaHoH He cieqyeT NMPUMEHSATh y MAllMEHTOB, HAXOJSMIIMXCS Ha
reMOJUAIIN3E, a TaKXKE Yy MAaIlMEHTOB C HEJICUEHOW CEpAEYHOM HENOCTaTOYHOCTBIO B CTaJAMH
JEKOMIIEHCALIUH.

4.4. OcoOble ykazaHMsl U1 MepPbl NPeI0CTOPOKHOCTHU NPH NPUMEHEHUH

IIpenapar Munanamun + Iepunaonpun KanoH ciiefyeT MpUMEHATh ¢ OCTOPOKHOCTBIO Y ITALIMEHTOB
[pY HAJIMYUU CIEAYIOIUX 3a00JIeBaHUNA U COCTOSHUIA:

. CucremHuble 3a00yIeBaHMSI COEAMHMUTEIBHOW TKaHM (B TOM 4MCIE, CHUCTEMHas KpacHas
BOJIYAaHKA, CKIIEPOJEPMHUS U JP.),

. ConyrcTBytoliee NpUMEHEHUE aJUIONyPUHOIA, IIUTOCTATUKOB U UMMYHOJEIIPECCAHTOB, WIN

IPOKaMHAMHUJA (PUCK Pa3BUTHS HEUTPOIIEHNUHU U arpaHyJIoLUTO3a),
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caxapHoro quabera Wiy HapymeHU (pyHKIUY OYEeK, aHTaTOHUCTAaMH PEIENTOPOB aHTHOTeH3uHA 11
(APA 1I) y naruenToB 6e3 nuabeTtnueckor HedpomaTtuu, Ipenaparamu 30J0Ta, HECTEPOUIHBIMU
MpOTUBOBOCTIANUTENbHBIMU ~ nipenapatamu  (HIIBII), GaknodenoM, KOPTUKOCTEPOUAAMH,
WHTHOMTOpaMU HETIPWIN3WHA, TIperiapaTaMu, KOTOPbIE MOT'YT BbI3BaTh yaAunHeHue natepBaia QT Ha
anekTpokapauorpamme (OKI'), cepaeuyHbIMU TIMKO3MAAMH, JIEKAPCTBEHHBIMU IIpenapaTaMu,
KOTOpBIE MOTYT BbI3BATh MOTUMOP(HYIO KEITYIOUYKOBYIO TAXUKAPAUIO TUIIA «ITUPYIT»,

. YTrHeTeHne KOCTHOMO3IOBOI'0 KPOBETBOPEHUS,

. CHmKeHHBIH 00beM HUPKYIUPYIOLIEH KpOBU (IPHEM TUYPETHKOB, OeccosieBasi 1ueTa, pBoTa,

Jyapesi, TeMOIUANN3),

. Nmemuueckas 601€3Hb cepua,

. LlepeOpoBackysipHBIE 3200ICBaHUS,

. PenoBackyinspHas runepTeH3us,

. CaxapHublii 1uader,

. [lepBHUuHBI TUIIEPATBAOCTEPOHU3M,

. Xponuyeckasi cepiaedyHas HenmoctatrouHocTh (II-IV gyHKIMOHanNbHBIA  Kiacc 1O
kinaccudukanuu NYHA),

. Hapymenust pyHKIMu ne4eHu u movex,

. [M'unepypukemust (0COOEHHO COMTPOBOMKIAAIOIIASACS MOJATPON U ypaTHBIM HEDPOIUTHAZOM),

. JlabwibpHOCTE A/,

. IToxwunon Bo3pacr,

. [IpoBenenne remonuanu3a C TOPUMEHEHHEM  BBICOKOMOTOYHBIX  MeMOpaH WU

JeceHcuouIm3anus, nepes npoueaypoit apepesa JINTHII,

. CocrosiHue mociie TpaHCIUTAHTAIINH TIOYKH,
. Xupypruyeckoe BMeIaTeIbCTBO/aHECTE3Hs,
. CreHo3 aopTagpbHOTO WJIM MUTPAIbHOrO KjamaHa/runeprpoduueckas OOCTpYKTHUBHAS

KapAMOMHUOMATHS, aTEPOCKIIEPO3,

. [IpencraBuTenn HETPOUAHOM packl (MEeHee BhIpaKEHHBINH Y PEKT OT MPUMEHEHHUS),
. CrnoptcMeHbl (BO3MOXKHA MOJIOKUTEIbHAS peaklys IPHU JOUHT-KOHTPOJIE),
. ComyTtcTBytommas Tepanus KaauicOeperaoyMy TMypeTUKaMu, IpernapaTaMu Kaaus Wik y

MAanuCHTOB C MOBBIIICHHBIM COACPIKAHUECM KAl B IJIa3ME, TUIICPKAJIUCMUS,

. I'unonarpuemuns,
. OTsAro1IeHHbIN alIeProJOrnYeCcKUii aHaMHe3,
. Auneprudeckasi peakiysi Ha IEeHUIMJUIMH B aHAMHE3E.
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O6mee JJIA ICPUHAO0IIPHIIA U MHAAITaMu1a

IIpumenenune nexapcrseHHoro npenapara Mananamun + [epunnonpun Kanon He conpoBoxnaercs
CYIIECTBEHHBIM CHIKEHHEM 4YacTOTHI MOOOYHBIX 3(P(EKTOB, 32 UCKIIOUEHUEM TUIOKATUEMHH, IO
CPaBHEHHIO C IIPUEMOM OTAEIBHBIX KOMIIOHEHTOB IIpenapara HAWUMEHBIIUX Pa3pEIlCHHBIX I
npUMeHeHHs 103ax (cM. paszzen 4.8). B Hayane Tepanuu JByMs TMIOTEH3UMBHBIMHU IIperapaTami,
KOTOpbIE MALIMEHT HE IOJIy4all paHee, Heb3sl HCKIIOYHWTh YBEJIMYEHHsSI 4YacTOTHl PAa3BUTHS
UIMOCHHKpa3uu. TiiarensHoe HAOMIOAEHUE 3a MAIMEHTOM IIO3BOJISIET CBECTH JTOT PHUCK K
MUHUMYMY.

IIpenapamul tumus

CoBMecTHOE NpPUMEHEHUE KOMOMHAIMM NEpUHIONpPWIA M UHAANAMUIA C IpenaparaMu JIUTHS
00BIYHO HE peKOMeHayeTcs (cM. pasnen 4.5).

Hapywenue ¢pynxyuu novex

Tepanusa npenaparom Mupanamup + Ilepunmonpun KaHOH npoTuBONOKa3aHa MalUEHTaM C
YMEpPEHHbIM U TshKenbiM HapymienueMm ¢yakiuu nodek (KK mmke 60 mi/muH). Y HEKOTOPBIX
NAlUEHTOB C apTepualbHON TUIIEPTEH3UEW 0€3 MpEeIIeCTBYIOIIEr0 OYEBUIHOTO HapYLICHHS
GyHKLIMU 1oYeK Ha (OHE Tepamuu MOT'YT MOSBUTHCS J1aOOpaTOpHBIE MPHU3HAKK (YHKIIMOHATIBHON
IIOYEYHON HEIOCTAaTOYHOCTHU. B 3TOM citydae jieueHue JeKapCcTBEeHHbIM NpenaparoMm Munanamuna +
[lepungonpun KanoH cregyer mpekpaTtuTh. B nmanmpHelmeM  MOXHO  BO30OHOBHTH
KOMOMHHMPOBAHHYIO TEPANUIO, IPUMEHSISI HU3KHUE J103bl IIPErapaToB, JM00 NPUMEHSTh TOJIbKO OJIMH
U3 [penapaTos.

Taxkum nareHTaM HeoOX0AUM PEryIIIpHBIA KOHTPOJIb KOHLIEHTPAILIMM HOHOB KaJlUsl U KpeaTHHUHA B
KpOBH - Uepe3 2 He/IeH M0CIIe Havajla Tepanyy U B JajbHeiIeM Kaxable 2 Mecsiia B Iepuo/, Koraa
J103a mpemnapara nogodpana. [loueynas HeTOCTaTOUHOCTD Yallle BO3HUKAET y MAllMEHTOB C TSHKEJIOM
CEpAECYHON HENOCTAaTOYHOCTBIO WJIM HMCXOJHOM IMOYEYHOW HEIOCTATOYHOCTBIO, B TOM YHCIIE, IPU
CTEHO03€ ITI0YEYHOHN apTEepUHN.

JlexapcTBennsiii npenapat Mapanamun + [lepunaonpun KaHoH He peKOMEHI0BaH K MPUMEHEHHUIO B
Cly4ae JIBYCTOPOHHErO0 CT€HO3a IIOYEYHBIX apTepuil WIM B ClIy4ae €IUHCTBEHHOU
(GYHKIMOHUPYIOIIEH TOYKH.

Apmepuanvhas cunomen3us u HapyuieHue 600HO-3J1eKMpPOIUMHO20 bananca

B cnydae MCXOIHOW THIOHATPUEMHH CYIIECTBYET PHUCK BHE3AITHOTO DPAa3BUTHS apTEepUaTbHOU
TUIOTEH3UH, B YACTHOCTH, y MAllMEHTOB CO CTEHO30M Mo4yedHol apTtepuu. IlosTomy HeoOxonumo
IPOBE/ICHUE CHCTEMATUYECKOH OIIEHKM CHMIITOMOB OOE3BOKMBAHHS M CHIDKEHHS COAEp KaHUS
AIIEKTPOJIUTOB B IJIa3Me KPOBH, HAIIPUMED, ITOCIIE AUAPEN UM PBOTHI. TakuM manueHTaM Heo0X01uM
PETYJIAPHBIA KOHTPOJIb COACPKAHUS SJICKTPOIUTOB IUIa3Mbl KPOBH.

[Ipu BBIpa’)K€HHOI apTepHaIbHOM TUIOTEH3MH MOXET MOTpeOOoBaThCsl BHYTPUBEHHOE BBEJICHUE

5
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HN30TOHHUYCCKOI'O COJICBOI'O paCTBOpaA.

TpaH3uTOpHasi TUIIOTEH3HS HE SIBJSETCS MPOTUBOINOKA3aHUEM JJIsl IPOJOJKEHUS TepaIuu.

[Tocne BoccTaHOBIEHUS OOBEMa HMUPKYIUPYIOHIEH KpoBU M AJl MOXXHO BO30OHOBUTH TEPAIHIO,
MPUMEHSISI HU3KUE J103b1, THOO0 IPUMEHATh TOJIBKO OJJUH M3 KOMIIOHEHTOB Ipernapara.

Cooeporcanue xanus

KoMmOuHHpOoBaHHOE TpPUMEHEHUE NEPUHAONPUIA U HMHJAANAMHAA HE MPEJOTBPAILACT Pa3BUTHE
TUTIOKAJIMEMUH, OCOOCHHO Yy MAIMEHTOB C CaXapHBIM TUA0CTOM WM TIOYEYHON HE0CTATOUYHOCTHIO.
Kak u B ciyuae mpuMeHEHHUs J000ro FMIOTEH3UBHOIO MpernapaTa B KOMOWHAIMU C TUYPETUKOM,
HEOOXOIUM PEeryJsIpHbII KOHTPOJIb KOHIICHTPAI[MH HOHOB KaJIMs B IJIa3Me KPOBH.

Nupanamun

Ileuenounas snyeganonamus

[Tpu Hanuuuu HapylmeHUH (YHKIUH MEYSHU MPUEM TUA3HIHBIX U THA3UIOMOJOOHBIX AUYPETUKOB
MOJKET TPUBECTH, OCOOCHHO B cllyyae 3JEKTPOJIUTHOro aucOanaHca, K Pa3BUTUIO MEYEHOYHOMN
sHIIeATONATHH, KOTOpas MOXET MPOrpecCHpoBaTh 10 TEYCHOYHOH KOMBI. B Takod cuTyaruu
clenyeT HEMEJUICHHO MPEKPATUTD IIPUEM JUypPETHKA.

DomoyyscmeumenbHOCMb

Ha done npuema THa3HIHBIX U THA3UAONOIOOHBIX JUYPETUKOB COOOIIANOCH O CIy4asX Pa3BUTHS
peakuu  (oTouyBcTBUTENbHOCTH  (cM. pasgen 4.8). B ciuydae pa3Butus  peaxiuu
(OTOUYBCTBUTENLHOCTH Ha (OHE TmMpueMa Tpernapara CclaeAyeT MNpeKpatuth JedeHue. [lpu
HEOOXOUMOCTH TPOAOKEHUs TEepaluu AUYPETUKAMH, PEKOMEHIYeTCs 3alluIlaTh KOXKHbBIE
MOKPOBHI OT BO3JACHCTBHSI COTHEUHBIX JTyuei MIIM UCKYCCTBEHHBIX YIbTPa(dUOIECTOBBIX JTyUdeH.
Boono-anexmponumuwiii 6ananc

Konuenmpayus uonos nampus 6 niasme Kkposu

KonneHTpaiuio HOHOB HaTpHs B IUIa3Me KPOBM HEOOXOAMMO ONMpPENeNsITh A0 Hayaua JICYeHHs, a
3aTeM PEryJspHO KOHTPOJIUPOBaTh Ha GoHE mpueMa mnpemnapara. CHUKEHHE KOHIIEHTPALUd MOHOB
HaTpUsl Ha HA4YaJbHOM ATalle MOXET HE COMPOBOXKIATHCS KIMHUYECKUMHU CUMIITOMAMH, MO3TOMY
HEOOXOIMM peryJsipHBIA J1a00paTOPHBIN KOHTPOIh. bojiee 4acThlii KOHTPOJIb COACPIKAHUS MOHOB
HATpUS TOKa3aH MalMeHTaM C UPPO30M MEYSHH U MTAIUEHTaM MOKUIIOr0o Bo3pacTa (CM. pa3aens 4.8
u 4.9). Jleuenue mOOBIMH TUYPETHKAMH MOXKET BBI3BaTh THUIIOHATPUEMHUIO, MHOT/A C OYEHBb
CEepPbE3HBIMU TOCJIEACTBUSIMU. [ WMIOHATpUEMUSA, COMPOBOKIAKOMIASACS THUIIOBOJEMHEN, MOMKET
NPUBOANTh K Pa3BUTHIO OOE3BOKMBAHHMS W OPTOCTATHYECKOW TUNOTeH3WH. COMyTCTBYIOIIEE
CHIKEHHUE COJIEPKAHUSI HOHOB XJIOPA MOXKET MPUBECTH K PA3BUTHUIO BTOPUYHOI'O KOMIIEHCATOPHOTO
METabOIMYECKOTO  aiuKajgo3a: 4YacToTa €ero BO3HHUKHOBEHUS M CTENEHb BBIPAKEHHOCTHU
HE3HAYUTEIIbHBIE.

Konuenmpayus uonos xanus 6 niazme Kposu
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Tepanuel THa3HUIHBIMH M THA3HIONOJOOHBIMU JWYpPETHKAMU. | MIOKaIMeMHusi MOXXET BBI3BATh
MBbIIIeYHbIEe paccTpoiicTBa. Coo0Ianocs o ciaydasx pabdaoMHOIN3a, B OCHOBHOM, B KOHTEKCTE
TSDKEJION TUITOKAJIMEMHUH.

Heo6xonnumo npenynpexxaare puck CHUKEHHUs KOHILIEHTpAalluu HOHOB Kanus (MeHee 3,4 MMOoJIb/a) y
CIIEYIOIIMX KaTErOpuil MallMEHTOB U3 IPYIIIbI BICOKOI'O PHUCKa:

. HAIMEHTOB M0XKUJIOr0 BO3PACTa U/NUJIM UCTOLICHHBIX NAIIMEHTOB KAK MOJIYYaOLIMX, TaK U HE
IIOJIyYaIOIUX COYETaHHYIO MEINKAMEHTO3HYIO TEPAIIUIO,

. NAIMEHTOB C LUPPO30M IIE€UEHH C OTEKAMU M ACLUTOM, MIIEMHYECKOM O0JIe3HBIO cepala,
CEpIEYHON HENOCTATOYHOCTBIO.

['Mnokanuemust y 3TUX MALMEHTOB YCHJIMBACT TOKCUYECKOE ACHCTBUE CEPACUYHBIX TIIMKO3UIOB U
MOBBILIAET PUCK BOZHUKHOBEHUS HAPYILIEHUH pUTMa.

K rpynme moBhIIIEHHOTO PHUCKA TaKKe OTHOCSATCS MAIMEHTHI C YIUTMHEHHBIM nHTepBajoM QT, kak
BPOJKICHHBIM, TaK U BbI3BAHHBIM JICHICTBUEM JIEKAPCTBEHHBIX CPEICTB.

['nokanuemusi, Tak ke, Kak U OpaguKapus, CIIOCOOCTBYET Pa3BUTHIO TSDKEJIBIX HApYIIEHUH
CEpJICYHOI0 PUTMA, OCOOEHHO MOJIUMOP(HOMN KETyT0UKOBON TaXMKapIUU TUIA «ITUPYIT», KOTOpast
MOXeT ObITh (paTanbHOM. Bo Bcex ONMMCAHHBIX BBINIE CIydasx HEOOX0auM OoJiee 4acThlii KOHTPOIb
COJIEp/KaHUsl MOHOB KalMs B Iula3Me KpoBU. IlepBoe mM3MepeHue KOHIEHTpAallud HOHOB Kalus
HEOO0X0/MMO TPOBECTH B TEUEHHE TIepBOW HeJenu OT Havana Tepanuu. [Ipu BbIABICHUH
TUIIOKAJIMEMUH JI0JKHA IPOBOJIUTHCS COOTBETCTBYIOIIAsE KOPPEKIIUSL.

Konyenmpayus uornos xanvyus 6 niasme Kposu

TuaszuaHele U THA3UAONONOOHBIE AMYPETHKH MOTYT YMEHBIIATh BBIBEJACHHE HOHOB KalbIUs
MOYKaMHU, IPUBOJIS K HE3HAUUTEIHLHOMY U BPEMEHHOMY MOBBIIIEHUIO COJIEPKaHNs MOHOB KaJbIUs B
1a3Me KpoBH. BhIpa)keHHOE TOBBINIICHHE KOHIICHTPAIIMA MOHOB KaJBIHSI MOXET OBITh CBSI3aHO C
HEJIMarHOCTUPOBAHHBIM THIIepHapatupeo3oM. Ilepen uccmenoBanneM (QyHKIUN MapandTOBHIHBIX
JKele3 cIeayeT OTMEHUTH MPUEM JUYPETUYECKUX CPEJICTB.

Konyenmpayus enoko3sul 6 kposu

Heo6xonuMo KOHTPOTUPOBATh KOHIICHTPAIMIO TIIOKO3Bl B KPOBH Yy TAIMEHTOB C CaXapHBIM
nrabeToM, 0COOCHHO, KOT/1a KOHIICHTPAIlUS MOHOB KaJlus HU3Kas.

Mouesas xucroma

VY DanueHToB C TOBBIIICHHON KOHIIGHTpAIMell MOYEBON KHCIOTHI B IJla3M€ KPOBH HMEETCS
TEHCHIINS K YBEIHUEHHUIO YaCTOThl BOZHUKHOBEHUS IPUCTYIOB MOIArPHhI.

Jluypemuueckue cpeocmea u gyHxkyus nowex

TuasuaHple ¥ THA3UIOTIONO0HBIC TUYPETUKU (D(DEKTUBHBI B MTOJHOW MEPE TOJBKO Y MAIIMEHTOB C

HOpPMAaJIbHOW WJIM HE3HAYMTEJIbHO HAapyHIeHHOW (pyHKIMel mouyek (KOHLEHTpalus KpeaTHMHUHA Y
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JCNEOCBATENEHOCTE 0004)

4 |1
B3POCIBIX ManMeHToB Huxe 210 mr/m wmm 220 MKMOJH,/JI')I.-|

VY MOXUIBIX TAIMEHTOB YPOBEHb KPEATHHHHA B IUIA3ME KPOBU JOJDKCH OICHUBATHCS C YUETOM
BO3pacTa, Beca M IoJia, B COOTBETCTBUU ¢ popmynoii Kokpodra:

Kmupenc kpeatununa (KK) = (140 - Bo3pact) x Bec/0,814 X KOHIIEHTpaIlMs KpeaTHHHWHA B IIa3Me,
/i€ BO3pacCT B roJiax, BeC B KI, KOHIIEHTpAIlHs KpeaTUHUHA B IJIa3Me B MKMOJIb/JI.

dopmyIia TOAXOIUT Ui MY)KUMH MOXKUAIIOTO BO3pAcTa; JJIsl KEHIUH MOKUJIOTO BO3pacTa CienyeT
YMHOXHUTB pe3ynbTaT Ha ko3 duruenrt 0,85.

B Hauane neyeHust AMYPETUKOM Y MallMEHTOB U3-3a TUIIOBOJIEMUU (BCJIEICTBUE BBHIBEACHUS BOJIBI U
MOHOB HATPHsl) MOXKET HAOII0AaThCsl BpEMEHHOE CHI)KEHHUE CKOPOCTH KITyOOUKOBOM (PHIIBTpAIUU U
YBEJIMYEHUE KOHIEHTPAIMM MOYCBUHBI M KpEaTMHWHA B IUIa3ME KPOBH. JTa TpaH3UTOpPHAs
(GyHKIIMOHATbHAS IMOYCYHAs HEIOCTATOYHOCTh HE WMEET HEOJAroNnpHUSATHBIX ITOCICICTBUN IS
MAIMEHTOB C UCXOAHO HOPMaJIbHOU (YHKIIMEH MOYEK, OHAKO MOXKET yCYryONIaTh y)Ke UMeBIIeecs
JI0 Hayasa JieyeHUs HapylieHue GyHKINHN MOYeK.

Cnopmcmenvl

CrnoprcMeHaM clieyeT OOpaTUTh BHHUMAHHE HA TO, YTO JICKAPCTBEHHBIM Mperapar COIEPKUT
JEICTBYIOIIEE BEIIECTBO, KOTOPOE MOXKET JaBaTh IOJOKUTENbHBIN pe3yabTaT MpU MPOBEACHUU
JOTIMHT-TECTA.

Xopuouoanvuwviil 6b1nom, 0CMpas MUONUSL U 6MOPUYHAS 3AKPBIMOY2O0NbHAS 2NIAYKOMA
CynbpoHaMUIBI WX WX MPOU3BOJHBIE MOTYT BBI3BIBATH HIMOCHHKPA3ZHUECKYIO PEAKITHIO,
MPUBOJIAIIYIO K PA3BUTHUIO XOPUOUIATBHOTO BBIMOTA C Ae(EKTOM MO 3PEHUS, OCTPOl MHOMUU U
OCTPOMY TPUCTYIY BTOPUYHOM 3aKPBITOYTOJIBHOU TNIayKOMbl. CHMIITOMBI BKIIIOUAIOT BHE3ATHOE
CHW)KCHHE OCTPOTHI 3pSHHSI HITH O0JTh B TJ1a3aX ¢ OCTPHIM HAYAJIOM M OOBIYHO BO3HUKAIOT B TCUCHUE
HECKOJIBKUX YacOB WJIM HEJCNb OT Hadala Tepaliiy TUA3HIHBIM/THA3UI0TIOIO0HBIM JTHYPETHKOM.
[Tpu OTCYTCTBHH JI€U€HHUSI OCTpasi 3aKPHITOYTOJIbHASA TIIAyKOMa MOKET MPUBECTH K HeoOpaTHMOM
norepe 3peHus. B mepByro ouepenb Tepamus 3aKIIOYAeTCs B MaKCHMaldbHO OBICTPOMl OTMEHE
npenapata. Eciiu BHyTpUTIIa3HOE JaBlIEHHE OCTAETCS HEKOHTPOIHPYEMBIM, MOXKET TOTPEOOBATHCS
HEOTJIO)KHOE MEJIMKAMEHTO3HOE JICUCHUE MIIM XHUPYpPTHYecKoe BMEMmaTebcTBO. DakTopaMu pucka
pa3BUTUS OCTPOH 3aKPBITOYTOJIBHOW TJIAYKOMBI MOTYT OBITh aJJIEPTUYECKHUE pPEaKIuu Ha
Ccynb(hOHaAMUIbI MM TICHUIWJUTHH B aHAMHE3e.

[Tepunponpun

/sotinas broxaoa penun-aneuomenzun-arboocmeporosotl cucmemvl (PAAC)

Hmerorcss maHHble 00 yBENMYEHWM pPUCKA BO3HUKHOBEHHUS apTEepPHAbHON TUIOTEH3HH,
TUTNEPKATMEMUU U CHUKEHUH (DYHKIIMY TToUYeK (BKIIIOYasi OCTPYIO TOYEUYHYIO0 HEJJOCTATOYHOCTD) TpH
coBMecTHOM mnpuMeHeHnn HHTUOUTOpoB AIID ¢ APA II unu amuckupenom. [losTomy nBoiiHas

omokama PAAC mocpenctBom coderanusi uaruoutopa AllID ¢ APA Il unm amuckupeHOM He
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pexkoMenayercs (cM. pasaensl 4.5 u 5.1). Ecnu z[BoﬁHa;}: %ﬁ;b;c;;djé%ﬁﬁ‘nmbﬁiéé&ﬂﬁnﬁ&'m 3TO

JIOJKHO BBINOJHATBHCS OJ CTPOrMM HAONIOACHMEM CHELHUAINCTA MPU PErYISIPHOM KOHTPOJIE
(GyHKLINY TIOYEK, COAEPKAHUS AIIEKTPOIUTOB B I1a3Me KpoBu U A/l

[Ipumenenne wuHrnOutopoB AIID B coderanum ¢ aHTaroHucrtamu penentopoB APA I
MPOTUBONOKA3aHO Y MAalUEHTOB ¢ AuabeTrnyeckoi HedpomaTHel U HE PEeKOMEHAYEeTCS Y APYTUxX
NanueHToB (cM. pazzaensl 4.3 u 4.5).

Kanuticoepezarowue ouypemuxu, npenapamol Kaius, Kaauticooepicawjue 3amMeHumenu nuuesol
conu u nuuesvie 000aKuU

He pexomeHnayercs coBMECTHOE MPUMEHEHHE MEPUHA0NPUIIA U KaluiicOeperaroumx InypeTHKOB, a
TaKXKe MPETapaToB Kalius, KaJHICOAEpKAIINX 3aMEHHUTENCH MUIIEBOW COJM U THIIEBBIX JT00aBOK
(cm. pazzen 4.5).

Heiimponenus / acpanynoyumo3s / mpomboyumoneHnus / anemust

Hmerorcst cooOIIeHrs 0 Pa3BUTUN HEUTPOIIEHUN/arpaHyIOIUTO3a, TPOMOOLIUTONICHUH U aHEMUHU Ha
¢one mpuema wunrnOuropoB AIID. V mnamueHtoB ¢ HOpManbHOH (yHKIMEH mnoyek u 0e3
COITYTCTBYIOIIUX (PAKTOPOB pHUCKa HEHTporeHus Bo3HUKaeT penko. C KpailHel OCTOPOKHOCTBHIO
clenyeT MPUMEHATh MEePUHIONPHI Ha (JOHE CUCTEMHBIX 3a00JIeBaHUN COEAMHUTEIHHOW TKaHH, a
Takke, Ha (OHE MpUEeMa HUMMYHOJEIPECCAHTOB, AIJIOMYPUHONA WU MpPOKaWHAMUIA, WU TpU
COUYETaHUH 3TUX (PAKTOPOB, OCOOEHHO y MAIMEHTOB C HCXOHO HApYIIEHHON (YHKIUEH MOoYeK.

VY HEKOTOpBIX MAalMEHTOB BO3HUKAIU TSDKEIble MH(PEKIMOHHbIE 3a00JI€BaHMs, B DsJie CIIydaes,
yCTOHYMBBIE K HMHTEHCHBHON aHTHOMOTHKOTepanuu. [Ipy Ha3HaueHUM MEpPUHIONpUIA TaKUM
HalveHTaM PeKOMEHAYeTCs NepUOINUYeCKH KOHTPOIMPOBATh YUCIIO JICHKOIUTOB B KPOBH.
[TarueHTsl AOMKHBI cooOLIaTh Bpady O JIOOBIX NpHU3HAKaX WHQEKIIMOHHBIX 3a00JeBaHUI
(Hanmpumep, 60116 B ropJe, Tuxopasaka) (cMm. pazaeinst 4.5 u 4.8).

AHeMHsT MOXXET pa3BHBAThCS y MAIMEHTOB MOCTE TPAHCIUIAHTALMUA TMOYKH WIM Y TAIUEHTOB,
HaXOoJALIMXCs Ha reMoananuse. [Ipu 3ToM cHuKeHne reMorio0ruHa TeM OoJIblie, YeM BhIIle ObLI €ro
NepBOHAYANIbHBIN MOKa3arenab. ITOT 3(Q(dEKT, Mo-BUAMMOMY, HE SIBISETCS /10303aBHCUMBIM, HO
MOET OBITh CBSI3aH C MEXAaHU3MOM JCHCTBUS HHTHONTOPOB AIID.

He3naunTenbHoe CHIKEHHE T'€MOIJIOOMHA MPOUCXOAUT B TEUCHHE TNEPBBIX 6 MeECsIEeB, 3aTeM OH
ocTaeTrcs CTaOWUJIBHBIM M TOJHOCTBIO BOCCTAHABJIMBAETCS IOCIE OTMEHBI Ipemapara. Y TaKHX
MAIMEHTOB JIEYEHHE MOXET ObITh MPOJOJIKEHO, OJHAKO IeMaTOJOTMYECKHe aHau3bl JOJIKHBI
MIPOBOAMUTHCS PETYIISPHO.

Penosacxynapnas cunepmensus

VY nanuMeHToB ¢ ABYCTOPOHHUM CTEHO30M MOYEYHBIX apTEPUM WIIM CTEHO30M apTEPUHN €INHCTBEHHOU
byHKIMOHUpPYIOIIEH MoYkyd Ha GoHe mpumeHeHuss marnOuTOpa AIID BO3pacTaeT puck pa3BUTHS

TUTIOTEH3UW M TIOYE€YHON HemocTaToyHOCTH (cM. pasaen 4.3). Ilpuem nuypeTHKOB MOXKET OBITH
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JIOTIOJTHUTEIBHBIM (PaKTOpOM pucKa (CM. CM. pa3jeln 4@9:’3’1&%&%‘&_;8%]}}41}_ '_I'Iolqe'r'IE1 :IMO>KeT

HAOJII0JIaThCSl YXKE IPU HE3HAUUTEIbHOM M3MEHEHUM KOHILIEHTpAallMM KpEeaTMHHUHA B CHIBOPOTKE
KpPOBH, JJa)K€ y MALIUEHTOB C OAHOCTOPOHHUM CTEHO30M IIOUEYHON apTEpUH.

Metonom seyeHus: peHOBACKYJSIPHOM I'MIIEPTEH3UHU SIBISETCS peBacKyisipu3alusa. TeM He MEHee,
npuMeHeHre MHruouTopoB AIID MoxeT OKka3bIBaTh MOJOKUTEIbHOE JEHCTBHE Y TaHHOHN KaTeropun
NAIUEHTOB, KaK OXXMJIAIOLMX OIEPaTUBHOIO BMELIATENIbCTBA, TaK M B TOM CcCllydae, KOrja
XUPYPru4eckoe BMEIIaTeIbCTBO POBECTH HEBO3MOXKHO.

Jleuenue nexkapcTBeHHbIM mnpenapatoM Wupanamupn + Ilepunponpun KaHoH He mokasaHo y
HAlMEHTOB C YCTAHOBJICHHBIM WM IPEANOJIAaraéMblM CTEHO30M IOYEYHON apTepHH, T. K. TEPAIUIO
clelyeT HauMHATh B YCJIOBHUSIX CTalMOHapa c 0ojiee HU3KUX J103 KOMOMHAIMU MEpUHIONpPHIA U
MHJANaMU/a.

T'unepuyscmeumenvHocms / aH2UOHEBPOMUYECKUL OTNEK

[Tpu npueme unrudbutopoB AIID, B ToM uuciae M NEPUHIONPHIIA, B PEAKHX CIydasX MOMKET
HaOJI01aThCS pa3BUTHE aHTHMOHEBPOTUYECKOTO OTEKa JIMIA, KOHEYHOCTEH, TyO, SI3bIKa, TOJIOCOBBIX
CKJIaJIOK W/miu TopTanu (cM. pasaen 4.8). DTo MOXKeT MPOU30HTH B JIt000H mepuoy tepanuu. [Ipu
HOSBJICHUHM CUMIITOMOB IPUEM MEPUHIONPUIIA TOJDKEH ObITh HEMEUIEHHO MPEKpAlleH, a HalueHT
JIOJDKEH HaOMroaThCsl 10 TeX IMOp, IOKa MPHU3HAKM OTeKa HE MCYE3HYT MOJIHOCThI0. Ecim ortek
3aTparuBaeT TOJIBKO JIUIIO U I'yObl, TO OH OOBIYHO MPOXOAUT CAMOCTOSITENBHO, IIPY STOM B KaUeCTBE
CUMITOMaTUYECKOW TEPANTUU MOTYT IPUMEHSTHCSI AHTUTUCTAMUHHBIE CPE/ICTBA.
AHTHMOHEBPOTHUYECKUH OTEK, COIIPOBOXKIAIOLINIICS OTEKOM TOPTaHU, MOXKET IIPUBECTH K JIETAIIBHOMY
ucxony. OTek s3bIKa, TOJOCOBBIX CKJIQJ0K WJIH TOPTaHU MOXET MPHUBECTH K OOCTPYKLIHHU
JpIXaTeNbHbIX MyTel. [Ipyu mosiBieHnn TakuX CUMITOMOB CJ€AYyeT HEMEAJIEHHO Ha4aTh IPOBOJUTH
COOTBETCTBYIOILYIO TEpPAINIO, HAIIPUMED, BBECTH MOJK0KHO 3MHUHE(QPHUH (aApEeHANINH) B pa3BeIeHUN
1:1000 (0,3 — 0,5 mu1) u/umu 06eceYuTh MPOXOAUMOCTD JABIXATEIbHBIX MTyTEH.

Coobmanocs 0 06osee BBICOKOM PHCKE pPa3BUTHS AHTHMOHEBPOTHMYECKOIO OTEKa Yy MAIMeHTOB
HErpPOUJHOM pachl.

VY mnanueHToB, B aHaMHE3€ KOTOPBIX OTMEYAJICs aHTMOHEBPOTUYECKUN OTEK, HE CBSA3aHHBIA C
nprueMoM UHTHOUTOPOB AIID, MokeT ObITH MOBBIIIEH PUCK €r0 Pa3BUTH MPU pUeMe MpenapaToB
3TOM rpymnsl (cM. paszzaen 4.3).

B penxux ciayuasx Ha ¢oHe Tepanuu nHruOuTopamu AIID pa3BuBaeTcs aHTHOHEBPOTHIECKUN OTEK
KHILEYHHKA.

[Tpu 3TOM y maniMeHTOB OTMeyanack 00Jb B )KHMBOTE KaK H30JIMPOBAHHBII CUMIITOM WJIM B COUYETAHUU
C TOIIHOTOH M PBOTOM, B HEKOTOPBIX ClIyyasx 0e3 MpeAlIeCTBYIOIIEr0 aHTHOHEBPOTHYECKOTO OTEKa
JMLA U IPU HOPMAJIBHOM ypoBHE akTUBHOCTH Cl-3cTepassl. JlnarHos ycraHaBJIMBaJCs € IOMOILBIO

KOMIIBIOTEPHON ToMoOrpaduu OpIOLIHON MOJIOCTH, YIbTPa3BYKOBOTO UCCIEIOBAHUS WIM B MOMEHT
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XUPYPrHYECKOro BMemareabcTBa. CHUMITOMBI npo%gf;n;lE‘]r;b' Egb&t;a:u}_eﬂm aneMa

uHrnoutopos AII®. ITosToMy y manueHToB ¢ 60JIBIO B 00JIACTH KUBOTA, TOIYYAIOLIINX HHTHOUTOPHI
AII®, npu npoBenennn nudhepeHnaaTbHON TMarHOCTUKA HEOOXO0JMMO YUYUTHIBATH BOSMOXKHOCTD
pa3BUTHS AHTHOHEBPOTUYECKOIO OTEKAa KUIIEYHUKA.

CoBMecTHOE MPUMEHEHHE MEePUHIONpPUIa ¢ KOMOMHUPOBAHHBIMU JIEKAPCTBEHHBIMH MperapaTaMu,
COJepXKALIMMH BaJicapTaH + CaKyOMTpHWII, MPOTHUBOIIOKA3aHO, TaK KaK IOBBIIIEH PUCK Pa3BUTHUS
AHTHOHEBPOTHUYECKOro OTeKa (cM. pasnen 4.3), [IpumeHeHre KOMOMHHUPOBAHHOTO JICKAPCTBEHHOTO
npernapara, coiep Kallero BajicapTaH + cakyOuTpHIl, BO3MOXKHO HE paHee, yeM yepe3 36 yacoB mocie
MOCIIEAHEro MpreMa nepunaonpuia. [lpumMenenue nepuHonpuiaa BO3MOXKHO HE paHee, YeM uepe3
36 4yacoB 1moOCi€ NpPEeKpalleHUus IpHeMa KOMOMHUPOBAHHOIO JIEKAPCTBEHHOrO IIperapara,
COJIepIKaIIero BaJicapTa + cakyouTpui (cM. pasznensl 4.3 u 4.5).

CoBMectHOoe mpuMmeHeHue uHruOutopo AIID ¢ wuHrHOUTOpamMu HENpuUIU3UWHA (HANpUMeED,
panekagoTpuioMm), uHruOutopamu MTOR  (Hampumep, CHPOJIUMYCOM,  IBEPOIHMYCOM,
TEMCHPOJIMMYCOM) U TIUNTHHAMH (HAIpUMED, JIMHATIIUIITUHOM, CaKCAarIMITHHOM, CUTATJIUIITHHOM,
BUWJIJIATTIUIITHHOM) MOKET IMPHUBECTH K MOBBIIIEHHOMY PHCKY Pa3BHTHSI aHTHOHEBPOTHUYECKOTO OTEKA
(HampuMmep, OTEeKY JIbIXaTeNbHBIX MyTEH WM sI3bIKa, C HAPYIIEHUEM bIXaHHUS Wid 0e3 Hero) (cm.
paznen 4.5). Cnenyer coOm0aTh OCTOPOKHOCTH MPH HA3HAYCHHUH DPAalleKa0TpUiia, HMHTHOUTOPOB
MTOR (mampumep, cuponmMyca, 3BEpOIUMYCa, TEMCHPOJIMMYCa) W TJIMITHHOB (HAmpUMep,
JMHATJIMNITHHA, CAKCATIIUITHHA, CATATJIMIITHHA, BUIJATIMIITAHA) Y TTAIIMEHTOB, YK€ PUHIMAFOIIIX
unru6urop Alld.

Anagunaxmouonsie peakyuu npu nposedeHuU 0eceHcuduIU3ayuu

HmeroTcss  OTHENbHBIE  COOOMICHWS O  Pa3BUTUU  JUTUTENBHBIX, YTPOXKAIOIMIUX  JKU3HU
aHA(QUIAKTOUIHBIX pEaKIWid Yy TMalueHTOB, TodyJaronmx uHruouroper AIlD Bo Bpems
JIECEHCUOMIM3UPYIOLIEH Tepanuu SA0M  IMEpernoHYAaTOKPBIIBIX HACEeKOMBIX  (MYEINbl, OCHI).
Nuru6uropel AII® HE0OX0IUMO NMPUMEHSATh C OCTOPOXKHOCTHIO Y CKIOHHBIX K ajNIEPrHYECKUM
peakusM TAIMEHTOB, TMPOXOIANIMX TPOLEaypbl naeceHcuOunmzanuu. Crnemyer wu30erarhb
npuMeHeHuss  uwHrHOWTOpa  All®  mammeHTaMm, TOMYYalOMUM  WMMYHOTEPANHIO  SIIOM
NEePEeNOHYAaTOKPBUIBIX HACEKOMBIX. TeM He MeHee, Y NalMeHTOB, KOTOPbIM HEOOXOAMMO Kak
npuMeHeHne uHruOutopoB AIID, Tak W MpoBeACHHE TMPOLEAYpPhl JeCeHCHOMIM3aluy,
aHapUIAKTOUTHOW pEaKIMK MOKHO M30eKaTh IMyTeM BpeMeHHOI oTmeHbl mHruoutopa AIID He
MEHee, 4eM 3a 24 Jaca 10 HavaJjia Mpoueyphl.

Anagunraxmouonsie peakyuu npu nposedenuu agepesa JIITHIT

B peaxux ciny4asx y HanMeHTOB, mosydaromux uHruouropsl AIID, npu mpoBeneHun adepesa
JIIIHIT ¢ wWcnonb3oBaHWEM  JEKCTpaHa CynbdaTa pa3BUBAIMCH  YIPOXKAIOIIME  KUZHH

aHauIaKTOUIHBIE peakuuu. J[Jis mpeaoTBpalieHus aHaQIaKTOUIHON peakliUy CIelyeT BpeMEHHO
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Tlayuenmoi, HaxoOsawuecs Ha cemoouanuse

VY nanuenTtos, nonyvarouux HHruoutopsl AIID, npu npoBeaeHnN reMoIanu3a ¢ UCIOIb30BAHUEM
BBICOKONIPOTOYHBIX MeMOpaH (Hanmpumep, ANG69®) Gbimu oTMeueHb! aHAQUIAKTOUTHBIE PEAKIINH.
[ToaTomMy >KenaTeabHO MNPUMEHATH MEMOpaHy JpYroro THUIa WM HPUMEHSATh THUIOTEH3UBHOE
CPEICTBO Ipyroi (hapMaKoTepaneBTUICCKON TPYIIIIHL.

Tlepsuunvlii cunepanrbO00cmepoHu3M

[TarueHTsl C MEPBUYHBIM THUIEPATBJOCTEPOHU3MOM, KaK IPaBHIO, HE BOCIPUUMYHUBBEL K
AHTUTUINIEPTCH3WBHBIM IIpernaparaM, ACHCTBHE KOTOPBIX OCHOBaHO Ha WHruoupoBanmu PAAC.
[ToaTOMy IprMEHEHUE TIpenapara y TAKUX NalMEHTOB HE PEKOMEH/IYEeTCSl.

Kawenw

Ha ¢one tepanuu unrubutopom AIID MoxkeT oTMedaThbcs CyXOW YIMOPHBIN Kalllelb, KOTOPBIN
MCcYe3aeT Mociie OTMEHHI npenapara. [Ipu nosiBineHnn y nayeHTa cyxoro Kaiuis clieyer

MIOMHUTBH O BO3MOKHOM SITPOT€HHOM XapakTepe 3Toro cumnroma. Eciu evamniuii Bpad CUUTaET, YTO
tepanust “Hruouropom AlldD HeoOXoMMa MAMEHTY, BO3MOXHO MTPOJODKCHHE TIPHEeMa IperapaTa.
Puck apmepuanvhoii cunomensuu u/unu noueyHou HeOOCMamoyHocmu (y NAyueHmo8 ¢ cepoeyHoll
HeOdoCmamoyHOCMb10, HapyuleHueM 800HO-3]1eKMPOIUMHO20 baianca u m.o.)

[Ipy HEKOTOPHIX MATOJIOTHYECKUX COCTOSHUSAX MOXKET OTMEUaThCS 3HAUYMTENIbHAs aKTHUBAIUS
CHUCTEMBI «PEHUH-aHTMOTEH3UH-AJIbIOCTEPOH», OCOOEHHO TMPU BBIPAKEHHOW THUIIOBOJIEMHUH W
CHI)KEHMU COJIEp)KaHUsl DSJIEKTPOJIUTOB B Mia3Me KpoBu (Ha (oHe OecconeBOl IUETHl WU
JUIMTETILHOTO TpUeMa ANYPETUKOB), V MAIlMEHTOB C HMCXOJHO HU3KUM AJl, CTEHO30M MOYEYHOM
apTepuu, 3aCTOMHOMN CEPACYHON HEAOCTATOYHOCTHIO WIIA LIMPPO30OM MEUYEHHU C OTEKAMH U aCLIUTOM.
[Tpumenenue unrubutopa AII® Bb3biBaeT Onokanxy PAAC u mosToMy MOXKET CONMPOBOKIATHCS
pe3kuM CHIDKeHHeM AJ] u/unu TOBBIIEHHEM KOHIEHTpAllMd KpeaTUHWHA B IUIa3Me KpOBH,
CBUJICTENHCTBYIOIIUM O Pa3BUTUU (DYHKIMOHAIBLHOM MOYEYHON HEAOCTATOYHOCTH. DTHU SBICHHS
yamie HaONI0Jal0TCs TPU MpPUEME TEpPBOM T03bI MpernapaTa U B TEUYCHHE MEPBBIX JBYX HEICHb
Tepanuu. B peakux ciydasx 3TH COCTOSIHUS PA3BUBAIOTCS OCTPO U B IPYTHE CPOKH Tepamnuu. B Takux
CIIy4asiX MPU BO30OHOBIEHUH TEPallUU PEKOMEHIYETCS MPUMEHSTH Mpenapar B 6ojee HU3KON 103e
Y 3aT€M MOCTENEHHO YBEJIIMUMBATh J103Y.

Toowcunou eos3pacm

[Tepen HawamoM npueMa MepUHIONPHIIa HEOOXOUMO OIICHUTH (DYHKITHOHAbHYIO aKTUBHOCTD ITOYEK
U cofiepKaHKe Kallus B IJ1a3Me KpoBU. B Hauane Tepanuu A03y mpernaparta moaduparoT, YUUThIBast
cTenieHb cHIKeHHUS AJl, 0coOeHHO B ciyyae 00€3BOKHMBAHUS U MOTEPU ANEKTponauToB. [TomoOHbIE
MEpBI MTO3BOJIAIOT U30€kKaTh pe3KOro CHIKeHus A/l.

Amepocknepos
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 04.08.2023 N= 143957

Puck apTepuanbHON TMIIOTEH3UU CYLIECTBYET Y BCEX ﬂﬁgéﬂgg'%Eﬁia%%tl@;oTéb%B&ﬁ(Hocn

cleyeT coOMoAaTh, MPUMEHSS Mpernapar y MalueHTOB C HMIIEMHYECKOW OOJEe3HBIO cepiaua |
HE/I0CTaTOYHOCTHIO MO3TOBOTO KPOBOOOpAIleHHs. Y TaKUX MALMEHTOB JICUEHHUE CIIEAYET HAaUNHATh C
HU3KHUX /103 [pernapara.

Cepoeynas nedocmamouHocmy/ madicendas cepoedHas HeOOCMAamoyHOCHb

Y MmanuMeHToB C TsDKENOH cepaedHoi HemoctarodHocThio (IV  ¢dyHKIMOHATBHOTO Kjacca IO
kiaccudukauu NYHA) neyenue nekapctBeHHbIM npenapatom Munamamun + [epunnonpun Kanon
HE [TOKa3aHo, TaK KaK Teparnus J0JKHA HAYMHATHCS ¢ 60JIee HU3KHX /103 KOMOMHAIIMY IEPUHIOTIPUIIA
U MHJaMaMua v MoJ1 THIaTeIbHbIM BpaueOHbIM KOHTPOJIEM.

[laniueHTHl C apTepUabHOM THUIMEPTEH3UEH C HWIIEMUYECKON OOJE3HbIO cepjilla He JAOJKHBI
npeKpamaTh nprueM Oera-aapeHo010KkaTopoB: HHIHOUTOPE! AIID MOMKHBI IPUMEHSATHCS BMECTE C
OcTa-aipeH00I0KATOPAMH.

Tlayuenmui ¢ caxaprvim ouabemom

VY manueHToB ¢ MHCYJIMHO3aBHUCUMBIM CaXapHBIM AHAa0eTOM (OMACHOCTh CIIOHTAHHOTO YBEJINYCHHUS
COJIep)KaHusl Kajusl) Tepamus JieKapcTBeHHbIM npenaparom WMupanamupn + Ilepunponpun Kanon
Helesnecoo0pasHa, MOCKOIbKY JICUCHUE JTOJKHO HAYMHATHCS ¢ MUHUMAIIBHBIX JI03 U IPOXOJIUTH MO
MOCTOSTHHBIM Bpau€OHBIM KOHTPOJIEM.

YpOoBEeHb IMIMKEMHUH JIOJKEH TIIATEIbHO KOHTPOIMPOBATHCS Y MAMEHTOB C CaxapHbIM JHAa0ETOM,
paHee NOJy4YaBUIMX IEpOpalbHbIE CAaXapOCHWKAIOUIME MpernapaThl WM UHCYIMH, a UMEHHO B
Te4eHHue MepBoro mMecsua repanuu uHruouropom AIlD (cm. paznen 4.5).

OmHuuueckue paziudus

[lepunnonpun, kak u Apyrue uHruoutopsl AIID, oka3biBaeT SBHO MEHEE BBIPRXKEHHOE
AHTUTUIIEPTEH3UBHOE JEMCTBHE Y MALIMEHTOB HETPOUIHON Pachl 10 CPABHEHUIO C IIPEJICTAaBUTEIIIMU
apyrux pac. Bo3moxHO, 3T0 pasnuuue 0oOyCIOBIEHO T€M, YTO Y MAlUEHTOB C apTepHabHOU
TUIIEPTEH3HUEN HETPOUIHOM pachl Yalle OTMEYAETCsl HU3Kasi aKkTUBHOCTh PEHHHA.

Xupypeuueckoe emewamenbcmeo/ anecmesus.

[Tpumenenue uHrub6utTopoB AIID MoOXKeT mpuBECTH K TMIIOTEH3UWH, OCOOEHHO NPU COBMECTHOM
OPUMEHEHUU CPEJICTB Ul aHeCTEe3UH, O0JIafaloluX aHTUTUIIEPTEH3UBHBIM JieiicTBueM. [loaTomy
pPEKOMEH/IyeTCsl IO BO3MOXKHOCTH MPEKpaTuTh npueM HHruoutopos AlID mnurensHOro neicTaus,
TaKUX KakK EPUHIONPUJI, 38 CYTKH J0 XUPYPrHUECKOro BMEIIATEIbCTRA.

Cmenoz aopmanvbHo20 UMY MUMPATLHO20 KIANAHo8/ 2unepmpoguueckas 00CMpPYKMUHAs
KapOUuOMUonamusi

WNuruburoper AII® 1OMWKHBI C OCTOPOXKHOCTBIO HA3HA4aThCsl MAalMEHTaM C OOCTpyKUHeH
BBIHOCSIIIETO TPAKTAa JIEBOTO JKEITy104Ka.

Ileuenounas neoocmamoynocme
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 04.08.2023 N= 143957

B penxux cnydasx Ha ¢pone nmpuema HHruoutopoB AIID %%HQ?&%I@E%E@E %(éﬂl"%:'a [Ipu

IPOTPECCUPOBAHUH 3TOTO CHHAPOMA BO3MOXHO pa3BUTHE (YIbMHHAHTHOTO HEKpO3a IEYCHHU,
MHOTJa C JICTAJIbHBIM HUCXOJ0M. MexaHu3M pa3BUTHs 3TOr0 CHHJpoMa HesiceH. [lpu mosBieHun
JKENTYXU WIM MPU 3HAYUTEIbHOM TOBBIIICHUHM AaKTUBHOCTH IMEYEHOYHBIX ()epMEHTOB Ha (¢oHe
npuemMa HHruouTopoB AII®D marueHTy cienyeT npekparuth npruemM nHruoutopa AII® u HaxoIuThCA
M0JT COOTBETCTBYIOIIMM CUTYaIlMU HaO0IeHNEeM Bpada (cM. pasnen 4.8).

T'unepranuemus

['unepkanuemMusi MOXET pa3BUBATLCS BO Bpems jeueHus muHruOutopamu AIID, B Tom uucie, u
nepunjonpuiaoM. Muaruburopsr AIID Moryr BbI3bIBaTh TUIEPKAIUEMHUIO, IOCKOJIBKY OHU
MHTUOMPYIOT BBICBOOOXIEHUE albocTepoHa. D(PdeKkT OOBYHO HE3HAUMTENEH y MAIMeHTOB C
HOpMalibHOW  (yHKIMeH mouek. @DakTopaMu puCKa THICPKAIMUEMHH SBISIFOTCA IOYEYHAs
HEJOCTAaTOYHOCTh, yXy/IIeHne (YHKIUU TOoYeK, Bo3pacT crapuie 70 7neT, caxapHblii nuaber,
HEKOTOpPbIE COIYTCTBYIOLLIME COCTOSIHUS, B YAaCTHOCTHU, JAETUAPATALMS, OCTpas JACKOMIICHCALUs
CepJIeYHOM 1eATEIbHOCTH, META0OINYECKH alln103, COBMECTHOE IIPUMEHEHHUE KanuiicOeperarnmx
JUYPETUKOB (TaKUX KaK CIIMPOHOJIAKTOH, 3IIJIEPEHOH, TPUAMTEPEH, aMHIIOPU]T), @ TAK)KE MPENapaToB
KM WIM KaJIUWCOAEPKAIMX 3aMEHUTENECH MUILEBOM COJM, a TakKe MPUMEHEHHE IPYrux
MPernapaToB, CIOCOOCTBYIOIIMX MOBBIIICHUIO COJEP)KaHUs Kalusg B IUIa3Me KPOBH (Hampumep,
renapuHbl, KO-TPUMOKCA30J, TAaKKe M3BECTHBIM Kak KOMOMHauMs cyinb(ameTokca3on -+
TpuMeTonpum™, JApyrue uHruoutopsl AlIl®D, aHTaroHucTsl peuentopoB aHruoreHsuHa Il
arneTUIICATUIIMIOBas KucioTa (3 r/cyTku u Oonee), UHTUOUTOPHI HuKiIookcureHasbl-2 (L[OT-2) u
HecenekTuBHble HIIBII, ummMmyHozmenmpeccaHTbl, Takue Kak LHMKJIOCIOPUH WIH TaKpOJIUMYC,
TPUMETOTIPUM) M 0OCOOEHHO aHTArOHUCTHI aJILJOCTEPOHA HITH OJIOKATOPHI PELIETITOPOB aHTHOTEH3MHA.
[IpumeHeHrne mpenaparoB Kaius, KajuiicOeperarommx AUYPETUKOB, KaJUilcoAeprKalux
3aMEHUTENIEHN MMIIEBOM COJIM MOXKET NPUBECTH K 3HAUUTEIIBHOMY MTOBBIIIEHUIO COJEP/KAHUS KaJIHs B
KPOBH, 0COOEHHO y MAIMEHTOB CO CHUKEHHOM (pyHKIMeH mouek. I unepkaneMuss MOXeT MPUBECTH
K Cepbe3HbIM, HHOrja (¢aTalbHBIM HapyLIeHHsIM cepaeyHoro putMma. KanuiicOeperaromnue
JUYPETUKN M OJIOKaTOphl PELENITOPOB aHTMOTEH3WHA CIEAYEeT MPUMEHSTh C OCTOPOKHOCTBIO Y
HalMEeHTOB, Moyyyaromux HHruouropsl AIID, a Taxke ciaeayeT KOHTPOJIUPOBaTh YPOBEHb KaJHsl B
CBIBOPOTKE U (PYHKIIHIO MOYEK.

Ecnin HeoOXoIMMO COBMECTHOE NMPUMEHEHHE YKa3aHHBIX BBIIIE MpPENapaToB, JeueHUe IOHKHO
MIPOBOAMTHCS C OCTOPOXKHOCTHIO Ha (POHE PEryysIpHOTO KOHTPOJS COJAEp)KaHHS HOHOB Kalus B

CBIBOPOTKE KpOBH (cM. pazzaen 4.5).
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 04.08.2023 N= 143957

(NOCNEOQCBATENEHOCTE 0004)

BcnoMorarenbpHEIC BEIISCTBA

IIpenapar Mupanamun + Ilepunnonpun KaHoH copepskuT JiakTo3el MoHoruapar. llanmeHntam c
pPEIKO BCTPEYAIOLICICS HACIEICTBEHHONH HENEePEeHOCHMOCTBIO TaJlaKTO3bl, AC(HUIUTOM JaKTa3bl
JIoTIapeil Uiu TIII0K030-TalaKTO3HOUW ManbabcopOIueil He cieyeT MPUHUMATh 3TOT Ipenapar.
[Ipenapar Uunanamun + Ilepunmonpun Kanon conmepxut menee 1 Mmonb (23 Mr) Hartpus Ha
1 TabneTKky, TO ecTh, 10 CyTH, HE COJACPKHUT HATPHSI.

eTH
JlekapctBennsblii mnpenapar Wumanamun + Ilepunponpun KaHOH NpPOTHMBONOKAa3aH JETIM H
MOJIPOCTKAaM B Bo3pacTe A0 18 jeT u3-3a OTCYTCTBUSA AaHHBIX 00 3P (PEeKTUBHOCTH U O€30MaCHOCTH
IPUMEHEHHUS IEPUHIONPUIIAa U UHAANAMU/IA, KaK Pa3AebHO, TAK U COBMECTHO Y NAIIUEHTOB JaHHON
BO3PAaCTHOM TPYIIIBIL.
4.5. B3aumoneiicTBHe ¢ JPYrHMH JIEKADCTBEHHbIMH IMpenaparamMM W Jpyrue BH/bI
B3aNMOJAeHCTBUSA

OoO1ee g NEPUHAONPUIIA U MHIAIAMUIA

Kombunayuu, ne pexomenoyemvle K npumeneHuro

Hpenapambl JUMUA

[Ipy coBMecTHOM NpPHUMEHEHHMH NpenapaToB JUTUA W UHruoutropoB AIID coobmanocs 06
00paTMOM MOBBIIIEHUU COJAEPKAHUS JINTUS B IUIa3Me KPOBHU U CBS3aHHBIX C 3TUM TOKCHYECKHX
s ¢ekrax. CoBMECTHOE MpUMEHEHUE KOMOWHAIMU MEePUHIONPHIIa U UHAANaMua ¢ rpenapaTaMmu
auTus He pekoMeHayercs. IIpu HeoOXoaMMOCTH MPOBEAECHUS TaKOW TEpaIrluu CIEAYET PEeryyspHO
KOHTPOJIMPOBATh KOHIIEHTPALMIO JINTH B IIa3Me KPoBHU (cM. pazzen 4.4).

Jlexapcmeennvie npenapamvl, couemanue ¢ KOMOPbIMU mpebyem 0coH020 GHUMAHUA U
0CMOPOANCHOCTIU

baxnogen

Ycunenne aHTUTHIIEPTEH3UBHOTO eicTBUs. CreayeT KOHTpoiaupoBath Al M mpu HEOOXOAUMOCTH
KOPPEKTUPOBATh 103bl AaHTUTUIIEPTEH3UBHBIX MPENapaToB.

Hecmepououvie npomusosocnaiumenvuvie npenapamsl  (HIBII) (sknrouas  evicokue 003bl

ayemuacaiuyurosou kuciomel bonee 3 2/cymxu)

[Tpu onHOBpeMeHHOM MpuMeHeHUU MHruouTopoB AlID u HIIBII (aneruncanuiuinoBas KUcIoTa B
7103€, OKa3bIBAIOMICH MPOTHBOBOCIAIHUTENBHOE JICWCTBUE, WHTUOMTOPHI ITUKIOOKCHTEHA3BI-2
(IOI'-2) u necenextuBHble HIIBII) moker HaOmomaThCs oOclaOIeHHE AHTUTHIICPTEH3UBHOTO
apdexta. CoBmecTHOe npumenenne nHruouropos AII® u HIIBIT MokeT mpUBOAUTE K YBETUUEHUIO
pHcKa yXyAlleHHs (YHKIUHM MOYeK, BKIJIIOYas pa3BUTHE OCTPOMl MOYEYHOM HEIOCTaTOYHOCTH, U
YBEJIMUYEHUIO CO/ICPKAHMS KaJIHsl B CHIBOPOTKE KPOBH, OCOOEHHO Yy MAIMEHTOB C UCXOJHO CHUKEHHON

dbyukmueit moyek. Cienyer cob01aTh OCTOPOKHOCTH MPY MPUMEHEHUH KOMOMHALIMY TTpernapaTa u

15



COOTBETCTEBYET JKCNEPTHOMY OTYETY
. oT 0400 E':E':'-._-:.Ei Mz :l-'J:BE L
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KHUJIKOCTH, PEKOMEHYETCSI KOHTPOJIMPOBATh (PYHKIUIO MTOYEK KaK B Hayaje COBMECTHOM Teparuu,
TaK U NEPUOAUYECKU B IIPOLIECCE JICUEHHUS.
Couemanue npenapamos, mpebyloujee HUMAHUS

Tpuyuxiuyeckue anmudenpeccanmbz, dHmuncuxomu4eckue npenapanivl (Heﬁpwzenmuku)

[IpenmapaThl 3TUX KIACCOB YCHJIMBAIOT AaHTHUTUIEPTEH3UBHBIA 3()(EKT M yBETHMUMBAIOT PHUCK
OpPTOCTAaTUYECKON TUIIOTEH3UH (ATUTHBHBIHN 3 (deKT).

HWunanamun

Couemanue npenapamos, mpebyroujee 0coooii OCMmopoOACHOCIU

Ipenapameut, CNOCOOHbLE Bbl3bIEANMD no;zwwopdmwo cheﬂVaOVKOGVIO maxukapauio muna «nupyani)

W3-3a pucka pa3BUTHS TUINOKAIUEMHU CIIEIYeT COONIOATh OCTOPOXKHOCTh TPH COBMECTHOM
Ha3HAuYEHUM MHJanaMuja ¢ IpernaparaMy, ClIOCOOHBIMU BbI3bIBATh MOJUMOP(PHYIO KEJIyI0UYKOBYIO
TaXUKaAp/UIO TUIA «[TUPYAIT», BKIIIOYAsl, HO HE OIPaHUYUBAsICh:

. aHTHApUTMUYECKHE JIEKApCTBEHHbIE Impemnapatel |A Kkiacca (Hampumep, XWHUMH,

runpoxuHuanH, uzonupamun) u |C kacca (dprexkannun);

. aHTHApUTMUYECKUE JIeKapcTBeHHble mnpenapaTtsl [II kiacca (Hampumep, aMHOIApoOH,

nobeTuiu, HOyTHIINA, OpeTUIIN, COTaIOoN, APOHEIAPOH);

. HEKOTOpbIe HEWpOJEeNTUKU: (EHOTHA3WHBI (HAmpHUMep, XJIOPIPOMa3WH, IMaMeMa3uH,

JIEBOMETIPOMAa3UH, TUOpPUJA3uH, TpudiayonepasuH), OeH3aMuIbl (HalpUMep, aMHCYJIbIPUI,

CYJBIIUPHUJ, CYIbTONPUA, THANPUA), OyTHpOo(EeHOHBI (HampuUMep, IPONMEPHUIO0J, TaJONepUzoN),

Jpyrue HeHpoNenTHKY (Hanpumep, MUMO3U, CEPTHHIO0MN);

«  AHTHJENPECCAHTHI: TPUIUKINIYECKUE aHTUACTIPECCAHTHI, CEIEKTUBHBIE MHTHONTOPHI 0OPAaTHOTO
3axBaTa CEPOTOHMHA (IIUTANONPAM, ICIUTAIONPAM);

«  aHTHOAaKTepualbHble CpeACTBA:  (DTOPXMHOJIOHBI  (J€BO(IOKCAIIMH, MOKCH(IIOKCAIMH,
cniapIoKcalH, TUNPOo(IOKCAMH; MAKPOIH bl (3pUTPOMULIMH ITPU BHYTPUBEHHOM BBEJICHUU,
A3UTPOMMIIVH, KIIAPUTPOMHIIMH, POKCUTPOMUIIIH, CITMPAMHIINH ); KO-TPUMOKCA301T,

*  TMPOTHBOTPHUOKOBBIE CPEACTBA psla a3o0JioB (BOPUKOHA30J, HWTPAKOHA30JI, KETOKOHA30Il,
drykonazon);

*  IPOTUBOMAIISIPUIHBIEC CPEACTBA (XUHHUH, XJOPOXHH, Me(PIOXHUH, TagodanTpuH, TyMehaHTPHH);

*  aHTHAHTHUHAJIBHBIC CPEACTBA (paHOA3WH, OCTIPUIN);

*  TPOTHBOOITYXOJIEBBIE TpenapaTsl ¥ UMMYHOMOYJISTOPHI (BaHAETaHUO, MBIIIbSIKA TPUOKCH]I,
OKCAJIMIJIATHH, TAKPOJIUMYC, aHArpesIum);

*  IPOTHUBOPBOTHBIE CPE/ICTBA (OHIAHCETPOH);

*  CpEACTBa, BIUAIOUINE HA MOTOPUKY JKETYA0YHO-KUIIEYHOT O TpaKTa (L13anpu, JOMIEPUIOH);

*  AHTUTHUCTAMUHHBIE CpeJCTBa (aCTEMHU30J1, TepPeHaaH, MU30JIACTHH);
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*  TMpodYMe: NMEeHTaMHUIWH, TU(EMaHWII, BHUHKAMUH npﬁ%é’f%ﬁ&\]; %EE}I_Q;III/H/I :Bglli;:(l;’i%[;CCCI/IH,

TEPIUINPECCHUH, KETAHCEPUH, TPOOYKOJI, MPortodo, ceBodaypaH, TEPOIUINH, IUIOCTA30.
Crnenyer mpoBOIUTH MNPO(PHIAKTUKY THUMOKAIMEMUHU M TPH HEOOXOIUMOCTH €€ KOPPEKIIHIO;
KOHTpoJupoBath uHTepBai QT.

Ipenapamet, CNnocobHbLE BbI3LIEANb CUNOKATUSMUIO

Awmoporepuniva B (mpu BHYTpHBEHHOM Ha3HAYEHHH), TIIOKO- U MUHEPATOKOPTUKOCTEPOUIBI (IIpH
CHCTEMHOM Ha3HAUYEHUH), TETPAKO3AKTH]I, CIAOUTEIbHBIE CPEICTBA, CTUMYJIUPYIOIINE MOTOPUKY
KUIIEYHHUKA: YBEJIMYEHNE PUCKA PA3BUTUS TUIIOKAIMEMUH (aJAUTUBHBIN 3P PEKT).

Heo6xo1uM KOHTPOJIb COAEp KAaHUS KaKsl B IU1a3Me KPOBH, P HEOOXOIUMOCTH - €r0 KOPPEKIIHSL.
Ocoboe BHUMaHME cCJEIyeT YyAeNATh IalUEHTaM, OJHOBPEMEHHO IIOIYYaIOLIUM CEpACYHbIE
rmko3uapl. CrienyeT NpUMEHSTh CIIa0WTEIbHBIE CpPEACTBA, HE CTHMYJIHPYIONIME MOTOPHKY
KHIIEYHUKA.

Cepoeunble 2nuko3uobl

['unokanuemMusi ycuJIMBaeT TOKCHMYECKOE IEHCTBUE CEPACUHBIX TIMKO3UIOB. [Ipu coBmecTHOM
NPUMEHEHUN WHIANaMUJa M CEPJACYHBIX TIMKO3UAOB CIEAyeT KOHTPOJHUPOBATH KOHIEHTPAIUIO
KaJIis B 1ia3mMe KpoBu U nokazarenu JKI' 1 mpu HeoOX0IMMOCTH KOPPEKTUPOBATH TEPAITHIO.
Annonypunon

[Ipy CcoBMECTHOM TPUMEHEHHH C WHJAMAMHUIOM BO3MOXKHO TIOBBIIICHHUE YaCTOTHI PEaKIUi
TUTIEPYYBCTBUTEILHOCTH.

Couemanue npenapamos, mpeodyoujee BHUMAHUS

Kanuicbepezarowue ouypemuku (amuiopud, CRUPOHOJIAKMON, MPUAMMEDEH)

Takoe coueraHue OOOCHOBAaHHO y HEKOTOPBIX ManueHToB. [Ipm 3ToM MokeT HaOIOIATHCS
TUIOKAJIMEMUS WU TUIIEPKAIUEeMHUs (B YaCTHOCTH, Y MAIIMEHTOB C TOYEYHON HEJJ0OCTaTOYHOCTbIO MIIN
caxapHbM auaberom). Ecin HEoOXOOMMO COBMECTHOE NMPUMEHEHUE WHAANaMHla M yKa3aHHBIX
BBIIIIE KaTUicOeperaronmx JUypeTHKOB, ClIeAyeT MPOBOAUTE KOHTPOJIb COJIEPKaHUS KaJlKs B IJ1a3Me
kpoBH u napamerpos DKI'. [Ipu Heo6XxoaUMOCTH cxema JIeUeHHUs MOKET OBITh IEPECMOTPEHA.
Memdopmun

OyHKIMOHANbHAS TOYeYHass HeI0CTaTOYHOCThb, KOTOpas MOXKET BO3HHMKaTh Ha (poHe mpuema
JMYPETUKOB, OCOOEHHO «IIETIEBBIX», IPH COBMECTHOM NMPHUMEHEHHH MET(HOPMHUHA MOBBIIIAET PUCK
pa3BUTHS MOJOYHOKHCIOro amnuaosa. He cinemyeT mpuMeHSTb METQOPMHUH, €CIIM KOHLEHTPALUs
KpeaTMHHHAa B I1a3Me KpoBu mpeBbimaer 110 mr/n (135 MxMonb/n) y MyxkuuH u 12 mr/n
(110 MKMOJIB/T) y KEHIIUH.

HO()CO@@DOK‘CZWUB KOHmMpAacniHvle seuiecmeda

OO6e3BokMBaHME OpraHu3Ma Ha (oHEe MpHeMa AUYPETUYECKUX TMPEernaparoB YBEIUYUBAET PHUCK

pa3BUTHS OCTPOM TOYEUHON HEJOCTaTOYHOCTH, OCOOEHHO IMpPU TMPUMEHEHHHM BBICOKHX J103
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HojacoaepKalmux KOHTpacTHhIX BemiecTB. Ilepen npnﬁg&hﬂg\;'fﬁgfcgﬁ%ﬁn-{ :'Klg:l-'-:II"I"%ACTHLIX

BCIICCTB IMallMCHTaM HGO6XOI[I/IMO KOMIICHCHUPOBATh MOTCPIO KUAKOCTHU.

Kanvyuit (conu)

HpI/I COBMCCTHOM INPHUMCHCHHU BO3MOXXHO pPa3BUTUC THUICPKAIBIUEMHU BCJICACTBHUEC CHUKCHHA
OKCKPCUHU KAJIbIUA ITOYKAMMU.

Luxnocnopur, makpoaumyc

Bo03MO0XHO MOBEIILIEHHE KOHIOCHTpAlMU KPpCaTUHUHA B INIa3MC KPOBH 0e3 u3MeHECHUS KOHOCHTpAalUun
HUKIOCIIOPHHA B IJIa3M€ KPOBH, JaXKC [P HOPMAJIbHOM COACPKaAHWH BOJAbI U HOHOB HATPH.

Kopmukxocmepouodwl, mempako3akmuo (npu cCucmemMHoM npuMeHeHul)

YMeHbIIeHHe aHTHTUIEPTEH3UBHOTO 3(dekra (3amepxka coau W BOAbI Ha (OHE NPUMEHEHHUS
KOPTUKOCTEPOUJIOB).

Ilepunponpuin

JlaHHbIe KJIMHUYECKUX HCCIIEOBAaHHUM IMOKa3bIBalOT, 4TO JBOMHas Onokana PAAC B pesyinbrare
COBMECTHOTO IpuMeHeHuss HHrHOnTopoB AIID, APA Il wim anuckupeHa NpuBOANT K YBETHUCHHIO
YacTOThl BO3HMKHOBEHMSI TaKHX HEXEJIaTelbHbIX SBJICHUHM Kak apTepualibHas TUIIOTEH3US,
TUIEPKAIMEMUS U CHUKEHHE (QYHKIMHU NOYeK (BKJI0Yas OCTPYIO MOYEYHY HEAOCTATOUYHOCTS), 10
CPAaBHEHHUIO C CUTYyallUsIMHU, KOT/1a IPUMEHSAETCS TOJIBKO OJIMH Ipenapar, Bozaeicreyromuii Ha PAAC
(cM. pasaenst 4.3, 4.4 u 5.1).

Jlexapcmeennvle npenapamul, NOGbLUAIOWUE PUCK PA3GUMUS  AHSUOHEBPOMUYUECKO20 OmeKda
OpnHoBpeMeHHbIN mpueM uHruOuTOpoB AIID ¢ komOumHanmell BajcapTaH + CaKyOUTpHI
IPOTHBOIOKA3aH, TaK KaK 3TO YBEJIWYHBAET PUCK aHTHOHEBPOTUYECKOTO OTeKa (CM. pasnensl 4.3 u
4.4). TlpumeHeHrne KOMOMHAIIMY BaJicapTaH + caKyOMTPUIT BOZMOXHO HE paHee, 4eM uepe3 36 4acoB
nocjie MpUMEHEHMsI TocaeiHel 103kl nepuHaonpuia. [IpumeHeHrne nepuHIoNpuiIa BO3MOKHO HE
paHee, yeM dyepe3 36 yacoB mocjie NPUMEHEHHUS NOCIeTHEeH 103bl KOMOMHAIMM BajicapTaH +
cakyoutpui (cM. paznensi 4.3 u 4.4).

CoBMectHOe mnpumeHeHne HHruoutropoB AIID ¢ paunekanorpunom, wunruouropamu mTOR
(HampuMep, CHUPOIMMYCOM, 3BEPOJIMMYCOM, TEMCHUPOJIMMYCOM) W IJIMITHHAMU (Hampumep, Ju-
HarJIMOTUHOM, CAKCarJIMIITUHOM, CUTArJMOTHHOM, BWIJAIVIMIITUHOM) MOXKET MPHUBECTH K
HOBBIIIEHHOMY PUCKY aHTHOHEBPOTHUYECKOTO OTeKa (cM. paznen 4.4).

Jlexapcmeennvle npenapamel, 8bl3v18A0OUWUE SUNEPKATUEMUIO

Hecmotps Ha TO, 4TO ypOBEHb Kallusl B CHIBOPOTKE KPOBU OOBIYHO OCTAETCs B MpEIeiax HOPMBI, Y
HEKOTOPBIX MAlMEHTOB, MpuUHUMaromux npenapat Muganamun + [lepungonpun KanoH, moxer
BO3HUKHYTb TUIIEPKATHEMUS.

HexoTopsle JeKapCTBEHHBIE INpenapaThl WM KJIACCHl MPENapaToB MOTIYT YBEINYMBATh YacTOTY

pa3BUTHS TUIMEPKATHEMHU: ATUCKUPEH, COJNM Kajus, KaluicOeperamomue IUypeTuku (Hampumep,
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CIIUPOHOJIAKTOH, TPUAMTEPEH WM aMUJIOPH]I) HHrH6ﬁ¥Hﬂﬁ1'—|1§P¥<5,E;A1I;§ﬂhH HHET’I' "r'e'ii'lé.pHHH,

MMMYHO/ICTIPECCAHTHI (TaKHe KaK LIUKIOCTIOPUH UITU TAKPOJIUMYC), TPUMETOIIPUM U KO-TPUMOKCA30J1
(cynbdameTokcazon + TPUMETONPHUM), TOCKOIbKY TPUMETONPHUM, KaK H3BECTHO, JCUCTBYET Kak
Kanuiicoeperaromuil JUypeTuK, kKak u amuwiopua. KoMOuHanus 3Tux JIeKapcTBEHHBIX MpernapaTroB
YBEJIMYMBAET PUCK pa3BUTUs runepkaaueMuu. l103ToMy COBMECTHOE MNpPUMEHEHHE Mpernapar
Nupanamun + Ilepunnonpun KaHOH ¢ BBIIENEPEUYUCICHHBIMU MPENAPATAMU HE PEKOMEHIYETCH.
Ecnu nmokazaHo COBMECTHOE MPUMEHEHHUE, UX CIEAYET MPUMEHATh C OCTOPOKHOCTBIO U C YaCThIM
KOHTPOJIEM YPOBHSI KaJusl B CBIBOPOTKE KPOBH.

Coemecmmoe npumeHerue npomusonoKazano (cm. pasoen 4.3)

AJZUCKHD@H U J1eKapCcni6eHHble npenapanivl, codepofcamue AJUCKUDEH

CoBMecTHOe TIpuMeHEHHEe WHTHONTOPOB AIID C JiekapCTBEHHBIMH TpemapaTamMu, COACPKAIIUMU
QIMCKUPEH, TPOTHBOIIOKA3aHO y MAIUEHTOB C CaXapHbIM TUA0ETOM H/WJIH YMEPEHHBIM HITH TSHKEITBIM
HapyuenreM Qynkiun nodek (CK® < 60 min/mun/1,73 M? miIoma m MOBEpXHOCTH Tena) (CM. pa3aen
4.3). BospactaeT pHCK pa3BUTHs TUIEPKATHEMUHU, YXYALICHHUS (QYHKIHHA TOYEK, CEPIACUHO-
COCYIUCTOH 3a00JIEBa€MOCTH U CMEPTHOCTH.

Cosmecmnas mepanusi ¢ MH2M6M7’I’ZODCIMM AIlD u anmazonucmamu peuenniopose dHcuoOmeH3uHa

[IpoTuBONIOKa3aHO MprMeHeHHe UHruouTopoB AIID B coueTaHMM C aHTArOHUCTAMHU PEIETITOPOB
anrnorensuna II (APA 1I) y maneHToB ¢ auabetnyeckoi Hedpomatueit (cm. pasaen 4.3),

9Kcmpakopn0paﬂbnaﬂ mepanus

OKCTpaKkoplnopajlbHblE METOABl JICUEHUs, IPUBOIALIME K KOHTAKTy KpPOBU C OTPULIATEIBHO
3apsDKEHHBIMU  TIOBEPXHOCTSIMM, TaKHe KakK JUalu3 WM reMouiabTpanus ¢ HCIOJIb30BaHUEM
HEKOTOPBIX BBICOKOIPOTOYHBIX MEMOpaH (Hampumep, MOJIMAaKpUIOHUTPUIIOBBIX), WK adepe3
JUIONPOTENHOB HU3KOW TNIOTHOCTH € UCIIOJIb30BaHUEM JEKCTpaHa cynb(ara, IpOTUBOIIOKA3aHbI W3-
3a YBEJIMUYCHMS PUCKA Pa3BUTHs TSDKENBIX aHA(QUIAKTOMAHBIX peakuuid (cMm. pasznen 4.3), Ecnu
NalMeHTy Heo0XoauMa SKCTPAaKOpIopajbHas Tepamnus, CIeAyeT paccCMOTPETb BO3MOYKHOCTh
MCIIOJIb30BaHUs JIPYroro THMa JAMATU3HON MeMOpaHbl WM JAPYroro Kjacca aHTHUTUIIEPTEH3UBHBIX
IpernapaToB.

Kombunayuu, ne pexomenoyemvle Kk npumeHeHuo

Anuckupen u 1eKkapcmeentble Npenapamol, COOQDD!CCIWM@ AJlUCKUpeHr

VYV manuweHToB, HE UMEIIMUX caxapHoro auabdera win Hapymenus (GyHknuu nodek (CKD < 60

> mIomAMM MOBEPXHOCTH Teja), TMOBBIIEH PUCK PA3BUTHS TUMNEPKATHEMHH,

Mi/mMun/1,73 ™M
YXYIIICHUsT (PYHKIMM TOYCK M TOBBIIICHHUS YaCTOTBhI CEPACYHO-COCYTUCTOM 3a00JeBAaCMOCTH H
cMepTHOCTH (cM. paznen 4.4).

Couemanue mepanuu ¢ uncubumopamu AP u APA 11
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[To umeronUMcst TUTEpaTYpPHBIM JTaHHBIM, Y niuHeHToﬁn(I:ji;c;lgﬂ%gﬁéﬁl];g% iﬁjfgggc-&ﬁé%g:r'i'}rl{ecmﬁ

00JIe3HBIO, CEpACYHOH HEJOCTATOYHOCTHIO WIJIM CaxapHbIM JAWAa0ETOM C  TOpaXCHUEM
OpraHoB-MuIlIeHei coBMecTHOE puMeHenne UHruouTopos AII® u APA Il npuBOIHT K yBETHUCHHIO
YacTOThI pa3BUTHUS apTepUaIbHONW T'MIIOTEH3UH, OOMOPOKA, TUIIEPKAIMEMUH U yXyALIeHUs (yHKIIUN
NoYyeK (BKJIIOYash OCTPYHO MOYEYHYIO HEIOCTATOYHOCTh), IO CPABHEHUIO C CHUTYyalUsIMH, KOrja
MPUMEHSIETCS TOJIBKO OJIMH mpenapar, Bozaericteyromuii Ha PAAC. [Ipumenenue nBoiHON O6710KaIbI
PAAC (nanpumep, B ciiyyae COBMECTHOTO ipuMeHeHuss HHruOuTopoB AII® u APA 1) nomkHO OBITH
OrPaHUYEHO €AMHUYHBIMU CIIy4asiMU CO CTPOI'MM KOHTPOJIeM (PYHKIMHU MOYEK, COJepKAHUS Kalus B
wia3me kposu u AJl (cm. paznen 4.4).

Dcempamycmun

CoBMecTHOE IPUMEHEHNE MOKET MPUBECTH K MOBBIIICHUIO PUCKA Pa3BUTHA MOOOYHBIX I(P(PEKTOB,
TaKUX KaK aHTMOHEBPOTHYECKUH oTek (oTek KBuHKE).

KO'I’I’ZDMMOKCGS’OJZ (CVJlb(bClMemOKCCIS’OJZ + mpuMemonpuM)

[Tpu coBMECTHOM MPUMEHEHUH C KO-TPUMOKCA30JI0M (CyIb(paMeTOKCca301 + TPUMETOIPUM) MOXKET
MOBBILIATHCS] PUCK PA3BUTHUS TUIIEpKaIUEeMuH (cM. pazzen 4.4).

Kanicbepecarowue ouypemuxu  (Hanpumep, MPUAMIMEDEH, aMUuiopud) u  kawuil  (coau)

['nnepkanuemus (C BO3MOKHBIM JIETAIBHBIM UCXO0/10M), 0COOEHHO IPU HapyUIeHUH (QYHKIHUU HOYEeK
(anauTuBHBIE AP GEKTHI, CBSI3aHHBIE C TUIIEPKATUEMUEN ).

CoderaHne MEpUHAONpPUIA C  BBILIEYNIOMSHYTHIMU  JIGKAPCTBEHHBIMU  IIpernaparamMu  He
pexomenayercs (cMm. pasznen 4.4). Ecnu, TeM He MeHee, COBMECTHOE NMPUMEHEHHE MOKa3aHOo, UX
cilieflyeT MPHUMEHATh C COOJIIOJICHMEM Mep IMPEeJOCTOPOKHOCTH U PEryJspHBIM KOHTPOJIEM
COJIep’KaHus KaJlusl B CBIBOPOTKE KPOBH.

Oco0OeHHOCTH TNPUMEHEHMs] CHMPOHOJAKTOHA IPH XPOHUYECKOM CepJeuyHOll HEeI0CTaTOYHOCTH
OIMCAHBI J1aJIee M0 TEKCTY.

Couemanue npenapamos, mpebyoujee 0c06020 BHUMAHUS

Tunozcnuxemuuecxkue cpedcmea (uchmH, nepopajiibHvle caxdpocCHudcaruiue npenapambz)

DNUAEMUOIOTUYECKHIE UCCIIEIOBAHMSI TTOKA3aJId, YTO COBMECTHOE TPUMEHEHNE HHTHOUTOPOB AlID
Y TUTIOTJIMKEMHYECKUX CPENICTB (MHCYIUHBI, IEPOPATBbHBIE CaXapOCHIKAIONINE MPEnapaThl) MOXKET
YCHIIMBATh THIOTIIMKEMUYECKUN dP(PEeKT WHCYTUHA W TUMOTIIMKEMHUYECKHX CPEICTB M MprueMa
BHYTPb BIUTOTH JI0 pa3BUTHUA TUNIOTIIMKEMUU. JlaHHBIN 2d(DEKT BeposiTHEee BCEro MOKHO HAOII01aTh
B TEUEHHWE TMEPBHIX HEIEIb COBMECTHOW TEpaIvy, a TAK)Ke Yy MAIMEHTOB C HApyIICHHEM ()YHKIIHH
MOYEK.

Kanutinecbepezarowue ouypemuxu

VY nauueHToB, NOTYYaroIIUX JUYPETUKH, OCOOCHHO Y MAIlHEHTOB C TUIIOBOJIEMHUEN 1/WIIH CHUKEHHOU

KOHIIEHTpaluel cojiel, B Hayaje Tepaluu MEePUHAONPUIIOM MOXKET HaOII0AaThCcs UYpe3MEepHOe
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cHibkeHue AJl, puck pa3BUTHS KOTOPOTO MOKHO yMé&;'u'-H;lE%r .I%JTEHEHEI:EHTH—SII];&%%I]CCKOFO

CPEJICTBA, BOCIIOJIHEHUEM IOTEPH >KMJIKOCTH WJIM COJIEH Iepe]] HauajoM Tepalluy MEPUHIOIPUIIOM,
a TaK)Ke Ha3HaYEHUEM IIEPUHONPUIIA B HU3KOM J103€ C JaJIbHEUIIINM [TIOCTEIIEHHBIM €€ YBEJTUUEHHUEM.
[Ipu apTepuanbHON T'MNEPTEH3UH Y MAIMEHTOB C TUIOBOJIEMUEN WJIM CHHXKCHHON KOHIIEHTpaluen
coyeil Ha (oHe Tepanmuu AUYPETUKAMH, AUYPETUKHU JOJDKHBI ObITH JTUOO OTMEHEHbI N0 Haudajia
npuMeHeHus uaruoutopa AII® (mpu 3ToM KanuitHecOeperanui INypEeTUK MOKET ObITh MO3/IHEE
BHOBb Ha3zHaueH), 1100 uHruoutop AII® nomkeH ObITh Ha3HAYEH B HU3KOW J103€ C JadbHEHIINM
MOCTENIEHHBIM €€ YBETMYCHHUEM.

[Ipu nprMeHEHUU AUYPETUKOB B CIIydae 3aCTOMHON CepACUYHON HEA0CTaTOYHOCTH HHTHOuTOp AITD
JIOJIKEH OBITh Ha3HAYEeH B OUE€Hb HU3KOH /103€, BO3MOKHO, [T0CJIE YMEHBLIEHUS J103bl IPUMEHSIEMOT0
OJIHOBPEMEHHO KalMiHecOeperatomiero 1nypeTiKa.

Bo Bcex cimywasx (yHKuMs Movek (KOHLEHTpAlUs KpeaTHHHHA) JOJHKHA KOHTPOJIMPOBATHCS B
nepBbIe HeleIu MpUuMeHeHUsI HHTuOuTopoB AIID.

Kanuiicbepezarowue ouypemuxu (3niepeton, cnupoHoAaKImoH,)

[IpumeneHue >1uIepeHoHa Wi CIUPOHOIAKTOHA B J103ax OT 12,10 mr 10 50 Mr B CyTKM ¥ HU3KHX /103
uHruouTOopoB AIlD:

[Tpu Tepanum xpoHuueckoil cepaeuHoil HemoctatouHoctu II-IV ¢dyHKIMOHANBHOTO Kiacca MO
kinaccudukanuu NYHA ¢ dhpakuueit Beiopoca jgeBoro xenynouka < 40 % u paHnee mpUMEHSIBITUMUCS
uaruoutopamu AllD u «meTneBbIMU» IUYPETUKAMH, CYIIECTBYET PUCK THUIEPKATHEMHUH (C
BO3MOXXHBIM JIETAIBHBIM HCXOJOM), OCOOCHHO B Cllydae HECOONIOJICHUS PEKOMEH AUl
OTHOCHUTEIIbHO 3TOM KOMOWHAIINH MTPENapaToB.

[lepen npuMeHeHNEM HaHHOW KOMOWHAIIMH JICKAPCTBEHHBIX MPENapaToB, HEOOXOIUMO YOSTUTHCS B
OTCYTCTBHH TUINEPKATTMEMUN U HAPYIIEHUS (PYHKITUU TTOYEK.

PekomeHnayeTcss peryisipHO KOHTPOJIMPOBATh KOHLEHTPALMIO KPEaTUHWHA U Kalusl B KpPOBHU:
€XKEHEENIbHO B MEPBbIN MECSL JICUCHHS U €KEMECSIYHO B MOCIIEIYIOLIEM.

Pexombunaumnvie mxanesvie axkmueamnopuvl njiadsmuHoceHa (I"ZPA, aﬂmenﬂa3a)

[TaruenTsl, nomyvasmue HHruOUTOpsHl AlID u monyvaromue anreriazy Juisi TPOMOOIUTHYECKON
T€panuu IpU OCTPOM MILIEMHYECKOM HHCYJIbTE, MOIYT HMMETh IIOBBIIICHHBIA PUCK DPa3BUTHS
QHTMOHEBPOTUYECKOIO OTEKA.

Couemanue npenapamos, mpebyloujee HUMAHUS

Tunomensusnvie cpedcmea u 6a30()uﬂamam0pbz

CoBMmecTHOE IMPUMCHCHUC I3TUX IPCIAPATOB MOKCT YCUJIMNBATH AHTUTHUIICPTCH3UBHOC JeiicTBHUe
NnepuHaoIIpuIIa. HpI/I COBMCCTHOM NPHUMCHCHUU C HUTPOTTIULUCPHUHOM H APYTUMHU HUTpATaMH WA

JIPYTUMHU Ba30IMJIATATOPAMH BO3MOXKHO JIOTIOJHUTEIBHOE CHIDKeHHE AJl.
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T OB HOCTE Q004
Annonypunon, yumocmamuieckue U uMMyHoa'eup'eccyz:z reE' @Qb a,T- '|C‘uC;1;’lI€MHbl€

Kopmukocmepoudbz u nDOKaMHaMMa

CoBMecTHOE TIpuMeHEeHHEe ¢ HHruouTOopamMu AIID MOXKET CONMPOBOXKIATHCS TOBBIIICHHBIM PUCKOM
neiikonenun (cM. pasaen 4.4).

Cpeocmea 015 anecmesuu

WNurn6uropsr AII® MoryT ycunuBath THIIOTEH3UBHBIH 3 (EKT psaa cpencTB 11 001Iei anecTe3uu
(cM. pasnen 4.4).

T nunmunot (JlLlHGZﬂul’lmuH, cakcazaunmuH, cumaziunmuH, 6uﬂ0a2ﬂunmuﬂ)

IIpu coBmecTHOM mnpumeHeHuu ¢ uHruouropamu AIID Bo3pacTaeT pPUCK BO3HUKHOBEHUS
AQHT'MOHEBPOTUYECKOTO OTEKa BCIIEJACTBUE CHM)KEHHUS AaKTUBHOCTH JUINENTUAWIIENTHAA3bI-4
(DPP-1V) nox neWicTBHeM IIIMITHHA.

Cumnamomumemuxu

CHUMIIaTOMUMETHKHU MOTYT 0Cla0saTh aHTUTUTIEPTEH3UBHBIN 3P dekT uHruoutopon AIlD.

Ilpenapamut 3010ma

Co001manoch 0 peAKNX Cay4asx HUTPUTOUIHBIX PEaKIHid (C TAKUMHU CUMIITOMAaMH, KaK THIIEPEMUS
KOXKM JIMIIA, TOUIHOTA, PBOTA, TMIOTEH3Us) Y NAIMEHTOB Ha (DOHE COBMECTHOIO NPUMEHEHUS
uHruburopo AII®P, B TOM uuciae MNEPUHIONPUIA, W HHBEKLIMOHHOIO IIpernapara 30JI0Ta
(aypoTnomanat HaTpusl).

4.6. ®epTUIBLHOCTb, 0€PEMEHHOCTD H JIAKTALMSA

JlexapctBennbiii mnpenapar Mugamamupy + Ilepunpgonpun KaHOH NpoTHBONOKa3aH —IIpH
OepeMEeHHOCTH.

JlexapcrBennslii mpenapar Wupanmamun + Ilepunponpun KaHOH DpOTHMBONOKAa3aH B IEPHOJ
IpyAHOrO BcKapMinBaHus. HeoOXoAuMO OIEHUTh 3HAUMMOCTb TEpaluu JUIsl MaTepu U IPUHATH
peLIeHne O MPEKPALEHNH ITPYAHOIO BCKapMJIMBAaHUS WIH O NPEKPAIEHUN IpUEeMa Ipernapara.
bepeMeHHOCTD

Huoanamuo

JlanHble 0 MPUMEHEHUH HHAanaMu1a y 0epeMeHHBIX )KEHILUH OTCYTCTBYIOT HJIM OTPaHUYEHBI (MEHEe
300 ciydaeB). [InurenbHoe NMpUMeHEHUE THA3UIHBIX auypeTukoB B III Tpumectpe OepeMeHHOCTH
MOJKET BBI3bIBATh TMIIOBOJIEMHUIO Y MATE€PH, & TAK)KE CHHIKEHNE MaTOUYHO-TUIALIEHTAPHOTO KPOBOTOKA,
YTO IPUBOJUT K (ETOIIALlEHTapHON UIIIEMHUH U 3aJIepyKKE Pa3BUTHUS IUIOAA.

HccnenoBanus Ha )KUBOTHBIX HE BBISBHIIN MPSIMOTO UM HEMPSIMOI'O TOKCMYECKOT0 BO3JEHCTBUS Ha
PENpOaYKTUBHYIO (DYHKITHUIO.

B kauecTBe Mepbl IPETOCTOPOXKHOCTH PEKOMEHAYETCs U30eraTh MpUMEHEHHsI MHIallaMK/1a BO BpeMst

OEpEeMEHHOCTH.
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Ilepunoonpun

B HacTosmmMii MOMEHT HEeT yOeOMTENbHBIX SIHIEMHOJIOIMYECKIX JaHHBIX O TEPATOTCHHOM DPHUCKE
npu npueme uHruouropoB AIID® B mepBoM TpuMecTpe OEpPEMEHHOCTH, OJHAKO HEKOTOpOe
YBEJIMUEHUE PUCKA HAPYLICHUM Pa3BUTH IUIOJA UCKIKOYUTH Henb3s. IlanuenTkam, iaHupyommum
OepeMEHHOCTb, ClIelyeT OTMEHHTD JIEKaPCTBEHHBIN IpenapaT U Ha3HAuYUTh JAPYrue rUInoTeH3UBHbIE
CpeZCTBa, pa3pelICHHbIE Ui IPUMEHEHHUS TPH OEPEeMEHHOCTH, €CIIH TOJIBKO Teparnus HHrHOuTopamMmu
AIID ne sBisercs HeooxoauMoid. [Ipu BeIsiBIeHUN OEPEMEHHOCTH CIIEAYeT HEMEAJICHHO MTPEKPATHTh
tepanuto nHruoutopamu All® u npu He0OXOAMMOCTH Ha3HAUUTH JIPYTYIO TEPAIHUIO.

N3BectHO, uTo Tepanus uHruOuTopamu AlID Bo II m III TpumecTpax GepeMEHHOCTH OKa3bIBaeT
deToToKcHYecKkoe NIeiiCTBHE HA TUIO/ y YelloBeKa (CHIKEeHHE (DYHKIMH MOYEK, OJMTOTUPaMHIOH,
3aMeieHHe OcCH(HKAamuu KOCTeHd dYepema) M TOKCHYECKOe JCWCTBHE HAa HOBOPOXKICHHOTO
(moueyHasi HeI0CTaTOYHOCTh, TMIIOTEH3UsL, TUIIEPKATTUEMHUS).

Ecnn nmanuentka nonyvana uaru6utopsl AII® co II Tpumectpa GepeMeHHOCTH, PEKOMEHYETCs
IIPOBECTH YJIbTPa3BYKOBOE MCCIIEAOBAHNE TUIOA /ISl OLEHKU COCTOSIHUSA Yepena U QyHKLIUHU IOYeK.
MutafeHiibl, MaTepy KOTOPBIX Mmosrydaid HHruouTops! AIID Bo Bpemst 6epeMEeHHOCTH, JOTKHBI OBITh
TIIATEJIbHO 00CIEeI0BAHbI HA MPEAMET TMIOTEH3UH (CM. pa3zaen 4.4).

JlakTanums

JlexapcrBennslii mpenapar Wupanmamun + Ilepunponpun KaHOH DpOTHMBONOKAa3aH B NIEPHOJ
TPYAHOTO BCKapMJIUBAHHUS.

Hnoanamuo

B Hacrosmuii MOMEHT HeT JO0CTOBEpHOW HH(POpPMALMU O BBIJCICHUM HHAANAMHUAAa WIH €ro
MeTabOoJIMTOB C TPYJHBIM MOJIOKOM.

Y HOBOPOXIEHHOIO MOXET pPAa3BUTHCA MOBBILIEHHAs UYBCTBUTEIBHOCTb K IPOU3BOJHBIM
Cyib(pOoHaMKIa U TUIIOKATHEMHUS.

Puck 111 HOBOPOKAEHHBIX/MIIQJICHLIEB HEJb3s UCKIIIOYATh.

Wupanamun O6IU30K MO CTPYKTYpE K THA3HJHBIM TUYpPETHKaM, NMPUMEHEHHE KOTOPHIX BBI3BIBAET
YMEHBIIEHUE KOJIMYECTBA TPYIHOIO MOJIOKA WIIH ITOJABIECHUE JIAKTALUN.

MupanamMu npOTUBONOKA3aH B IEPUOJ TPYJHOTO BCKapMJIMBaHUS.

Ilepunoonpun

BBuny orcyrcTBus mHbOpMaluu, Kacaromieics NpUMEHEHUs NEPUHIONpPUIa B MEPUO IPYAHOTO
BCKapMJIMBaHMsI, €r0 MPUEM He PEKOMEHI0BaH, IPENOYTUTEIbHEE PUMEHSTh APYyrue MpenapaThl ¢
Oonee u3yuyeHHBIM NpoduieM O0e30MacHOCTH, OCOOEHHO NpHU KOPMJIEHHH HOBOPOXKICHHBIX U

HEJOHOIIICHHBIX JETEH.
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DepTHILHOCTE

Obwee 0ns undanamuoa u nepuHoonpuId

HccnenoBanust penpoayKTUBHONW TOKCHYHOCTH MOKa3aJld OTCYTCTBUE BIUSHHS Ha (EPTHUIBHOCTD Y
KpbIc 00oero noja. [IpeanonoxurensHo, BIUsSHUE HA QEPTHIIBHOCTD Y YEIOBEKa OTCYTCTBYET.

4.7. Bausinue Ha CHOCOOHOCTH YNPAaBJAATHL TPAHCIHOPTHBIMH CPeJICTBAMH M NMOTEHUHAJbLHO
ONacHBLIMH MeXaHU3MaMH

Ob6a  felCTBYIOIIMX  BEIIECTBAa, Kak IO  OTACIBHOCTH, TaKk W B  KOMOWHAaIuu
MHAAMaMU]] + TEPUHIONPUIL, HE OKA3bIBAIOT BIUSHUS Ha CIIOCOOHOCTD YIPaBISATh AaBTOMOOMIIEM HITH
IpYTMMH MeXaHu3MaMH. Y HEKOTOPBIX IallMeHTOB OCOOEHHO B Hayaje Tepamud WU Mpu
N00aBIIEHUM K TIPOBOAMMON TEparuu JAPYTMX TUIOTEH3WBHBIX IPEMapaToB MOTYT BO3HHKATh
UMHAMBUAYaJIbHbIE pEaKlUH, CBA3aHHble co cHMkeHueM AJl. BceienctBue 3TOro cnocoOHOCTh
YIPaBIsATh ABTOMOOMIIEM WIIM JPYTUMU MEXaHU3MaMH MOXKET ObITh HapyIIeHA.

4.8. HexxesaTesIbHbIE peaKIIHU

Pesrome HDOd)I/IJDI 0e30IacHOCTH

[lepunponpun oOKa3piBaeT WHTHOMpYOIIEe JEHCTBUE HAa CHCTEMY «PEHUH-aHTHOTEH3WH-
anprocrepon» (PAAC) u yMeHbIIaeT BBIBEJICHHE HMOHOB Kajus MOYKaMH Ha (OHE mMpuema
uHAanamuga. Y 6 % mnanueHToB Ha (oHE MPUMEHEHHs] MHAANaMuia + MepUHIONpuiIa ObUIO
OTMEYEHO PAa3BUTHE THUMOKATUEMUU (CoJepkanue Kanus Menee 3,4 MMmoub/i). Hanbonee yacTeiMu
1000YHBIMH 3(PPeKTaMH SIBISUTUCH:

. IUIsL IEPUHJIOTIPUIIA: TOJIOBOKPYKEHHE, TOJIOBHAs OO0JIb, MapecTe3usi, IUCTEeB3Ms, HAPYIICHNE
3peHMsl, BEpTHTO, 3BOH B YIIIaX, TUIIOTEH3Ms, Kalllelb, OJbIIIKa, 0OJIb B )KUBOTE, 3aI0p, AUCIIETICHS,
Jrapesi, TOITHOTA, PBOTA, 3y, KOXKHAs ChIIb, CITa3MbI MBIIIII U aCTEHUSI.

. JUI. MHIAMaMUIa: Peakiui TUMIEPYyBCTBUTEILHOCTH, B OCHOBHOM KOJXKHBIE, Y TallUEHTOB,
NPEPACTIONOKEHHBIX K aJUIEPTUIECKAM M aCTMATUYECKUM PEAKIUSIM, H MaKyJI0-TIaIyJIe3Hasl ChIIb.

TabnmuHoe PE3I0OME HEKENATCIILHBIX PEAKIUI

OO0O0OIIeHHbIE JaHHBIE O 4YacTOTe HEXKeNaTeNbHbIX peaklud, 3aperuCTPUPOBAHHBIX MIpU
WCIIONIb30BAaHUM HHJANamuaa + TEepUHIONpUia, HAOMIOJABIIMXCSA BO BpeMsS KIMHHYECKHX
WCCJICIOBAaHUA W/WIM TPH MOCTMAPKETUHIOBOM HAOIOJCHHUH, MPHUBEACHBI B Ta0JUIlE HIDKE IO
kiaccam cucrteM opraHoB (MedDRA), wactote u creneHu TskecTH. BHyTpu Kakaoil rpymnmsl
HE)KEeJIaTebHbBIC PEaKIUU PACTIOI0KEHBI B TOPSAKE YMEHBIICHUS CTETICHHU TSKECTH.
HesxenarenbHble peakiMy pacrpeaesieHbl B TPYIIIbI IO YaCTOTE CIeIYIOIUM 00pa3oMm:
ouernv yacmo (>1/10)
yacmo (om >1/100 oo <1/10)
Heuacmo (om > 1/1000 0o <1/100)
peoxo (om > 1/10000 oo <1/1000)

24



ouenb peoko (<1/10000)

772 b

(L

COOTBETCTEBYET JKCNEPTHOMY OTYETY
ot 04082

(MOCNEODBATENBEHOCTE 0004)

4= 14957

C Heu38ecmHoll Yyacmomou (yacmoma He modxcem Obimb YCMAHOBIEHA N0 UMEIOUUMCSL OAHHBIM)

CucTeMHO-OpraHHbie Yacrora

HeskenarenbHble peakunu
KJaccbl mo MedDRA IMepungonpua HNapanamung
Nudexunu ) |

Punut Ouensb penko -
HHBa3UH

Do3uHOpUIHS Heuacro* -

Arpanynonuto3 (cm. paznen 4.4) | Odyenb peako Ouensb penko
Hapymenust co | AriactTudeckasi aHeMus - Ouensb penko
CTOPOHBI [TanmuToneHus OueHb penko -
KPOBETBOPHOI U | Jlelikonenus OueHb penko Ouenb penko
JuM@paTH4ecKoi Heiitponenus (cM. paznen 4.4) OueHb penko -
CUCTEMBI ['emonuTuueckas aHeMus OueHb penko Odenb penko

TpomOoruTonieHust (cM. paszzien

Ouens penko Ouensb penko

4.4)

['unepuyBCTBUTENBHOCTh (B
Hapymenusi €O | OCHOBHOM KOXXHbIE, Y MaIlMeHTOB
CTOPOHBI HMMMYHHO# | C  IIPEIpacloNoKEHHOCThIO K | - Yacro
CHUCTEMBI aJIeprU4ecKuM u

ACTMATHUYECKUM PEaKIUsIM)

I'unornukemus (cM. pazaenst 4.4.

Heuwacro* -

n4.5)

['unepkanuemusi, odpatumas mpu

npekpameHun  nedenus  (cm. | Hewacto* -

paznen 4.4)
Hapymenus

['unonatpuemus (cm. pasaen 4.4) | Hewacto* HewnssectHo
MeTadoJm3mMa ]|

['unepkanbIeMus - OueHnb penko
NUTAHUSA

CHIDKEHUE COJep)KaHUs Kaws,

THIOKAIHEMHS, 0COOEHHO

3HaYyuMas ~ JUIS  [TalACHTOB, | - HewussectHo

OTHOCSIIINXCS K TPYIINE pUcka (cM

paznen 4.4)
IIcuxuyeckue JlabunpHOCTH HACTPOEHUS Heuacto -
HApylLIeHUs Hapymenust cHa Heuwacro -
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CryTaHHOCTh CO3HAHUS T Greaerp penid B = TR MUY
I'onoBokpyxeHue Yacto -
I'osioBHAs 0oJb Yacto Penxo
ITapecre3ns Yacto Penko
Jlucres3us YacTto -
CoHnuBOCTH Heuwacro* -
O6Mopok Hewacro* HewussectHo
Hapymenus co
_ | MHCYJIBT, BO3MOKHO BCIIEACTBUE
CTOPOHbI  HEPBHOM
ype3aMepHoro cHwxkeHus Al y
CHCTEeMBI OueHnb penko -
MAIUMEHTOB U3 IPYIIBI BEICOKOIO
pucka (cM. pazzaen 4.4)
[leuenouynas osHuedamonatus y
NAIMEHTOB c IIEYEHOYHON
- HewussectHo
HE/I0CTaTOYHOCTBIO (CM pPa3Jienbl
43u44.)
Hapymenns 3penus Yacto HewnssectHo
Muomnus (cM. paznen 4.4) - HeussectHo
Hapymenus co
HeuetkocTs 3peHns - HewnssectHo
CTOPOHBI oprasHa
Octpas 3aKpbITOYTOJIbHAS
3peHus - HeunssectHo
riiaykoma
XOpUOHUIATIBHBIN BBIIOT - HewnssectHo
Hapymenus co | Bepruro Yacto Penko
CTOPOHBI oprasHa
3BOH B yIlIax Yacto -
cJIyXa M Ja0upHHTA
Omrymenne cepareoneHus Heuacro* -
Taxuxapaus Heuwacro* -

Hapymenus co

CTOPOHBI cepala

Crenokapaus (cM pazaen 4.4)

Ouensb penko

Hapymenust putma cepana (B Tom
quclie, Opamukapaus,

JKCIIYJOUYKOBasg  TaxuKapausa U

GuOpHIIAIMS TpeIcepaAnii)

OueHnb penko

OueHb penko

Wudapkr mMuokapna, BO3MOKHO,
BCJIEJICTBHE N30BITOYHOTO

cHWKEeHHUs A/l y manueHToB u3

OueHb penko
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IPYIIBl  BHICOKOTO |pHcKa (cyr, o | —r=Em TENTEALL Te WUUH
paznen 4.4)
[Tomumopduas  xkemynoukoBas
TaXUKapAus  THUNA  IIUPYIT»

- HewnssectHo
(BOBMOXHO CO CMEpTEIbHBIM

ucxozioM) (cMm. paznen 4.4)

I'nnoTeH3us u CBsI3aHHBIC C YTUM

Yacrto OueHb peniko

Hapymenns co | cuMnToMmsl (cM. pazzen 4.4)

CTOPOHBI COCY10B Backynur Heuacro* -

Cungpom Pelino HewussectHo

Hapymenus co | Kamens (cMm paznen 4.4) Yacrto -

CTOPOHBI Oplmka Yacto -
AbIXaTeJbLHOM Bbponxocmazm Hewacro -

CHCTEMbl,  OpPraHoB

TPYAHOH KJIETKHM W

Do3uHOGUIIbHAS] THEBMOHUS

Ouens penko

cpeocTeHus!
Bousb B )xuBOTE Yacto -
3amnop Yacto Penxo
Hunapest Yacro -
Kenynouno- Jucnencus Yacto -
KHILIeYHbIe TomHoTa Yacro Penxo
HapyLIeHUs PBora Yacto Heuacto
CyXxoCTh CIIM3UCTON 00O0JOYKH
Heuacto Penxo
MOJIOCTH pPTa
[Tankpeatur OueHb penko Ouenb penko
Hapyumenus co | ['emarut (cMm. pa3nen 4.4) Ouens penko HewussectHo
CTOPOHBI TME4YeHH WU
JKeJTYeBbIBOIAMX Hapymenne pyHkunu nedeHu - Ouenb penko
nyrei
KoxHb1i1 3y11 Yacro -
Hapymenns co | Koxnas ceinp Yacro -
CTOPOHBI KOXKH W | MakynonanyJie3Has ChIllb - Yacro
NMOAKOKHBIX TKaHel | Kpanununa (cm. pazaen 4.4) Heuacto OueHsb penko
AHTMOHEBPOTUYECKUH OTEK Heuacto Ouenb penko
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Typrypa (MOGAEQOEATENEHT iﬂéﬂéf&%*i |
[ToBbIIEHHOE TTOTOOTAEIEHUE Heuwacro -
Peakiuu horouyBcTBUTENBHOCTH | Hewacto™ HewussectHo
[Temdurons Heuacro* -
ObocTpenue ncoprasa Penxo* -

MmuorogopmHas s3putema

OueHb penko

Tokcnueckuii  dnUAEpMaAIbHBINA

HEKPOJIN3

Ouensb penko

Cungpom CruBenca-J[>xoHcona

OueHb peniko

Cna3MBbl MBIIIII] Yacto HewnzsectHo
Bo3moxxHOe  yxynmeHue — yxke
Hapymenus co . . .
HMMEIOIENUCS CUCTEMHOM KpacHoOH | - HewussectHo
CTOPOHBI MbIIIEYHOI,
BOJYAaHKH
CKeJIETHOI H
ApTtpanrus Heuwacro* -
COeTMHUTEILHOM
Muanrus Heuacrto* -
TKaHH
Mpeiiteudas ¢1a00CThb - HewussectHo
Pabmomuonus - HewnssectHo
Hapymenus co | [Toyeunas HEIOCTATOYHOCTH Heuacto -
CTOPOHBI MOYEK W
Ocrtpas noyeyHast
MOYEBBIBOIAIINX Ouensb penko Ouensb penko
HEJO0CTATOYHOCTD
nyrei
Hapymenus co
CTOPOHBI
penpoxyKTHBHOM OpeKTuibHas TUCHYHKITUSI Heuacto -
CHCTEMBI "
MOJIOYHEIX jKeJie3
Acrenns Yacrto -
bonb B rpyau Heuwacro* -
OO0mme HApyIIEeHUS H
I py Henomorauue Heuacro* -
€eaKIuu B  MecTe
peakn [Tepudepuyeckue oreku Heuacto* -
BBeJIEeHUSA T ”
JIuxopazka c4acTo
[ToBbIIIEHHAS YTOMIISIEMOCTh - Penxo
IToBeIIEHHE KOHIICHTPALIUU
Heuacro* -

MOYCBHHEI B KPOBU
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[ToBbIIcHHE KOHLEHTpaly 1 |~ = TENTEAL 1o WUl
Heuacro* -
KpeaTHHWHA B KPOBU
[MunepOunupyouHeMus Penko -
[ToBbimenue AKTUBHOCTH
Penxo HewnssectHo
«MIEYEHOYHBIX» (PEPMEHTOB
CHwxkeHnue  remoriioOMHa
JlaGopaTopHbie 7 Ouens penko -
remaTokpuTa (cM. pasaen 4.4)
HHCTPYMEHTAJbHbIE
[ToBbimeHwe KOHI[EHTPAIIUN
JaHHbIe - HeussectHO
TJIFOKO3bI B KPOBU
[ToBbimenue KOHIIEHTpALUU
. - HewussectHo
MOYEBOI KUCIOTHI B KPOBU
VYnunenne unrepBana QT Ha
AIIEKTPOKAPAUOTPAMME (em. | - HewussectHo
paznen 4.4 u 4.5)
TpaBmbl,
HHTOKCHKAI[UH "
[Tanenue Heuwacro* -
OCJIOKHEHUSI
npouexyp

*OneHKka 4YacTOThl HEKENATENbHBIX PEaKIMi, BBIABICHHBIX IO CIHOHTAHHBIM COOOIICHHSM,
IpOBE/IeHA Ha OCHOBAHUH JIAHHBIX PE3YJIbTATOB KIIMHUYECKUX UCCIICIOBAHMH.

Coo0manoch O pa3BUTHM CHUHAPOMA HEAJeKBATHOW CEKPELUH AaHTUIAMYPETHUYECKOr0 TOpMOHA
(CHCAUI) Ha ¢one npumenenus apyrux UHruOutopoB AII®. CHCAJII' MoXeT cuMTaThCsl OUeHb
peAKUM, HO BO3MOKHBIM OCIIO’KHEHUEM, 00YCIIOBIEHHBIM Tepanuei naruonuropamu AI1®, Bxirodas
TIEPUH/IOTIPHIL.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxxno cooOmare 0 TMOAO3pEBaEMBIX HEXKENATeNbHBIX PEAKIUSIX TIOCIEe PETHCTPAINH
JIEKapCTBEHHOTO TIpemnapara ¢ Ieiblo 00€CTeueHnus] HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIICHHSI
«IMOJIb3a — PHUCK» JIEKAPCTBEHHOTO TMpernapata. MeTWIUHCKUM paOOTHUKAM PEKOMEHIYeTCs
€000IIaTh 0 JIOOBIX MOJI03PEBAEMBIX HEXKENATENbHBIX PEAKIINAX JIEKAPCTBEHHOTO Tperapara uepe3
HAI[MOHAJIbHBIE CHUCTEMBI COOOIIECHUS O HEXKEeJIATeNbHBIX PEaKIUsAX TOCYJapCTB — YJICHOB
EBpazniickoro 3K0HOMHUYECKOT0 CO03a.

Poccuiickas @enepanus

®denepanibHas ciryx0a 1Mo Ha30py B chepe 3ApaBOOXPAHCHUS

109012, r. Mocksa, CnaBsiHCKasl IOk, 1. 4, cTpoeHue 1

Tenedon: + 7 800 550 99 03
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DnekTpoHHas rmoyta: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpMAIIMOHHO-TEJICKOMMYHUKALMOHHON ceTn «MHTepHeT»:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CumMnOTOMBI

HaunbGonee BepoATHBIM CUMITOMOM IE€PENO3UPOBKY SABJISETCS apTepUaabHasi TMIOTEH3Us, UHOT' 1A B
COUYETaHUM C TOLIHOTOM, PBOTOH, CyOpOraMu, I'OJOBOKPYKEHUEM, COHJIMBOCTBIO, CIIyTaHHOCTHIO
CO3HAHMS, OJIUTYPHUEH, KOTOpast MOXKET MEeperTH B aHypuIO (B pe3ysibTaTe TMIOBOJIEMHH). Takxke
MOTYT BO3HHUKATh BOJHO-3JIEKTPOJIIUTHBIE HAPYIICHUS (TUIIOHATPUEMHUS, TUTIOKATTUEMHUS] ).

Jleuenue

[lepBble Mephl, KOTOpPbIE HEOOXOAUMO MPEANPUHATH, COCTOST B OBICTPOM BBIBEACHUM IPHUHSITOIO
mpenapaTta: TPOMBIBaHHE >KENMylIKa H/WIM TpPUEeM aKTHUBHUPOBAHHOTO YIUIA C MOCIEAYIOLUIUM
BOCCTaHOBJICHHEM BOJHO-3JIEKTPOJIMTHOTO OanaHca B yCIOBUSX CIEMUATU3UPOBAHHOTO IIEHTPA.

B cnyuae BblpaxkeHHOro CHMkeHUs AJl cienyeT MepeBecTH MallMeHTa B MOJOXKEHHUE «IeXKa» Ha
CIIUHE C PUIOJHATHIMUA HOTaMH.

[Ipy HEOOXOAMMOCTH MOXKET OBbITh BBIIIOJIHEHO BOCIIOJIHEHHE OOBEMa JKUIKOCTH IMYTEM
BHYTPUBEHHOI MH(Y3UH U30TOHUYECKOTO COJIEBOTO pacTBOpa (Hampumep, BHYTpUBEHHAsI HHPY3USL
0,9 % pactBOpa XJIOpUAa HATPHUS ) UITU JTFOOBIM JAPYTUM CIIOCOOOM BOCTIOJTHEHHUS 00BEMa KUIKOCTH.
[lepunonpunar, akTuBHAsE popMa NEPUHIONPUIIA, MOKET OBITh yaJIEH U3 OpraH1u3Ma ¢ IOMOIIbIO

nuanusa (cM. paszmaen 5.2).

S. ®APMAKOJIOTTYECKHE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOIicTBA

dapmMakoTepaneBTUYECKas IPyINa: CPeACTBA, JEHCTBYIOIINE HA PEHUH-aHTMOTEH3UHOBYIO CUCTEMY;
MHTUOUTOPHI aHTHOTeH3MHIIpeBpatatoniero pepmenta (AIlD), komOunanmu; naruéuropsl AIlD n
JTUYPETHKU.

Kox ATX: CO9BA04

JlekapctBennblii npenapatr Wwumanamun + Ilepungonpun KaHoH — KOMOWHUpPOBaHHBIH
AQHTUTUIIEPTEH3UBHBIM  TIpenapar, CoOAEpXKallMi WHAANMaMHUI W TEpUHIONpPHIA  ApTHMHMH.
dapmaKkoIOrH4ecKue CBOMCTBA JEKapcTBeHHOro npenapara Mupganamun + Ilepunnonpun Kanon
COYETaloT B ce0e OT/ENbHbIE CBOMCTBA KAX/I0TO U3 €r0 KOMIIOHEHTOB.

Mexanuszm geiicTBus

Unoanamuo + Ilepunoonpunr Kanon
KomOuHaIms mepuHIONpHIIa U HHAATIAMUIa YCHIIMBACT aHTUTUIICPTCH3UBHOE JICHCTBHE KaXKIOTO U3

HUX.
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Hnoanamuo

WMupanamMul OTHOCUTCS K Tpynne cyab(hOHaMUAOB, O (HapMaKOIOIrHYECKHM CBOMCTBaM OJU30K K
TUHA3UAHBIM JuypeTukam. MHgamaMua uHruOupyer peabcopOIMio HOHOB HATPHUS B KOPTUKAIHLHOM
CerMeHTe NeTH ['eHse, 4To NPUBOAUT K YBEJIMUECHHIO BBIBEJCHUS TIOYKaAMU HOHOB HAaTpHs, XJIOpA U
B MEHBILIEH CTEIIEHU HOHOB Kajlusl MU MarHus, yCUJIMBasi TEM CaMbIM Iuype3, U cHkass AJl.
AHTUTUIIEPTEH3UBHOE JIEHCTBUE NPOSABISAETCS MPU IPUMEHEHUU TIpernapara B 103aX, OKa3bIBAIOLINX
MUHHUMAJIBHOE JUYPETUYECKOE ICUCTBHE.

AHTHUTHANIEPTEH3UBHOE JIEMCTBHE HHJANAMMIA CBSI3aHO C YJIYYLHICHUEM HIIACTUUECKUX CBOWCTB
KpynHbIX apTepuii, ymenbinenueM OIICC.

Nupnanamun ymenpmaer ['JDK, He BiMseT Ha KOHUEHTPALMIO JHUOUAOB B IUIA3ME KpPOBHU:
TPUTIULEpUI0B, obmero xosnecrepuna, JIITHII, JIIIBII; yrneBonnbiii oOMeH (B TOM uyucie y
MAIMEHTOB C COMYTCTBYIOLIUM CaXapHbIM JUA0ETOM).

Tlepunoonpun

[lepurmonpun - WHTUOMTOP (EPMEHTA, TMPEBpaIlaAONMEro aHruoTeH3uH | B anrmoreHsuH 11
(uarEOUTOp anrmoreH3uHNpeBpamammero Gepmenta (AIID)). AII® wmm xkununaza 1, sBusercs
3K30IEeNTUAA301, KOTOpasl OCYILIECTBIISET KaK MpeBpalleHue aHTMOTeH31Ha | B cocyocy)uBarolee
BellecTBO aHruoTeH3uH I, Tak u paspyuieHue OpaauKuHIHA, 00J1aJar0IIEer0 COCYI0PACIIUPSIONTIUM
NeiiCTBUEM, 1O HEAKTUBHOT'O TeNTaNenTH Ia.

B pesynbprare nepunaonpui:

. CHIDKAET CEKPELNIO AlIbJIOCTEPOHA;
. M0 MPUHIIMITY OTPULIATETHHON OOPAaTHOM CBS3M YBEIMUMBAET aKTUBHOCTh PEHUHA B IJIa3Me
KpPOBU;

. Mpu  JJIUTETHHOM TPUMEHEHUWH YMEHBIIAeT ofmiee mnepudepruieckoe COCyAUCTOoe

conpotunenue (OIICC), uro 00ycIOBI€HO, B OCHOBHOM, JIEUCTBHEM Ha COCYABl B MBIIIIAX H
MOYKaX.

Otu 3(p(deKThl He CONMPOBOXKIAIOTCS 3aJePKKOW HOHOB HATPUS U JKUAKOCTH WIM DPa3BUTHEM
pedreKkTopHON TaXUKapIUH.

[Tepunonpui HOpManu3yeT paboTy MUOKap/ia, CHIDKAs MIPEeIHArpy3Ky U MOCTHArPy3KYy.

IIpy wu3ydeHum 1mOKas3aTelled TIeMOJAVMHAMUKHM Y IIAlHEHTOB C XPOHMYECKOW CepAeYHOU
HepocTaTouHOCTHI0 (XCH) ObUTO BBISIBIICHO:

. CHIKEHME JTaBJICHUS HATIOJIHEHUS B JIEBOM U ITPaBOM KeJTyJJouKkax cepia; carmkenue OIICC;
. YBEIIMUYEHUE CEpPJeYHOr0 BBIOpOCA W YBEJIWYEHHE CEPJIEYHOTO HWHIAEKCA; YCUIIEHUE
MBILIEYHOTO TTepUPEPUIECKOTO KPOBOTOKA.

dapmakognaamuyeckue 3P HeKTeI

Hnoanamuo + Ilepunoonpun Kanon
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Foastaet— o303 anenmoe

JlekapcTBeHHbli mnpenapar Wumamamupg + I[epHHILOHB{ﬁ"'@bTF

AQHTUTUIIEPTEH3UBHOE JEHCTBHE, KaK Ha JAMACTOJIMYECKOE, TaK M Ha cuctoiaudeckoe AJ[ kak B
MIOJIO)KEHUU «CTOSI», TaK U «JI€Ka». AHTUTMIIEPTEH3UBHOE JCHCTBUE COXPAHIETCS B T€UeHUE 24 u.
CrabunbHbI TepaneBTUUECKHUM 3P PeKT pa3BuBaeTCs MeHee yeM uepe3 | MecsI] OT Havajia Tepanuu
U He conpoBoxkaeTcs Taxuduinakcueil. [Ipexpaienue nedeHns He BbI3bIBACT CUHAPOMA «OTMEHBI».
JlexapcTtBennslit npenapatr Muganamun + [epunnonpun Kanon ymenbiaer crenenp runeprpodun
nesoro >xenyaouka (I'JIXK), ymyumaer snactuunocts aprepuid, cHuxaer OIICC, ne Bausier Ha
MeTabonmu3M JTUNUI0B (OOIIMI XOJIECTEPUH, XOJECTEPUH JMIIONPOTEHHOB BBICOKOM IUIOTHOCTH
(JITIBIT) u munoniporenHoB Hu3koi miotHocty (JITIHIT), Tpurimmepus).

JlokazaHo BIMsTHHE MPUMEHEHH KOMOUHAIMK HAanamMua u nepungonpuwia Ha ['JODK B cpaBHeHnn
C JHAJANPWIOM. Y IAIMEHTOB ¢ aprepuanpHoi runeprenzued m I'JDK, momywaBmux Ttepanuro
uaanamMuioM 0,625 Mr/nepuHI0NpUIoM SpOyMHHOM 2 MTI (3KBUBAJIEHTHO 2,5 MI' MEpUHAONpPUIIA
apruHUHA) WIKM SHANANPUIOM B 1o3e 10 Mr ofuH pa3 B CyTKH, U IIPH YBEIMYEHUH 1036l MHAAMIAMU/IA
710 2,5 Mr 1 nepuHaonpuia 3poymuHa 10 8 Mr (3kBUBaJIeHTHO 10 Mr nepuHI0Npuia apruHruHa), WiK
sHananpuia 10 40 Mr oguH pas B CyTKH, OTMEYEHO 0oJjiee 3HAYMMOE CHIKEHHE MHICKCAa MacChl
neBoro sxenynouka (UMJDK) B rpymnme uHIanamMua+HepuHIONPHI 10 CPABHEHHUIO C TPYMION
sHananpuna. [lpu stom Hanbonee 3Haunmoe BiausHue Ha MMXKIJI oTMmeuaetcs mpu npuMEHEHHH
WHJanaMusa 2,5 Mr/nepuHaonpuia SpoyMuna § mr.

Takxke oTMeueHo 0osiee BBIpaKEHHOE aHTUTUIIEPTEH3UBHOE JIelicTBUE Ha (POHE KOMOMHMPOBAHHOMN
Tepanuy HHAANaMHUIOM U IEPUHIOIPUIIOM IO CPAaBHEHUIO C HAJIAIIPUIIOM.

VY nanueHToB ¢ caxapHbIM quabeToM 2 Tuna (CpeqHue Mmoka3aTeu - Bo3pacT 66 JieT, MHJEKC MacChl
Tena 28 Kr/M?, TITMKO3MIMPOBaHHKI remornooun (HbAIC) 7,5 %, AJT 145/81 MM pT. cT.) H3ydanoch
BIUSHUE (UKCUPOBAHHOW KOMOWHAIMU HWHAANaMHUI+TIEPUHAONPUI HAa OCHOBHBIE MHKpPO- H
MaKpOCOCYIUCTBIE OCIIOKHEHUS B JOINOJIHEHNE KaK K CTaHAAPTHOW TEpanuu Uil MNIMKEMHUYECKOTO
KOHTPOJISA, TaK U K CTPATETHH MHTEHCHUBHOTO rinkemudeckoro koutposs (UI'K) (uenesoit HbAIC <
6,5 %).

VY 83 % manueHTOB OTMeYanach apTrepuanbHas rumepreHsus, y 32 % um 10 % — makpo- u
MHUKPOCOCYTUCTbIE OCIOXHEHUs, y 27 % — MUKpoalbOyMUHYpHs. BONBIIMHCTBO MallMEHTOB Ha
MOMEHT BKJIFOUEHHUS B MCCIIEN0BAHUE TIOTyYaId TMIONIMKEMUYECKYIO Tepanuio, 90 % nanueHToB —
TUIOTIMKEMHYECKHUE CpeACTBa AJisl nmpuema BHYTpb (47 % mauueHToB - B MOHOTepanuu, 46 % —
Tepanuio IByMs mpemnaparamu, 7 % — Tepamuio Tpems mpemnaparamu). | % mamueHTOB Moaydai
UHCYJIMHOTEPAINIO, 9 %— TOIbKO AueToTepanuio. [Ipon3BoHbIe Cynb(OHUIMOUEBUHBI IPUHUMAIIN
72 % mnauueHToB, MeThopMuH — 61 %. B kauecTBe comyTcTByromel tepanuu 75 % MalMeHTOB
MOJTy4aIi TUIIOTEH3UBHBIE CPECTBA, 35 % MalueHTOB — TUIIOJIUITUIEMUYECKHUE CPECTBA (TIIaBHBIM

oOpazom, unrudburopsl [ MI'-KoA- penykrasbl (cratunsl) — 28 %), aleTUICATMIUIOBYIO KUCIOTY B
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Ka4ecTBE aHTUArPETraHTHOTO CPEJCTBA U APyTHe amnarﬁ&%ﬁggd%ﬁéﬁg FZH":%:)T b 0004)

[Tocne 6 Hexenp BBOJHOIO IEPHOAA, BO BpPEMsS KOTOPOIO MALKMEHTHl MOJIy4ald TEparuio
NEePUHAONPUIOM/MHIAIAMUAIOM, OHU PACHpPEeNsUINCh B TPYHILYy CTaHJAPTHOTO TIIMKEMHUYECKOTO
koHTposis win B rpynny WIK (mekapcrBenssiii mpemnapar JlmaberoH MB ¢ B0O3MOXHOCTBIO
YBEJIMYEHUS J103bl 10 MaKCUMaNbHOM 120 MI/cyTkH uiy Jo0aBiieHUe JPyroro runoriaiukeMHYecKoro
CpencTBa).

B rpynmne UI'K (cpennsisi nponomkutenbHocTs HaOmonenus 4,8 ner, cpeauuit HbAlC 6,5 %) mo
CPaBHEHHUIO ¢ Tpymmoi cranaaptHoro koutpons (cpeauuii HbAIC 7,3 %) mokaszaHo 3HaYMMoe
cHikeHnne Ha 10 % OTHOCHUTENBHOIO pHUCKAa KOMOMHHUPOBAHHOM 4acTOTBl Makpo- U
MHUKPOCOCYTUCTBIX OCIOXKHEHHM.

[Tpenmy1iecTBO OBLIIO JOCTUTHYTO 3@ CUET 3HAUMMOT'O CHUKEHUSI OTHOCUTEIBHOIO PUCKA: OCHOBHBIX
MHUKPOCOCYIUCTBIX OCIOXHEHUH Ha 14 %, BOSHMKHOBEHMs U IPOrpecCUpoBaHMs He(ONaTHUH Ha
21 %, mMukpoanbOymuHypuu Ha 9 %, MakpoansOymuHypuu Ha 30 % U pa3BUTHS OCIOXXHEHHUH €O
cTopoHbI noyek Ha 11 %.

[IpenmymiecTBa TUIIOTEH3WBHOW TEpalMy HE 3aBUCENIM OT MPEHMYIIECTB, JOCTHUTHYTHIX Ha (OHE
UI'K.

Hnoanamuo

AHTUTHIIEPTEH3UBHOE JIEHCTBUE MPOSABISAETCS MPU NPUMEHEHUH Mpernapara B 103aX, OKa3bIBAIOLINX
MUHUMAaJIbHOE IUYPETUYECKOE JEICTBHE.

AHTUTUIIEPTEH3UBHOE [EICTBUE HHJANaMHAA CBS3aHO C YJIYYLIIEHHUEM D3JIACTHUYECKHUX CBOMCTB
KpyNHbIX aptepuii, ymensienueM OIICC.

WNupanamu ymensmaer crenedb ['JDK, He BIMseT Ha KOHLEHTPALMIO JUIUIOB B IUIa3ME KPOBU:
TPUTIULEpUI0B, obmero xonecrepuna, JIMHU, JIIBII; yrneBonnbiii oOMeH (B TOM yucie y
NAIMEHTOB C COMYTCTBYIOLIMM CaXapHbIM TUa0ETOM).

Ilepunoonpun

[Tepungomnpun 3¢ heKTUBEH B Tepanuu apTepruaIbHON THIIEPTEH3UH JIFOOOW CTEMEHU TSIKECTH.
AHTUTHIIEPTEH3UBHOE JIEWCTBUE IIpernapaTra JIOCTHraeT MakcumMyma uepe3 4-6 yacoB mocie
OJIHOKPaTHOT'O IIpUE€Ma BHYTPb U cOXpaHsieTcsi B TeueHue 24 yacos. Yepes 24 yaca nocie npuema
npenapara HabojaeTcst BipakeHHoe (ropsiaka 80 %) ocrarouHoe nHruouposanue AI1D.
[lepunonpun oKa3bIlBaeT aHTUTUIEPTEH3MBHOE NEHCTBHE Yy MAllMEHTOB KaK C HU3KOM, Tak U C
HOpPMaJIbHOW aKTUBHOCTHIO PEHUHA B TIa3Me KPOBHU.

CoBMmecTHOE IIPUMEHEHHE THUA3UIHBIX TUYPETUKOB YCUIIUBAET BBIPAXEHHOCTh
AHTUTUIEPTEH3UBHOTO JieiicTBUsA. Kpome aToro, komOuHupoBanue uaruoutopa AII® u TasumHoro
JUYpEeTUKa TaKXKe IPUBOAUT K CHWKEHMIO PUCKAa pa3BUTHS THIIOKAIMEMHM Ha (OHE IpHuemMa

JTNYPETUKOB.
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Kinuanueckas 2¢dekTUBHOCTE U 0€301aCHOCTh

Heouinas 6roxada penun-aneuomenut-arvoocmeponosoi cucmemut (PAAC)
HmeroTcs OaHHBIE KIMHUYECKHX HCCIENIOBaHUKA KOMOWHHPOBAHHOM TEpanmuu C HpPUMEHEHHUEM
uaruouTopa AIID ¢ antaronucramu penentopoB anruoteHszuna II (APA II). IIpoBoamnuchk
KIIMHUYECKHE MCCIIEA0BAHUS C yYaCTHEM MAllMeHTOB, UMEIOLINX B aHAMHE3€e CeplIeYHO-COCYTUCTOE
Wik 1epeOpoBacKyIsIpHOe 3a0ojieBaHUE, TUOO0 CaxapHBId auadeT 2 THIa, COMPOBOXKIAIOIIUNCS
HOJTBEPKJIEHHBIM MOPAKEHUEM OpraHa-MUILIEHH, a TAKXKE UCCIEIOBAHNUE C YIaCTUEM ITallUEHTOB C
caxapHbIM Jua0eToOM 2 THIA U TUa0eTHYECKON HedpomaTuei.
JlanHble HCCNEAOBaHUSA HE BBIABWIM Yy NAIlMEHTOB, MOJY4YaBIIMX KOMOMHHPOBAHHYIO TEPaIUIo,
3HAYMMOTO TMOJIOKUTEIHHOTO BIHMSHHUS Ha BOSHUKHOBEHHE MOYEYHBIX W/WIH KapHOBACKYJSPHBIX
COOBITUI U Ha IMMOKAa3aTell CMEPTHOCTHU, B TO BpPEMs KaK PUCK Pa3BUTHUS T'MIIEPKAIUEMHH, OCTPOI
MOYEYHON HEIOCTATOYHOCTH W/WIM apTEepPHabHOW TUIIOTEH3UH YBEJIWYWBAJICS O CPaBHEHHUIO C
HalUeHTaMu, TOMy4aBIITMMH MOHOTEPAIHIO.
[lpuaumas BO BHUMaHHE CXOXXHE BHYTPHUTPYNIOBBIE (DapMaKOIMHAMUYECKHE CBOWCTBA
uHruoutopos AII® u APA 11, nanHble pe3ynbTaThl MOKHO 0>KMJIATh JUISl B3aUMOJIEHCTBUS JIIOOBIX
JIpYTHUX IpernaparoB, npeacTaBuTeneii kiaaccoB nHruOuTopoB AIID u APA 1L
[ToaToMy mOpOTHBONOKa3aHO NpuMeHeHHe WHruOuTopoB AIID B coueTaHMM C aHTAarOHHUCTAMU
peuenTopoB aHruoreH3uHa Il y manuenTo ¢ quaderudeckoi HedponaTueil.
HmeroTcss naHHblE KIMHUYECKOTO HCCIIEJOBAHMS IO W3YYEHMIO IOJIOKUTEIBHOTO BIUSHUS OT
no0aBJIeHUs aNUCKUpeHa K cTaHnapTHoi Tepanuu uHruouropom AIlD umum APA Il y manueHToB ¢
caxapHbIM JuabeToM 2 THUMAa W XPOHHYECKMM 3a00J€BaHMEM MOYEK WIH CepJeUHO-COCYAMCTHIM
3a0osieBaHKEM, JTMOO UMEIOIIMX COYEeTaHHE ATHX 3a0ojeBaHuil. VccnenoBanue ObUIO MPEKPALEHO
JIOCPOYHO B CBSI3U C BO3POCHIMM PHUCKOM BO3HUKHOBEHUS HEKeJaTelbHBIX McxoaoB. CepaeuHo-
COoCyAMCTasl CMEPTh U MHCYJIBT BOSHUKAJIN Yallle B TPYIIIE NALIMEHTOB, MOIYYalOIIUX AIUCKUPEH, 110
cpaBHeHMIO ¢ rpynnoi miarebo. Takke HexenaTeNnbHbIE SIBICHHUS U Cepbe3HbIE HEXelaTelIbHbIe
SBJIEHUSI 0COOOr0 MHTepeca (TUMlepKaIUueMHUsl, apTepuaabHas TUIOTEH3Us U HapyleHus: QyHKIUN
MOYEK) PETUCTPUPOBAIIUCH Yallle B IPYIIE aIMCKUPEHa, YeM B TpyMIIe Mianedo.

eTH
OTCyTCTBYIOT AaHHBIE O MPUMEHEHMH KOMOMHAIIMM MpenapaToB MHIANaMuja + MNEPUHAONPUI Y
JIeTen.
5.2. ®apmakoKHHETHYECKHUE CBOIiCTBA
CoBMecTHOE MPUMEHEHHE NEPUHAONPUIAa U UHIANaMUIa He U3MEHseT UX (papMaKOKMHETHYECKUX
XapaKTEPUCTHK 10 CPABHEHMIO C Pa3€NIbHBIM IPUEMOM ITHUX IIPETApaTOB.

AOGcopOnus

Hnoanamuo
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NupanaMur ObICTPO U MOTHOCTHIO a0COpOUpyeTCs U3 mé%éﬂﬂ%ﬁk’élﬁb#ﬁﬁk?ﬁ 0004)

MakcumManbHas KOHIEHTpAIKs B I1a3Me KPOBH JIOCTUraeTcs uepe3 1 yac rnocie npuema npenapara
BHYTPb.

Tlepunoonpun

[Tocne nmpreMa BHYTpb MEPUHIONPHII OBICTPO BCACHIBAETCS, U MMKOBAsi KOHLIEHTPALMS IOCTUTAETCS
B TeueHue 1 wyaca. Ilepuon nomyseiBeneHus nepunponpuina (Tiz) pasen 1 wacy. Ilpuem numum
3aMeJUIsIeT MpEeBpallleHHe IEepUHAONpUIAa B IEPUHAONPUIAT, TaKUM oOOpa3oM, BIuUsAs Ha
6uonoctynHocTb. [loaTOMy nmepuHIONpHUI cilelyeT NPUHUMATh OJUH pa3 B CYTKH, YTPOM, Iepen
IPUEMOM IHILH.

Pacnpenenenne

Hnoanamuo

CBs3b ¢ 6enmKkaMu T1a3Mbl KPOBH cocTaBisieT 79 %.

Tlepunoonpun

OO0BeM pacrpesielieHHsT HECBS3aHHOTO TEPHHJIONPUIIaTa COCTaBisseT npubau3utenbro 0,2 JI/KT.
CBs3bp TIEpUHJIONpPWIATA C OCJNKaMH IIa3Mbl KPOBH, IIaBHBIM oOpasom ¢ AIID, 3aBucutr ot
KOHIEHTPAIlMU TIEPUHIOIPIIIA U cocTaBisieT 0koo 20 %.

BI/IOTDaHCd)ODMaHI/ISI

Hnoanamuo

T12 cocraBnsier 14-24 yaca (B cpenneM 18 yacos). IloBropHOE npuMeHeHMe npenapaTa He IPUBOAUT
K €ro KyMYJISIIIUU B OPTaHU3ME.

Ilepunoonpun

[Tepungonpun npeactasisieT co0oit mposiekapcTBo. 27 % OT 00IIEro KOJIMYeCTBa MPUHATOTO BHYTPh
MIEPUHIONPHIIA TOCTYIAET B KPOBOTOK B BHJIC aKTUBHOTO METa0O0JINTa TICPUHIOIIPHIIATA.

[ToMrMO aKTUBHOTO TMEpHHIONpUIATa O00pa3yroTcs eme S5 MeTadoIuTOB, HE O0NaJarolInx
dbapmakonoruyeckoil aKTUBHOCTHIO. [IMKOBas KOHIIEHTpaIusi MEepUHAONpUIaTa B IUTa3ME KPOBU
JIOCTUTaeTcs B TeueHne 3-4 4acos.

DJIMMUHALMS

Hnoanamuo

BreiBogutcs B ocHOBHOM ¢ Mouo# (70 % OoT BBeAeHHOM 103b1) U KajioM (22 %) B (hopme HeaKTUBHBIX
MeTabOoIUTOB.

Ilepunoonpun

[MepunonpuiIaT BEIBOJUTCS W3 OpPraHM3Ma C MOYOM, ¥ KOHEYHBIH mepuoj noiyBbeiBeaeHus (T1/2)
cBOOOAHON (pakmuu cocTaBisieT okolo 17 yacoB, B pe3ylbTaTe Yero PaBHOBECHOE COCTOSHUE
JIOCTUTAeTCs B TeUeHUE 4 CyTOK.

JIMHENHOCTE/HENUHEHHOCTD
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Ilepunoonpun

beima mpomeMOHCTpUpOBaHAa JIMHEHMHAs 3aBUCHUMOCTb MEXKIY JO30M IEPUHAONpHUIA U €ro
KOHILICHTpalueH B IIJ1a3Me KPOBH.

IloyeyHas HEIOCTATOYHOCTh

Hnoanamuo

Y nanueHToB ¢ MOYeYHOH HEIOCTATOYHOCTHIO (hapMaKOKHHETHKA HE N3MEHSICTCS.

Ilepunoonpun

[Tpu HapymeHUH QYHKIUH TTOYEK JKEJIATEILHO KOPPEKTUPOBATh 103y B 3aBUCUMOCTH OT CTCIICHU
HapymeHus (KIMpeHca KpeaTHHUHA).

IIeueHoUHAs HEAOCTATOYHOCTD

Tlepunoonpun

dapMaKOKHHETHKA IEPUH/IONPUIIA Y MAIIHEHTOB C IUPPO30M MEYCHU HOCUT U3MCHEHHBIH XapakTep:
NICYCHOYHBIN KIUPEHC HCXOJHON MOJICKYJIbI CHIDKEH B JiBa pasa. TeM He MeHee, KOJUYECTBO
00pa3yromIerocsi MepUHAONPHIATa HE YMEHBIIACTCS, M, CJCIOBATEbHO, KOPPEKIMU JI03bI HE
Tpebyetcst (cM. pazaen 4.4).

JInia moXMaoro Bo3pacra.

Tlepunoonpun
BriBeieHIe IEpUHIONIPUIIATA CHUXKACTCS Y TIOXKIIIBIX ITAIIMEHTOB, a TAKXKE y MAIIMEHTOB C CePICIHON
WJIM TIOYE€YHOM HETOCTATOYHOCTBIO.
M3
Ilepunoonpun

Jnanu3Hslil KIMpeHc nepuHonpuiara coctaniser 70 Mi/MuH.

6. ®APMAIEBTUYECKUE CBOMCTBA
6.1. IlepeyeHb BCOMoOraTeIbHbIX BellleCTB
Kapbokcumeruiakpaxman HaTpHst

Kpemuust nTMOKCH KOJITTOWAHBIN

JlakTO3BI MOHOTHIPAT

Marnus creapat

ManbToIeKCTpUH

[enmron03a MUKpPOKpUCTAITHYECKAS
Omnanpaii 20A28380 Geblii, B TOM 4ncIe:
I'unpono3sa

['mnpomennosa

Tanpk
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Twurana quokcug

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok roaHocT

1,5 rona.

6.4. Oco0ble Mepbl NPeIOCTOPOKHOCTH NPH XPAHEHUHU

XpaHuTthb 1pu Temneparype He Boiiie 25°C BO BTOPUYHON yaKOBKE (IMauyKe KAPpTOHHOM).

6.5. XapakTep u coaep:kaHue NEPBUYHOI YIIAKOBKHU

ITo 7, 10, 14 wim 30 TaGIETOK B KOHTYPHYIO STYCHKOBYIO YITAKOBKY M3 TIJICHKH TOJMBUHIIIXJIOPUTHOM
win [IBX/TIBAX u $onbru afoMHHHEBON TIEYaTHOW JTAKUPOBAHHOM.

[To 60 wim 90 TabneTok B OaHKY MOJTMMEPHYIO JIJIS JIKAPCTBECHHBIX CPEJICTB U3 MOJUITHIICHA HITU
nonudTHIeHTepedTanaTa. Kpbliika U3 MonusTUICHA WIH MOJUIIPONUIICHA.

Ha 6aHKy HakJIenBarOT 3TUKETKY U3 OyMaru WM CaMOKJIESAIIYIOCS TUKETKY.

ITo 1, 2, 4, 8 KOHTYpPHBIX SYCHKOBBIX YIMAKOBOK MO 7 TabneTok wiau mo 1, 2, 3, 6 KOHTYpPHBIX
AYEHKOBBIX yNakoBoK o 10 Ttabierox, uaum mo 1, 2, 4 KOHTYpHBIX SUEHKOBBIX YIIAKOBKHU IIO
14 Tabnetok, uian mo 1, 2 KOHTYpPHBIX SYEHKOBBIX ymakoBkd 1o 30 tabnerok, wiu mo 1 GaHke
MOJIMMEPHOM JIJIsl JIEKAPCTBEHHBIX CPEACTB BMECTE C JIMCTKOM-BKJIAJIBIIIEM MOMENIAIOT B MAauKy U3
KapTOHA I OTPEOUTENHCKOM Taphl.

6.6. Ocodbie MepbI MPETOCTOPOKHOCTH MPH YHHYTOKEHHH UCIO0JIb30BAHHOTO JIEKAPCTBEHHOT 0
npenapara MM 0TX0/0B, NOJY4YEHHBIX N0c/ie NIPUMEHEHHS JIEKAPCTBEHHOI0 Npenapara Win
padoThI C HUM

Her oco0bix TpeOoBaHuil K yTUIM3aUU

7. JAEPXKATEJIb PETUCTPAHIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

3akpeiToe Akimoneproe oomiectBo "Kanondapma npogakmu" (3A0 "Kanondapma mpomakmra")
141100, MockoBckast 00i1., r.0. Il[énkoBo, T. Ll[énkoBo, yi1. 3apeunas, 1. 105

Ten.: +7 (495) 797-99-54

DnexkTpoHHBI aapec: safety@canonpharma.ru

7.1. IlpeacraBuTe/Ib AEpKATENS PETHCTPALMOHHOIO YA0CTOBEPEHUS

[Tperen3un norpeduTenei ciaenyer HapaBIATh MO aipecy:

Poccniickas @enepanvs

3akpeiToe AkmronepHoe oomectBo "Kanondapma npogakmia" (3A0 "Kanondapma npomakmra")

141100, MockoBckas 00u1., T.0. [1[&1koBo, r. [IénkoBo, yin. 3apeunas, a. 105
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Ten: +7 (495) 797-99-54 (NOCNELOBATENEHOCTb 0004)

DnektpoHHsbIid anpec: safety@canonpharma.ru

8.  HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUSI
JITI-Ne(002953)-(PT-RU)

9. JATA IEPBUYHOM PETUCTPAILIUNA

Hara nepoii peructpanuu: 07 aBrycra 2023.
10. JATA NEPECMOTPA TEKCTA
OO6mmas xapakTeprcTrKa JekapcTBeHHOro npenapara Muganamun + [epungonpun Kanon gocrynna

Ha I/IHCI)OpMaI_II/IOHHOM mopTajic EBpaSHﬁCKOFO SKOHOMHYCCKOI'O COI3a B I/IHCI)OpMaI_[I/IOHHO'

KOMMYHUKaIMOHHOM cetn «MHTepHeT™ http://eec.eaeunion.org/
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