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OBIIAS XAPAKTEPUCTHKA JIEKAPCTBEHHOFO TP EMAPATA ")

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 KanoH 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 103upOBaHus

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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Iayuenmel nosxcunozo éospacma (cm. pasoen 4.4) (MOCNELOBATENBHOCTE 0003)

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 WJIU TsDKENbIM HapylieHueMm (QyHkuuu noudek (kiupenc kpeatuHuHa (KK) nike 60
wi1/mMuH). Ha ¢oHe Tepanuu HeoOX0oAUM PeryasipHbI KOHTPOJIb KOHIICHTPAIIMH KpEaTHHUHA U KaJlns
B TJIa3Me 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 (QYHKIIMH MTEYeHU KOPPEKLHUs 035l HE TpeOyeTcs.

eTH
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, IpeANOYTUTENBHO YTPOM, Mepel IpUueMoM NUIM. TabaeTKu ciaeyeT NporiaThiBaTh
LIEJIMKOM, 3aIliBasl BOAOH.

4.3. [IpoTUBONOKA3AHUSA

WHpanamMun

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

. YmepenHoe unu tsokenoe Hapymenue ¢pynkuun nodek (KK amxe 60 mi/mMun).

o [leuenounas sHEaTONATHS.

. Tspkenoe HapylieHre QyHKIMY MEYEHH.

. ['mnokxanuemusi.

. CoBMECTHOE TNPUMEHEHUE C HEAaHTHAPUTMUYECKMMM JIEKapCTBEHHBIMH CPEICTBAMU,

CIIOCOOHBIMU  BBI3BaTh  MOJUMOP(GHYIO  JKETYJOYKOBYIO  TaXWUKApAWIO THIIA  «ITHPYITH
HerenecooopasHo (cM. pasaen 4.5).

. [Tepuon rpyaHoro BckapmirBaaus (cM pasnaen 4.6).
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(NOCNEQCBATENEHOCTE 0003)

[Tepunponpun

o ['unepuyBCTBUTENBHOCTD K JICHCTBYIOIIEMY BEIIECTBY WJIM JIOOBIM APYTrUM HHTUOHTOpAM
aHrMoTeH3WHNpeBpamaroero pepmenta (AIID).
. AHnruoneBpornueckuii orek (orek KBuHKe) B aHamMHe3e Ha (oOHE mpHeMa APYTrux

uHruouTopoB AIl® (cm. paznen 4.4).

. HacnencTBeHHBINH/MANONATHYECKUN aHTHOHEBPOTHUECKUH OTEK.
. bepemenHocTh U nepuoa rpyAHOr0 BCKapMiauBanus (cM pasnen 4.6);
. CoBMecCTHOE IPUMEHEHHUE C ATMCKUPEHOM U JIEKaPCTBEHHBIMU IIpenapaTaMu, CoAEepKalluMu

QINCKUPEH, y MALlUEHTOB C CaxapHbIM JUA0ETOM W/WIM YMEPEHHBIM WM TSKEJIbIM HapyLICHUEM
(yHKIME moYeK (CKOpocTh KiTyboukoBoit ¢pumptparuu (CK®) menee 60 mu/mun/1,73 M2 nnomanu
MOBEPXHOCTH Tena) (cM. pazaenst 4.5 u 5.1).

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

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

o DKCTpaKkopropajabHas Tepamus, MPUBOJAIAS K KOHTAKTy KpPOBH C OTPHIIATEIBHO
3apsHKEHHBIMU TIOBEPXHOCTAMH (CM. pasjen 4.5).

. BeIpaxeHHBIN 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'IIO60My N3 BCIIOMOTAaTCJIbHBIX BCHICCTB, IMNCPCUMCICHHLBIX 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 TaKXe Yy MalMeHTOB C HEJICYEHOM CEpJEYHON HEIOCTAaTOYHOCTBIO B CTaIWU
JEKOMIIEHCALIUH.

4.4. OcoOble ykazaHMsl U1 MepPbl PeJ0CTOPOKHOCTH NPH NPUMEHEHUH

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

. CucremHuble 3a00JIeBaHUS COEAMHUTEIBHOW TKaHM (B TOM YHCJE, CHUCTEMHas KpacHas
BOJIYAaHKA, CKIIEPOJEPMHUS U JP.),

. ConyrcTBytoliee NpUMEHEHUE aJUIONyPUHOIA, IIUTOCTATUKOB U UMMYHOJEIIPECCAHTOB, WIN

IPOKaMHAMHUJA (PUCK Pa3BUTHS HEUTPOIIEHNUHU U arpaHyJIoLUTO3a),
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. ConyTrcTByromIast Tepanus mpernapaTaMmu|JIuTus, hgéﬁaMhﬁ%Mﬁ%{'}I ﬁ'aﬁﬂlcléi“OB oe3

caxapHoro quabera Wiy HapymeHU (pyHKIUY OYEeK, aHTaTOHUCTAaMH PEIENTOPOB aHTHOTeH3uHA 11
(APA 1I) y naruenToB 6e3 nuabeTtnueckor HedpomaTtuu, Ipenaparamu 30J0Ta, HECTEPOUIHBIMU
NpOTUBOBOCTIANUTENbHBIMU  nipenapatamu  (HIIBII), GaknodenoMm, KOPTUKOCTEPOUAAMH,
WHTHOMTOpaMU HEMIPWIM3MHA, TIperiapaTaMu, KOTOpbIe MOT'YT BbI3BaTh yasnHeHue natepBaia QT Ha
anekTpokapauorpamme (OKI'), cepaeuyHbIMU TIMKO3MAAMH, JIEKAPCTBEHHBIMU IIpenapaTaMu,
KOTOPBIE MOTYT BbI3BATh MOJTUMOPQPHYIO KEITYAOYKOBYIO TAXUKAPAUIO TUTIA «ITUPYIT»,

. YrHeTeHne 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,

. [Munepypukemust (0COOEHHO COMTPOBOMKAAIOIIASCS MOAATPOI M YpaTHBIM HEPPOIUTHAZOM),

. JlabunsHOCTh 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 MUTPAIbHOIO KjamaHa/runeprpoduueckas OOCTpYKTUBHAs

KapAMOMHUOMATHS, aTEPOCKIIEPO3,

. [IpencraBuTenn HETPOUAHOM packl (MEeHee BhIpaKEHHBINH Y PEKT OT MPUMEHEHHUS),
. CrnoptcMeHbl (BO3MOXKHA MOJIOKUTEIbHAS peaklys IPHU JOUHT-KOHTPOJIE),
. ComnyTtcTBytommas Tepanus KaauicOeperaromyuMu THypeTuKaMu, MpernapaTaMi Kajaus Wik 'y

MAanuCHTOB C MOBBIIICHHBIM COACPIKAHUECM KAl B IJIa3ME, TUIICPKAJIUCMUS,

. I'unonarpuemuns,
. OTAromeHHbIN aIeproJorn4ecKiil aHaMHe3,
. Anteprudeckasi peakiys Ha NEHUIWIINH B aHAMHE3E.
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O6mee JJIA ICPUHAOIIPHUIIA M MHAAITaMu1a

IIpumenenue iekapcrBeHHoro mnpenapara HWupanamun + Ilepungonpun Kanon He
COIIPOBOKIAETCS  CYHIECTBEHHBIM CHIDKEHHEM 4YacTOThl TMOOOYHBIX A(QEeKToB, 32
UCKIIOYCHUEM TMIIOKAIMEMHMM, II0 CPaBHEHHIO C IIPUEMOM OTACIBHBIX KOMIIOHEHTOB
npernapara HAaMMEHbIINX pa3pelIeHHbIX JJI IpUMEHEeHus 103ax (cM. pasaen 4.8). B Hauane
Tepanuu ABYMsl T'MIIOTCH3MBHBIMM IIpenapaTamu, KOTOPbIE MALUEHT HE IOJIy4all paHee,

HEJIb3sl MCKIIOYHUTH YBEIWYEHUs YacTOThl PAa3BUTHUS UIAUMOCHHKpa3uH. TareiabHOE
HaOJr0IeHUE 32 MAUEHTOM [T03BOJISIET CBECTH ITOT PUCK K MUHUMYMY.

IIpenapamul tumus

CoBMecTHOE NpPHUMEHEHUE KOMOMHAIMM NEpUHIONpPWIA U HHJANamMHuAa C IpernaparaMy JIUTUS
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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M30TOHUYECKOTO COJIEBOTO PACTBOPA. (NOCNEOOBATENEHO

TpaH3uTOpHasi TUIIOTEH3HS HE SIBJSETCS MPOTUBOINOKA3aHUEM JJIsl IPOJOJKEHUS TepaIuu.

[Tocne BoccTaHOBICHUS 00beMa ITUPKYIUPYIOMICH KpoBU U AJ] MOKHO 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 HapymeHUH (YHKIUH EYSHU MPUEM THA3HIHBIX M THA3HOMOJOOHBIX 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
HEOOXOJUMOCTH TPOAOKEHUS TEpanuu AUYPETUKAMH, PEKOMEHIYeTCs 3alluIlaTh KOXKHbBIE
MOKPOBHI OT BO3JACHCTBHSI COTHEUHBIX JTyuei MIIM UCKYCCTBEHHBIX YIbTPa(dUOIECTOBBIX JTyUdeH.
Boono-anexmponumuwiii 6ananc

Konuenmpayus uonos nampus 6 niasme Kkposu

KonnenTpaiuio HOHOB HaTpHs B IUIa3Me KPOBH HEOOXOIMMO OMPEIENATh 0 Hayala JICYeHUs, a
3aTeM PEryJspHO KOHTPOJIUPOBaTh Ha GoHE mpueMa mnpemnapara. CHUKEHHE KOHIIEHTPALUd MOHOB
HaTpUsl Ha HA4YaJbHOM ATalle MOXET HE COMPOBOXKIATHCS KIMHUYECKUMHU CUMIITOMAMH, MO3TOMY
HEOOXOMM peryJsipHbIA J1ab0paTOPHBIN KOHTPOJIb. bosee 4acThlii KOHTPOJIb COJEpKaHUSI 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
CEepPbE3HBIMUA  TOCJEACTBUSIMU. [ MMOHATpHEMUS, COMPOBOMKIAOMIASACS THUIIOBOJEMHEN, MOMKET
NPUBOANTh K Pa3BUTHIO OOE3BOKMBAHHMS W OPTOCTATHYECKOW TUNOTeH3WH. COMyTCTBYIOIIEE
CHIKEHHUE COJIEPKAHUSI HOHOB XJIOPA MOXKET MPUBECTH K PA3BUTHUIO BTOPUYHOI'O KOMIIEHCATOPHOTO
MeTabOIMYECKOTO  aiKajgo3a: 4YacToTa €ero BO3HUKHOBEHUS M CTENEHb BBIPAKECHHOCTHU
HE3HAYUTEIIbHBIE.

Konuenmpayus uonos xanus 6 niazme Kposu
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CHWKeHIE KOHIICHTDAIMH KANHS C THIIOKATHAMHeH SBIAeTes oHOBHbM PICKOM, “CBiSEHHBM ¢

Tepanuel THa3HUIHBIMH M THA3HIONOJOOHBIMU JWYpPETHKAMHU. | MIOKanueMusi MOXKET BBI3BATh
MBbIIIeYHbIe paccTpoiicTBa. CoolImanoch o ciaydasx padJoMHONIN3a, B OCHOBHOM, B KOHTEKCTE
TSDKEJION TUITOKAJIMEMHUH.

Heo6xonnumo npenynpexxaare puck CHUKEHHUs KOHILIEHTpAalluu HOHOB Kanus (MeHee 3,4 MMOoJIb/a) y
CIIEYIOIINX KaTErOpyuil MalMEHTOB U3 IPYIIIbI BEICOKOI'O PUCKA!

. MAIMEHTOB MOXKUJIOr0 BO3PACTa U/UIM UCTOLIEHHBIX NAlIMEHTOB KAK MOIYyYaloUIUX, 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 YCHJIMBAET TOKCUYECKOE AECUCTBHUE CEPIEYHBIX INIMKO3UIOB U
MOBBILIAET PUCK BOZHUKHOBEHUS HAPYILIEHUH pUTMa.

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

['mnokanuemusi, Tak ke, Kak U Opagukapus, CIOCOOCTBYET Pa3BUTHIO TSDKEJIBIX HapyLIEHUH
CEpJICYHOI0 PUTMA, OCOOEHHO MOJIUMOP(HOMN KETyT0UKOBON TaXMKapIUU TUIA «ITUPYIT», KOTOpast
MOXeT ObITh (paTanbHOM. Bo Bcex ONMMCAHHBIX BBIIIE CIydasx HE0OXoauM 0oJiee 4acThlii KOHTPOIIb
COJIEp/KaHUsl MOHOB Kalus B IUIa3Me KpoBHU. IlepBoe m3MepeHue KOHIIEHTpAalUU 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

TuazuaHple U THA3UAONOJOOHBIE JAMYPETUKH MOTYT YMEHBIIATh BBIBEJICHHE HMOHOB KAalbIUs
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. llepen uccnenoBanneM (YHKIUN TMapandTOBHIHBIX
JKele3 cIeayeT OTMEHUTH MPUEM JUYPETUYECKUX CPEJICTB.

Konyenmpayus enoko3sul 6 kposu

Heo6xonuMo KOHTPOTUPOBATh KOHIICHTPAIMIO TIIOKO3Bl B KPOBH Yy TAIMEHTOB C CaXapHBIM
nrabeToM, 0COOCHHO, KOT/1a KOHIICHTPAIIUS HIOHOB KaJlsl 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 ¥ THA3UIOTIONO0HBIE TUYPETUKH Y((HEKTUBHBI B TTOJIHOW MEpE TOJBKO Y MAIIMEHTOB C

HOpPMAaJIbHOW WJIM HE3HAYMTEJIbHO HAapyHIeHHOW (pyHKIMel mouyek (KOHLEHTpalus KpeaTHMHUHA Y

7



COOTBETCTEYET 3KCNEPTHOMY OTUETY
ot 04.08. 2023 N2 14997
CTe 0003)

B3POCIIBIX MAlMEHTOB Hivke 210 mMr/n umm 220 M xvomp/f) | DENEOOBATENEHD

VY MOXWUIBIX TAIMEHTOB YPOBEHb KPEATHHHHA B IUIA3ME KPOBU JOJDKEH OIEHUBATHCSA 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)KUYUH MOKUIJIOTO BO3pACTa; JUIS KEHIIMH MOXKHUIIOTO BO3PACTa CIEIyeT
YMHOXHUTB pe3ynbTaT Ha ko3 duruenrt 0,85.

B Hauane neyeHust AMYPETUKOM Y MallMEHTOB U3-3a TUIIOBOJIEMUU (BCJIEICTBUE BBHIBEACHUS BOJIBI U
HMOHOB HATPHsI) MOXKET HAOII0AaThCsl BpEMEHHOE CHUKEHHE CKOPOCTU KIIyOOUKOBOW (PUIIBTpALUU U
YBEJIMYEHUE KOHIEHTPAIMM MOYCBUHBI M KpEaTMHWHA B IUIa3ME KPOBH. JTa TpaH3UTOpPHAs
(GyHKIIMOHATbHAS IMOYCYHAs HEIOCTATOYHOCTh HE WMEET HEOJAroNnpHUSATHBIX ITOCICICTBUN IS
MAIMEHTOB C UCXOAHO HOPMaJbHOU (DYHKIIMEH MOYEK, OHAKO MOKET YCYryOssTh YK€ UMEBILeecs
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.

Xopuouoanvuwviii 6b1n0m, OCMpPaAs MUONUSL U 8MOPUYHASL 3AKPBIMOY2ONbHAS 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 3aKPBITOYTOJIHHOW TIayKoMbl. CHMIITOMBI BKIIIOUAIOT BHE3AITHOE
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€UEHHUSI OCTpasi 3aKPHITOYTOJIbHAS TJIAyKOMa MOET MPUBECTH K HeoOpaTuMoi
norepe 3peHus. B mepByro ouepenb Tepamus 3aKIIOYAeTCs B MaKCHMaldbHO OBICTPOMl OTMEHE
npenapata. Eciiu BHyTpUTIIa3HOE JaBlIEHHE OCTAETCS HEKOHTPOIHPYEMBIM, MOXKET TOTPEOOBATHCS
HEOTJIO)KHOE MEJIMKAMEHTO3HOE JICYCHHE I XUPYpPrHYecKoe BMemaTenscTBo. dakropamu pucka
pa3BUTUS OCTPOH 3aKPBITOYTOJIBHOW TJIAYKOMBI MOTYT OBITh aJJIEPTUYECKHUE pPEaKIuu Ha
Ccynb(hOHaAMUIbI MM TICHUIWJUTHH B aHAMHE3e.

[Tepunponpun

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

Wmerorcss maHHble 00 yBEIMYEHUH pUCKA BO3HUKHOBEHHUS apTEePHAbHON TUIOTEH3HH,
TUTNEPKATMEMUU U CHUKEHUH (DYHKIIMY TToUYeK (BKIIIOYasi OCTPYIO TOYEUYHYIO0 HEJJOCTATOYHOCTD) TpH
coBMecTHOM mnpuMeHeHnn HHTUOUTOpoB AIID ¢ APA II unu amuckupenom. [losTomy nBoiiHas

omokama PAAC mocpenctBom codetanusi uaruoutopa AIlI® ¢ APA Il uim amuckupeHOM He
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COOTBETCTEYET ZKCMNEPTHOMY OTYETY
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pexkomenayercs (cm. pasaenst 4.5 u 5.1). Ecim szofIHaﬁIj@ﬁéxﬁ%&ﬂ_}g&%ﬂiéb&ﬁﬁhﬁé? TO 3TO

JIOJKHO BBINOJHATBHCS OJ CTPOrMM HAONIOACHMEM CHELHUAINCTA MPU PErYISIPHOM KOHTPOJIE
(GyHKLINY TOYEK, COACPKAHUS IIEKTPOIUTOB 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).

Kanuiicbepezarowue ouypemuxu, npenapamel Kaius, KAlUnucooepicawjue 3ameHumeny NUwesou
conu u nuuesvie 000aKuU

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

Heiimponenus / acpanynoyumo3s / mpomboyumoneHnus / anemus

Hmerorcst cooOIIeHrs 0 Pa3BUTUN HEUTPOIIEHUN/arpaHyIOIUTO3a, TPOMOOLIUTONICHUH U aHEMUHU Ha
¢one mpuema wunrnOuropoB AIID. V mnamueHtoB ¢ HOpManbHOH (yHKIMEH mnoyek u 0e3
COITYTCTBYIOIIUX (PAKTOPOB pHUCKAa HEUTpONEeHus BO3HHKaeT penko. C KpaifHeH 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 MALMEHTOB C UCXOJHO HApPYIIEHHON (YHKIMEH MoYeK.

VY HEKOTOpBIX MAalMEHTOB BO3HUKAIU TSDKEIble MH(PEKIMOHHbIE 3a00JI€BaHMs, B DsJie CIIydaes,
yCTOHYMBBIE K HMHTEHCHBHON aHTHOMOTHKOTepanuu. [Ipy Ha3HaueHUM MEpPUHIONpUIA TaKUM
NalyveHTaM PeKOMEHAYeTCs IePUOINUECKH KOHTPOIUPOBATh YHCIIO JIEHKOLUTOB 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,
HaXOJALIMXCs Ha reMoananuse. [Ipu 3ToM cHUKeHne reMorio0nHa TeM OoJiblie, YeM BhIIe ObLI ero
NepBOHAYANIbHBIN MOKa3arenab. ITOT 3(Q(dEKT, Mo-BUAMMOMY, HE SIBISETCS /10303aBHCUMBIM, HO
MOET OBITh CBSI3aH C MEXAaHU3MOM JCHCTBUS HHTHONTOPOB AIID.

He3naunTenbHoe CHIKEHHE T'€MOIJIOOMHA MPOUCXOAMT B TEUEHHUE IMEPBBIX 6 MECSIEB, 3aT€M 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 nanuueHToB ¢ ABYCTOPOHHUM CTEHO30M MOYEUHBIX apTEPUM WIIM CTEHO30M apTEPUHN €IMHCTBEHHON
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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COOTBETCTEYET ZKCNEPTHOMY OTYETY
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JIOTIOJTHATEIBHBIM (DAaKTOpOM pHcKa (CM. CM. pas3fien 4@}',-5_"%;@%‘1'{‘1}@@%'1&1— F194eR | MOKeT

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

Metonom seyeHus: peHOBACKYJSPHOIN I'MIIEPTEH3UU SBISETCS PEBAcKyJsipu3alusa. 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 HEBO3ZMOXKHO.

Jleuenue nexkapcTBeHHbIM mnpenapatoM Wupanamupn + Ilepunponpun KaHoH He mokasaHo y
HAlMEHTOB C YCTAHOBJICHHBIM WM IPEANOJIAaraéMblM CTEHO30M IOYEYHON apTepHH, T. K. TEPAIUIO
CllelyeT HauMHATh B YCJIOBUSX CTalMOHapa c 0ojiee HM3KUX /103 KOMOMHALMU NEPUHIONpPHIIA 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/miH TopTanu (cM. pasnen 4.8). DTo MOXKeT MpOoU30HTH B JIt000H nepuoy 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 CAMOCTOSITENIBHO, IIPU 3TOM B KaUeCTBE
CUMITOMaTUYECKOW TEPANTUU MOTYT IPUMEHSTHCSI AHTUTUCTAMUHHBIE CPE/ICTBA.
AHTHMOHEBPOTHUYECKUH OTEK, COIIPOBOXKIAIOLINIICS OTEKOM TOPTaHU, MOXKET IIPUBECTH K JIETAIIBHOMY
ucxony. OTek s3bIKa, TOJOCOBBIX CKJIQJ0K WJIM TOPTaHH 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 ABIXATeIbHBIX 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 €TI0 Pa3BUTH NPHU IpUEME MpenapaToB
3TOH rpynmsl (cM. pa3zaen 4.3).

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

[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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uHrnoutopos AII®. ITosToMy y manueHToB ¢ 60JIBIO B 00JIACTH KUBOTA, TOIYYAIOLIINX HHTHOUTOPHI
AII®, npu npoBenennn nudhepeHnaaTbHON TMarHOCTUKA HEOOXO0JMMO YUYUTHIBATH BOSMOXKHOCTD
pa3BUTHS AHTHOHEBPOTUYECKOTO OTEKa KUIICYHUKA.

CoBMecTHOE MPUMEHEHHE MEePUHIONpPUIa ¢ KOMOMHUPOBAHHBIMU JIEKAPCTBEHHBIMH MperapaTaMu,
COJepXKALIMMH BaJicapTaH + CaKyOMTpHWII, MPOTHUBOIIOKA3aHO, TaK KaK IOBBIIIEH PUCK Pa3BUTHUS
AHTHOHEBPOTHUYECKOro OTeKa (cM. pasnen 4.3), [IpumeHeHre KOMOMHIUPOBAHHOTO JIEKAPCTBEHHOTO
npernapara, coiep Kallero BajicapTaH + cakyOuTpHIl, BO3MOXKHO HE paHee, yeM yepe3 36 yacoB mocie
MOCIIEAHEro MpreMa nepunaonpuia. [lpumMenenue nepuHonpuiaa BO3MOXKHO HE paHee, YeM uepe3
36 dyacoB 1moOcCi€ NpEeKpalleHUus IpHeMa KOMOMHUPOBAHHOIO JIEKAPCTBEHHOIO 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 TIIUNTHHAMH (HAIpUMED, IMHATIIUIITUHOM, CAaKCarTMITHHOM, CUTATJINIITHHOM,
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 cobm0aTh OCTOPOKHOCTH MPH HA3HAYCHHUH PAlleKa0TpUiIa, HHTUOUTOPOB
MTOR (mampumep, cuponmMyca, 3BEpOIUMYCa, TEMCHPOJIMMYCa) W TJIMITHHOB (HAmpUMep,
JMHATJIMNITHHA, CAKCATIIUITHHA, CATATJIMIITHHA, BUIJATIMIITAHA) Y TTAIIMEHTOB, YK€ PUHIMAFOIIIX
unru6urop Alld.

Anagunaxmouonsie peakyuu npu nposedeHun 0eceHcuduIU3ayuu

HmeroTcss  OTHENbHBIE  COOOMICHWS O  Pa3BUTUU  JUTUTENBHBIX, YTPOXKAIOIMIUX  JKU3HU
aHA(QUIAKTOUIHBIX pEaKIWid Yy TMalueHTOB, TodyJaronmx uHruouroper AIlD Bo Bpems
JIECEHCUOMIM3UPYIOLIEH Tepanuu SA0M  IMEpPEenoHYATOKPBUIBIX HACEKOMBIX  (ITYENbI, 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 NallMeHTOB, KOTOPhIM 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.

Anagunaxmouonsie peakyuu npu nposedenuu agepesa JIIHIT

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

aHauIaKTOUIHBIE peakuuu. [ mpeaoTBpalieHus aHaQUIaKTOUIHON peaklMK CIeyeT BpeMEHHO

11



COOTBETCTEYET ZKCMNEPTHOMY OTYETY
o oT 04 CIE'::ZIE.E; Mz 14957 B
IpeKpaaTh Tepanuio narnouTopom AIID nepdn kaxnd h@ﬂgﬂ}pgﬁgﬁl«%@- CTh 0003)

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 IPaBHJIO, HE BOCIPUUMYHBBEL K
AHTUTUINIEPTCH3WBHBIM IIpernaparaM, ACHCTBHE KOTOPBIX OCHOBaHO Ha WHruoupoBanmu PAAC.
[ToaTOMy IprMEHEHUE TIpenapara y TAKUX NalMEHTOB HE PEKOMEH/IYEeTCSl.

Kawenv

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 3HAYMTENIbHAs 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 AUYPETUKOB), y MAIIMEHTOB 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 KpeaTWHWHA 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 3TU COCTOSIHUS PA3BUBAIOTCS OCTPO U B IPYTHE CPOKH Teparnuu. 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 KpoBH. B Hauane Tepanuu A03y mpenapara moJOoUparoT, YIUThIBas
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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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 04.08.2023 N= 143997

PucKk apTepHanbHOM THUIIOTEH3UM CYLIECTBYET Y BCEX alfenton. ﬁa];@%cﬁw Sc':f;)'ﬂé}'{(HOCTL

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/ madicends cepoedHas HeOOCMAamoyHOCHb

Y MmanuMeHToB C TsDKENOH cepaedHoi HemoctarodHocThio (IV  ¢dyHKIMOHATBHOTO Kjacca IO
kiaccudukauu NYHA) neyenue nekapctBeHHbIM npenapatom Munamamun + [epunnonpun Kanon
HE MT0Ka3aHo, TaK KaK Teparnus J0JKHA HAYMHATHCS ¢ 00Jee HU3KHX /103 KOMOMHAIIMY IEPUHIOTIPHUIIA
U MHJaMaMua v MoJ THIaTeIbHbIM BpaueOHbIM KOHTPOJIEM.

[laniueHTHl C apTepUabHOM THUIMEPTEH3UEH C HWIIEMUYECKON OOJE3HbIO cepjilla He JAOJKHBI
npeKpaaTh nprueM Oera-aapeHo010KkaTopoB: HHIHOUTOPEI AIID MOMMKHBI MTPUMEHSTHCS 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 HAYMHATHCSI ¢ MUHUMANBHBIX /103 ¥ IPOXOJUTH MO
MOCTOSTHHBIM Bpau€OHBIM KOHTPOJIEM.

YpOoBEeHb IMIMKEMHUH JIOJKEH TIIATEIbHO KOHTPOIMPOBATHCS Y MAMEHTOB C CaxapHbIM JHAa0ETOM,
paHee NOJy4YaBUIMX IMEpOpalbHbIE CAaXapOCHWKAIOLIUE MpernapaTbl WM WHCYIMH, 4 UMEHHO B
Te4eHHue NepBoro mecsua repanuu uHruouropom AIlD (cm. paznen 4.5).

OmHuuueckue paziudus

[lepunnonpun, kak u Apyrue uHruoutopsl AIID, oka3biBaeT SBHO MEHEE BBIPRXKEHHOE
AHTUTUIIEPTEH3UBHOE JEMCTBHE Y MMallMEHTOB HETPOUIHOMN Pachl [0 CPABHEHUIO C MPEACTABUTEIIMU
apyrux pac. Bo3mMoxHO, 3T0 pa3nuuue OOyCIOBIEHO T€M, YTO Y MalUEHTOB C apTepHalbHOU
TUIIEPTEH3HUEN HETPOUIHOM pachl Yalle OTMEYAETCsl HU3Kasi aKkTUBHOCTh PEHHHA.

Xupypeuueckoe emewamenbcmeo/ anecmesus.

[Tpumenenue uHru6uTopoB AIID MoOXKeT mpUBECTH K TMIOTEH3MH, OCOOEHHO MPHU COBMECTHOM
NPUMEHEHUU CPEJICTB Ul aHEeCTe3UH, O0JIaZaloluX aHTUTUIIEPTEH3UBHBIM JieiicTBueM. [loaTomy
pPEKOMEH/IyeTCsl IO BO3MOXKHOCTH MPEKpaTuTh npueM HHruoutopos AlID mnurensHOro neicTaus,
TaKUX Kak MEPUHIONPUJI, 38 CYTKH 10 XUPYPTUUECKOTO BMEIIATENbCTBA.

Cmenoz aopmanvbHo20 UMY MUMPATILHO20 KIANaHoe/ eunepmpoguueckas o0OCMPYKMUBHAS.
KapOUuOMUonamusi

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

Ileuenounas neoocmamoynocme
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COQOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 04.0 E':E':IE.EE Mz ‘l-'.‘:E 97 B
B penkux cinydasx Ha GpoHe npremMa HHruOnTopdB AIID Bostmaet 'igﬁfé-g%lfr%ékag%éﬁ'ﬁa. [Ipu

IPOTPECCUPOBAHUH 3TOTO CHHAPOMA BO3MOXHO pa3BUTHE (YIbMHHAHTHOTO HEKpO3a IEYCHHU,
MHOTJa C JICTAJIbHBIM HUCXOJ0M. MexaHu3M pa3BUTHs 3TOr0 CHHJpoMa HesiceH. [lpu mosBieHun
JKENTYXU WIM TPU 3HAYUTEITHHOM IOBBIIIEHUU AKTUBHOCTH IEYCHOYHBIX (PEepMEHTOB 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 MOXKET pa3BUBATHCSA BO Bpems JjiedueHUs mHruOutopamu AlID, B Tom uucie, u
nepunjonpuiaoM. Muaruburopsr AIID Moryr BbI3bIBaTh TUIEPKAIUEMHUIO, IOCKOJIBKY OHU
MHTUOMPYIOT BBICBOOOXIEHUE albocTepoHa. D(PdeKkT OOBYHO HE3HAUMTENEH y MAIMeHTOB C
HOpManbHOW  (yHKIHMEW mouek. @akTopaMu pHUCKAa THIEPKAUINEMHUH SBISIOTCS MOYeYHas
HEJOCTAaTOYHOCTh, yXy/IIeHne (YyHKIUU ToueKk, Bo3pacT crapuie 70 neT, caxapHblii nuaber,
HEKOTOpPbIE COIYTCTBYIOLLIME COCTOSIHUS, B YAaCTHOCTHU, JAETUAPATALMS, OCTpas JACKOMIICHCALUs
CepACYHON IeATEIIbHOCTH, METa0OJIMIECKUN alli/103, COBMECTHOE MMPHUMEHEHHE KaJTHiicOeperaronmx
JUYPETUKOB (TaKUX KaK CIIMPOHOJIAKTOH, 3IJIEPEHOH, TPHAMTEPEH, aMIJIOPU]T), @ TAKXKE IIPErapaToB
KM WIM KaJIUWCOAEPKAIMX 3aMEHUTENECH MUILEBOM COJM, a TakKe MPUMEHEHHE IPYrux
MpernapaToB, CIOCOOCTBYIOIIUX MOBBIIICHUIO COAEPXKAHUSA Kalus B IUIa3Me KpPOBH (Hampumep,
renapuHbl, KO-TPUMOKCA30J, TAaKKe€ M3BECTHBIM Kak KOMOMHaIMs cyibpameTokca3on +
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, mMMmyHozmenpeccaHTbl, Takue KakK IMKIOCIOPUH WIM TaKpOJIUMYC,
TPUMETOTIPUM) M 0OCOOEHHO aHTArOHUCTHI aJILJOCTEPOHA HITH OJIOKATOPHI PELIETITOPOB aHTHOTEH3MHA.
[IpumeHeHrne mpenaparoB Kaius, KajuiicOeperarommx AUYPETUKOB, KaJUilcoAeprKalux
3aMEHUTENIEN MUIIEBON COJIM MOXKET MMPUBECTH K 3HAUUTEIILHOMY IIOBBILIEHUIO COJEP/KAHUS KaJIMs B
KPOBH, 0COOEHHO y MAIMEHTOB CO CHUKEHHOM (pyHKIMeH mouek. I unepkaneMuss MOXeT MPUBECTH
K Cepbe3HbIM, HHOrja (¢aTalbHBIM HapyLIeHHsIM cepaeyHoro putMma. KanuiicOeperaromnue
JTUYPETUKU M OJIOKaTOpbl PELENTOPOB aHTMOTEH3WHA CJIEeNyeT MPHUMEHSTh C OCTOPOKHOCTBIO Yy
HalMEeHTOB, Moyyyaromux HHruouropsl AIID, a Taxke ciaeayeT KOHTPOJIUPOBaTh YPOBEHb KaJHsl B
CBIBOPOTKE U (PYHKIIHIO MOYEK.

Ecnin HeoOXoIMMO COBMECTHOE NMPUMEHEHHE YKa3aHHBIX BBIIIE MpPENapaToB, JeueHUe IOHKHO
MIPOBOAMUTHCS C OCTOPOXKHOCTHIO Ha (POHE PETyNISIpPHOTO KOHTPOJS COJEp)KaHHsS HOHOB Kayus B

CBIBOPOTKE KpOBH (cM. pazzaen 4.5).
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 04.08.2023 N= 143997
(NMOCNEOOBATENEHOCTE 0003)

BcnoMorarenbpHEIC BEIISCTBA

IIpenapar Mupanamun + Ilepunnonpun KaHOH comepsKuT J1akTo3bl MOoHOruapar. llanmentam c
pPEIKO BCTPEYAIOLICICS HACIEICTBEHHONH HENEePEeHOCHMOCTBIO TaJlaKTO3bl, AC(HUIUTOM JaKTa3bl
JIoTIapeil Uiu TIII0K030-TalaKTO3HOUW ManbabcopOIueil He cieyeT MPUHUMATh 3TOT Ipenapar.
[Ipenapar Uunanamun + Ilepungonpun Kanon coxepxkut menee 1 MMoib (23 mr) Harpus Ha 1
TabJIETKY, TO €CThb, IO CYTH, HE COJAEPKUT HATPUSI.

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 IEPUHIONPUIIA U UHAAAMU/IA, KaK Pa3/ieIbHO, TAK U COBMECTHO Y NAllUEHTOB JaHHON
BO3PAaCTHOM TPYIIIBIL.
4.5. B3aumoneiicTBHe ¢ JPYrHMH JIEKADCTBEHHbIMH IMpenaparamMM W Jpyrue BH/bI
B3aNMOJAeHCTBUSA

OoO1ee g NEPUHAONPUIIA U MHIAIAMUIA

Kombunayuu, ne pexomenoyemvie k npumeHeHuo

Hpenapambl JUMUA

[Ipy coBMecTHOM NpPHUMEHEHHMH NpenapaToB JUTUA W UHruoutropoB AIID coobmanocs 06
00paTMOM MOBBIIIEHUU COJAEPKAHUS JINTUS B IUIa3Me KPOBHU U CBS3aHHBIX C 3TUM TOKCHYECKHX
sp¢ekrax. CoBMECTHOE MPUMEHEHNE KOMOWHALMY NIEPUHONPIIIAa U MHAANIaMuJa ¢ Ipenaparamu
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

Ycunenue anTurunepreH3uBHoro neicteus. Cienayer KOHTpoiaupoBats AJl ¥ pu HEOOXOAUMOCTH
KOPPEKTUPOBATh 103bl AaHTUTUIIEPTEH3UBHBIX MPENapaToB.

Hecmepououvie npomusosocnaiumenvuvie npenapamsl  (HIBII) (sknrouas  evicokue 003bl

auemuacaiuyuro8ou kuciomeol bonee 3 2/cymku)

[Tpu ogHOBpemenHOM npuMeHeHnn UHruOuTOpoB AII® u HIIBII (anernicanuuuioBas KUCIOTa B
J103€, OKa3bIBAIOIIEH MPOTUBOBOCTIAMTEIHFHOE NEUCTBHE, MHTHOUTOPHI MUKI0OKcUTeHasnl-2 (11OI-
2) u necenektuBHble HIIBII) MoxkeT HaOmomaThCs OciiabieHUE aHTHTUIIEPTEH3UBHOTO d(deKTa.
CoBmectHoe mpuMeHeHre HHrHOuTopoB AlID u HIIBII MoxeT NpuBOANTH K YBEIMUEHHUIO PUCKA
yXyaumieHuss (YHKIMM TOYeK, BKJIIOYas pPa3BUTHE OCTPOM MOYEYHOW HEIOCTaTOYHOCTH, U
YBEJIMYEHUIO COJIePKaHMs KaJIs B CBIBOPOTKE KPOBH, OCOOEHHO Yy MAI[IEHTOB C MICXOIHO CHUKEHHOU

¢bynkmueit moyek. Cienyer cobi01aTh OCTOPOKHOCTh IPU MPUMEHEHUH KOMOMHAIIMY TIpenaparta u
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COOTBETCTEYET ZKCMNEPTHOMY OTYETY
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HIIBII, ocobeHHO y MOXMIBIX MaueHToB. [lallneHTh ﬁGHﬁ{ﬂ%ﬁ%ﬁ¥ggﬁe‘ﬂb€Tﬁ&'—Mecmo

KHUJIKOCTH, PEKOMEHYETCSI KOHTPOJIMPOBATh (PYHKIUIO MTOYEK KaK B Hayaje COBMECTHOM Teparuu,
TaK U NEPUOAUYECKU B ITPOLIECCE JICUEHMUSL.
Couemanue npenapamos, mpebyloujee HUMAHUS

Tpuyuxiuyeckue anmudenpeccanmbz, dHmuncuxomu4eckue npenapanivl (Heﬁpwzenmuku)

[IpenmapaThl 3TUX KIACCOB YCHJIMBAIOT AaHTHUTUIEPTEH3UBHBIA 3()(EKT M yBETHMUMBAIOT PHUCK
OpPTOCTAaTUYECKON TUIIOTEH3UH (aATUTHBHBIHN 3¢ (PeKT).

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 ¢ rpernaparaMu, CIOCOOHBIMHU BbI3bIBAThH MOJIMMOP(HYIO JKEITY104YKOBYIO
TaXUKaAp/UIO TUIA «[TUPYAIT», BKIIIOYAsl, HO HE OIPaHUYUBAsICh:

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

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

. aHTHApUTMUYECKUE JIeKapcTBeHHble npenapaTthl III kiacca (Hampumep, aMHOIApOH,

nobeTuiu, HOyTHIINA, OpeTUIIN, COTaIOoN, APOHEIAPOH);

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

JI€BOMENIPOMAa3UH, TUOPUIA3UH, TpudayonepasuH), OeH3aMHIbl (HAampUMep, aMHUCYIbIPUL,

CYJIBIIUPHJL, CYJIBTONPU, THATIPUL), OYTUPO(EHOHBI (HanpuMep, IpONEepUI0JI, TATONEePUI0IN),

Jpyrue HeHpoNenTHKY (Hanpumep, MUMO3U, CEPTHHIO0MN);

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

«  aHTHOaKTepuanbHble  CpeAcTBa:  (PTOPXMHONOHBI  (JIeBO(IIOKCALH,  MOKCH(]IOKCAIUH,
cniap¢IioKcalyt, HnpodIoKcalut; MaKpOIUIbl (SPUTPOMUIIMH IPU BHYTPUBEHHOM BBE/ICHUM,
A3UTPOMMIIVH, KIIAPUTPOMHIIMH, POKCUTPOMUIIIH, CITMPAMHIINH ); KO-TPUMOKCA301T,

*  TMPOTHBOTPHUOKOBBIE CPEACTBA psila a30JioB (BOPHKOHA30Jl, HMTPAKOHA30JI, KETOKOHA30Il,
drykonazon);

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

*  aHTHAHTHUHAJIBHBIC CPEACTBA (paHOA3WH, OCTIPUIN);

*  TPOTHBOOITYXOJIEBBIE TpenapaTsl ¥ UMMYHOMOIYJISTOPH! (BaHIETAHWO, MBIIIbSKA TPUOKCHII,
OKCAJIMIJIATHH, TAKPOJIUMYC, aHArpesIum);

*  IPOTHUBOPBOTHBIE CPE/ICTBA (OHIAHCETPOH);

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

*  AHTUTUCTAMUHHBIE CpeJCTBa (aCTEMHU30J1, TeppeHa MH, MHU30JIACTHH);
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*  [poYyHe: NEeHTaMHJWH, AUu(eMaHus, BUHKAMUH an&&Q&%&éﬁ&Eﬁ'&ﬁ%m{:ﬁ&éﬂeccm,

TEPIUINPECCHUH, KETAHCEPUH, TPOOYKOJI, MPortodo, ceBodaypaH, TEPOIUINH, IUIOCTA30.
CrnenyeT mNpoOBOIUTH MNPO(PHUIAKTUKY TUMOKATHEMHUU M TPH HEOOXOIUMOCTH €€ KOPPEKIIHIO;
KOHTpoJupoBath uHTEpBai QT.

Ipenapamet, CNnocobHbLE BbI3LIEANb CUNOKATUSMUIO

Awmoporepuniva B (mpu BHYTpHBEHHOM Ha3HAYEHHH), TIIOKO- U MUHEPATOKOPTUKOCTEPOUIBI (IIpH
CUCTEMHOM HAa3HAYEHUM), TETPAKO3aKTHUJ, CIAOUTEIbHBIE CPEJICTBA, CTUMYJIMPYIOLINE MOTOPUKY
KULIEYHHUKA: YBEJIMYEHUE PUCKA PA3BUTHUS TUIIOKATIMEMHUN (aJAUTUBHBIN 3 eKT).

Heo6xo1uM KOHTPOJIb COAEp KAaHUS KaKsl B IU1a3Me KPOBH, P HEOOXOIUMOCTH - €r0 KOPPEKIIHSL.
Ocoboe BHUMaHME cJEIyeT YAEIATh IalUeHTaM, OJHOBPEMEHHO IOJYYaroIlUM CEpJcUHbIe
rmko3uapl. CrlenyeT NpUMEHSTh CIIa0WTENbHBIE CPEICTBA, HE CTUMYJIUPYIOIIAE MOTOPUKY
KHIIEYHUKA.

Cepoeunble 2nuko3uobl

['unokanuemMusi ycuJIMBaeT TOKCHMYECKOE IEHCTBUE CEPACUHBIX TIMKO3UIOB. [Ipu coBmecTHOM
MPUMEHEHUN HWHIANaMUJa U CEPJACYHBIX TIMKO3UIOB CIIEyeT KOHTPOJIMPOBATH KOHIIEHTPALUIO
KaJIis B 11a3mMe KpoBu M nokazarenu DKI' 1 mpu HeoOX0IMMOCTH KOPPEKTUPOBATH TEPAITHIO.
Annonypunon

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

Couemanue npenapamos, mpeodyoujee HUMAHUSA

Kaﬂuﬁc6epeearomue duw)emuku (aszopud, CRUPOHOIIAKIMOH, mpuaMmepeH)

Takoe coueraHue OOOCHOBAaHHO y HEKOTOPBIX ManueHToB. [Ipm 3ToM MokeT HaOIOIATHCS
TUIOKAJIMEMUS WU TUIIEPKAIUEeMHUs (B YaCTHOCTH, Y MAIIMEHTOB C TOYEYHON HEJJ0OCTaTOYHOCTbIO MIIN
caxapHbIM auaberom). Ecnu HeoOXoauMMO COBMECTHOE NMPUMEHEHHE WHAANaMHUAa 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 HeIO0CTaTOYHOCTh, KOTOpas MOXKET BO3HMKaTh Ha (hOHE IpHemMa
JMYPETUKOB, OCOOEHHO «IIETIEBBIX», IPH COBMECTHOM NMPHUMEHEHHH MET(HOPMHUHA MOBBIIIAET PUCK
pa3BUTHS MOJOYHOKHCIOro amnuaosa. He cinemyeT mpuMeHSTb METQOPMHUH, €CIIM KOHLEHTPALUs
KpeaTMHHHAa B IazMe KkpoBu mpeBbimaer 110 mr/n (135 mxMonb/n) y MyxduuH u 12 mr/n
(110 MKMOJIB/T) y KEHIIUH.

HO()CO@@D:NCCZWUB KOHmMpAacniHvle seuiecmeda

OO6e3BokMBaHME OpraHu3Ma Ha (oHEe MpHeMa AUYPETUYECKUX TMPEernaparoB YBEIUYUBAET PHUCK

pa3BUTHSA OCTPOW TOYEHYHON HEJOCTaTOYHOCTH, OCOOCHHO MpU NPUMEHEHUH BBICOKHX 03
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Honconepkalux KOHTpacTHbIX BemiecTB. Ilefen npnﬂgll;é;ragn&;%@ﬂic %ﬁﬂ; :'Iég;l':["f;ﬁcmblx

BCIICCTB IMallMCHTaM HGO6XOI[I/IMO KOMIICHCHUPOBATh MOTCPIO KUAKOCTHU.

Kanvyuit (conu)

HpI/I COBMCCTHOM INPHUMCHCHHU BO3MOXXHO Pa3sBUTUC THUICPKAIBIHUEMHUUN BCJICACTBUC CHHXXCHUSA
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.

Kopmukxocmepouduvl, mempaxozakmuo (npu cucmemMHomM NPUMeHeHuu)

YMeHbIIeHHe aHTHTUIEPTeH3UBHOTO d(dekra (3amepkka coau W BOAbI Ha (OHE NPUMEHEHUS
KOPTUKOCTEPOUJIOB).

Ilepunponpuin

JlaHHbIe KJIMHUYECKUX HCCIIEOBAaHHUM IMOKa3bIBalOT, 4TO JBOMHas Onokana PAAC B pesyinbrare
COBMECTHOTO IpuMeHeHnss HHruOnTopoB AIID, APA Il nnn anuckupeHa NpUBOIUT K YBEITUUICHUIO
YacTOThl BO3HMKHOBEHMSI TaKMX HEXEJIaTelbHbIX SBICHUH KaK apTepualibHas TUIIOTEH3MS,
TUIEPKAIMEMUS U CHUKEHHE (QYHKIMHU NOYeK (BKJI0Yas OCTPYIO MOYEYHY HEAOCTATOUYHOCTS), 10
CPAaBHEHHUIO C CUTYallUsIMHU, KOT'/1a IPUMEHAETCS TOJIBKO OJMH Ipenapar, Bozaeicrsyromuii Ha PAAC
(cMm. pasaensi 4.3, 4.4 u 5.1).

Jlexapcmeennvle npenapamol, nogvlUUAIOWUE PUCK PA3GUMUSA  AHSUOHEBPOMUYECKO20 OmeKd
OpnHoBpeMeHHbIN mpueM uHruOuTOpoB AIID ¢ komOumHanmell BajcapTaH + CaKyOUTpHI
IPOTHBOIOKA3aH, TaK KaK 3TO YBEIMYMBAET PUCK aHTMOHEBPOTUYECKOI0 OTeKa (CM. paszzensl 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 Mocje NPUMEHEHHUs MOceIHEeH 103l KOMOMHALMU BajcapTaH +
cakyoutpui (cM. pazzensi 4.3 u 4.4).

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

Jlexapcmeennvle npenapamel, 8bl3v18A0OUWUE SUNEPKATUEMUIO

Hecmotps Ha TO, 4TO ypOBEHb Kajlusi B CHIBOPOTKE KPOBU OOBIYHO OCTAeTCs B Mpenerax HOPMBL, Y
HEKOTOPBIX MAlMEHTOB, MpuUHUMaromux npenapat Mupanamug + [lepunnonpun KanoH, moxer
BO3HUKHYTb TUIIEPKATHEMUS.

HexoTopsle JeKapCTBEHHBIE INpenapaThl WM KJIACCHl MPENapaToB MOTIYT YBEINYMBATh YacTOTY

pa3BUTHS TUIEPKATHUEMHU: ATUCKUPEH, COJIM Kajus, KanuiicOeperaiomue AMYPETUKH (Hampumep,
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CIIUPOHOJIAKTOH, TPUAMTEPEH WM aMUJIOPHI) HHFH6P&I;BBI;I_]1E%F'AWHH 'ﬁ'HETT,l :i'%;’![:hpI/IHBI,

MMMYHO/ICTIPECCAHTHI (TaKHe KaK LIUKIOCTIOPUH UITU TAKPOJIUMYC), TPUMETOIIPUM U KO-TPUMOKCA30J1
(cynbdameTokca3on + TPUMETONPUM), TOCKOIbKY TPUMETONPUM, KaK HM3BECTHO, JCHCTBYET Kak
Kanuiicoeperaroomuil JUypeTuK, kKak u amuwiopua. KomOuHanus 3TUX JE€KapCTBEHHBIX MpenapaToB
YBEJIMYMBAET PUCK pa3BUTUs runepkaaueMuu. l103ToMy COBMECTHOE MNpPUMEHEHHE Mpernapar
Nupnanamun + Ilepunnonpun KaHOH ¢ BhIIIENEPEYMCIEHHBIMU TIPENApaTaMu HE PEKOMEHYETCA.
Ecnu nmokazaHo COBMECTHOE MPUMEHEHUE, UX CIEAYET NPUMEHATh C OCTOPOKHOCTBIO U C YaCThIM
KOHTPOJIEM YPOBHSI KaJusl B CBIBOPOTKE KPOBH.

Coemecmmoe npumeHerue npomusonoKazano (cm. pasoen 4.3)

AJZUCKHD@H U J1eKapCcni6eHHble npenapanivl, codepofcamue AJUCKUpeHr

CoBMecTHOE TIpuMeHEHHEe WHTHONTOPOB AIID C JiekapCTBEHHBIMH IpemapaTamu, COACPKAIUMU
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 TUIEPKATHUEMUH, YXYALICHHUS (QYHKIHHA TOYEK, CepIACYHO-
COCYIUCTOH 3a00JIEBa€MOCTH U CMEPTHOCTH.

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

[IpoTuBONIOKa3aHO NprMeHeHHe UHruouTopoB AIID B codeTaHWM C aHTArOHHCTAMH PELEHTOPOB
anrnorensuna II (APA 1I) y marnueHToB ¢ auabetnyeckoi Hedpomatueit (cm. pasaen 4.3),

9Kcmpakopn0paﬂbnaﬂ mepanus

OKCTpaKkoplnopajlbHblE METOABl JICUEHUs, IPUBOIALIME K KOHTAKTy KpPOBU C OTPULIATEIBHO
3apsHDKEHHBIMU  TIOBEPXHOCTSIMM, TaKHe KaK JIUalu3 WIK TeMOo(UIbTpalus € HCIOJb30BaHHEM
HEKOTOPBIX BBICOKOIPOTOYHBIX MEMOpaH (Hampumep, MOJIMAaKpUIOHUTPUIIOBBIX), WK adepe3
JUIONPOTENHOB HU3KOW TNIOTHOCTH € UCIIOJIb30BaHUEM JEKCTpaHa cynb(ara, IpOTUBOIIOKA3aHbI W3-
3a YBEIMUYCHMs PUCKA Pa3BUTHs TSDKENbIX aHa(QUIAKTOMAHBIX peakiuil (cM. paszen 4.3), Ecnu
NalMeHTy Heo0XoauMa 3SKCTpaKopropaidbHas Tepamnus, CIEAYeT pacCMOTPETh BO3MOKHOCTh
MCIIOJIb30BaHUs JIPYroro THMa JAMATU3HON MeMOpaHbl WM JAPYroro Kjacca aHTHUTUIIEPTEH3UBHBIX
IpernapaToB.

Kombunayuu, ne pexomenoyemvle Kk npumeHeHuo

Anuckupen u 1eKkapcmeentble Npenapamol, COOQDD!CC!WM(? AJUCKUpEer

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

> mIomAMM MOBEPXHOCTH Teja), TMOBBIIEH PUCK PA3BUTHS TUNEPKATHEMHH,

Mi/mMun/1,73 ™M
YXYIUICHUsT (PYHKIUM TOYEK M TIOBBIIICHHUS YaCTOThI CEPACYHO-COCYTUCTOM 3a00JeBACMOCTH H
cMepTHOCTH (cM. paznen 4.4).

Couemanue mepanuu ¢ uncubumopamu AP u APA 11
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[To umeroMcs IUTEpaTypHBbIM JaHHBIM, y 1T I.[I/IGHTOQ-IQ:};C}%;E{}%Eggl Iﬁ%b&&éﬁd‘{ﬁhecmﬁ

00JIE3HBIO, CEPJIEYHOM HENOCTATOYHOCTBIO WJIM  CaXxapHbIM JMAa0ETOM C IOpakKeHHEM
OpraHoB-MuIlIeHei coBMecTHOE puMeHenne UHruouTopos AII® u APA Il npuBOIHT K yBETHUCHHIO
YacTOThI pa3BUTHUS apTepUaIbHONW T'MIIOTEH3UH, OOMOPOKA, TUIIEPKAIMEMUH U yXyALIeHUs (yHKIIUN
NoyeK (BKJIIOYas OCTPYIO MOYEYHYK) HEIO0CTaTOYHOCTb), IO CPAaBHEHHIO C CUTYyalUsIMH, 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 CTPOTUM KOHTPOJIeM (YHKIIMHU MOYEK, COJAEPKaHUsI KaJIKs B
wia3me kposu u AJl (cm. paznen 4.4).

Dcempamycmun

CoBMecCTHOE TPUMECHEHHE MOKET TIPUBECTH K MOBBIMICHUIO PUCKA Pa3BUTHS TOOOYHBIX
3(eKTOB, TAKMX KaK aHTHOHEBPOTHYECKUM OTEK (0TeK KBUHKE).

KO'I’I’ZDMMOKCGS’OJZ (CVJlb(bClMemOKCCB’OJZ + mpwwemonpww)

[Tpu coBMECTHOM MPUMEHEHUH C KO-TPUMAKCO30JI0M (CyIb(paMeTOKCa30i + TPUMETOIPHUM) MOXKET
MOBBILIATHCS] PUCK PA3BUTHUS TUIIEpKaIUEeMuH (cM. pazzen 4.4).

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

['nnepkanuemus (C BO3MOKHBIM JIETAIbHBIM UCXO0/10M), 0OCOOEHHO IIPU HApyIIEHUH (PYHKIMU [TOYEK
(anauTuBHBIE AP GEKTHI, CBSI3aHHBIE C TUIIEPKATUEMUEN ).

CoderaHne MEpUHAONpPUIA C  BBILIEYNIOMSHYTHIMU  JIGKAPCTBEHHBIMU  IIpernaparamMu  He
pekomenayercs (cMm. pasznen 4.4). Ecnu, TeM He MeHee, COBMECTHOE NMPUMEHEHHUE MOKa3aHo, MX
cileflyeT MpPHUMEHATh C COOJIIOJEHHEM Mep MPEelOCTOPOKHOCTH M PErYISIpHBIM KOHTPOJIEM
COJIep’KaHus KaJlusl B CBIBOPOTKE KPOBH.

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

Couemanue npenapamos, mpebyioujee 0c06020 HUMAHUSA

Tunozcnuxemuueckue CDG@CW[GCI (uchmH, nepopaiibHvle caxdpocCHuMdcaruiue npenapambl)

DNUAEMUOIOTUYECKHIE UCCIIEIOBAHMSI TTOKA3aJId, YTO COBMECTHOE TPUMEHEHNE HHTHOUTOPOB AlID
Y TUTIOTJIMKEMHYECKUX CPENICTB (MHCYIUHBI, IEPOPATbHBIE CaXapOCHIKAIOIIHE TperapaThl) MOXKET
YCHJIMBATh THIOTIIMKeMHUYECKUN d(P(HEKT WHCYTWHA M TUMOTIMKEMUYECKUX CPEICTB IS IpueMa
BHYTPb BIUTOTH JI0 pa3BUTHUA TUNIOTIIMKEMUU. JlaHHBIN 2d(DEKT BeposiTHEee BCEro MOKHO HAOII01aTh
B TEUEHHWE TMEPBHIX HEIEIb COBMECTHOW TEpaIvu, a TakKe Yy MAIlMeHTOB C HApYyIICHHEM (YHKIIUH
MOYEK.

Kanutinecbepezarowue ouypemuxu

V marnueHToB, MOJYyJarIINX JUYPETHKHA, OCOOCHHO Y MAIIMEHTOB C TUTIOBOJIEMUCH W/WJTH CHUKEHHOM

KOHIIEHTpaluel cojiel, B Hayaje Tepaluu MEePUHAONPUIIOM MOXKET HaOII0AaThCcs UYpe3MEepHOe
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cHibkeHue AJl, puck pa3BUTHS KOTOPOTO MOIKHO yMégIl;;IJ_I:I/Iq“g’;IIF "ﬁT%ijéﬁgi':ﬂ_@ﬂéf%ecxoro

CPEJICTBA, BOCIIOJIHEHUEM IOTEPH >KMJIKOCTH WJIM COJIEH Iepe]] HauajoM Tepalluy MEPUHIOIPUIIOM,
a TaK)Ke Ha3HaYEHUEM IIEPUHONPUIIA B HU3KOM J103€ C JaJIbHEUIIINM [TIOCTEIIEHHBIM €€ YBEJTUUEHHUEM.
IIpu apTepuanbHON TMNEPTEH3UH Y TMALIMEHTOB C TUIIOBOJEMUEN WM CHUYKEHHOW 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 HA3HAYCH B HU3KOU J03€ C JATBHEUITUM
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 KalMiHecOeperaroero 1uypeTiKa.

Bo Bcex ciyvasx GpyHKIMs mouek (KOHIIEHTpAIUs KPeaTUHUHA) JI0JDKHA KOHTPOJIUPOBATHCS B
nepBbIe HeleIu MpUuMeHeHUsI HHTuOuTopoB AIID.

Kanuiicbepezarowue ouypemuky (dnieperon, CHUPOHOJIAKMON)

[IpumeneHue >1uIepeHoHa Wi CIUPOHOIAKTOHA B J103axX 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
uarnOuTopamMu All® u «IeTiaeBbIMH» JUYPETUKAMH, CYIIECTBYET PHUCK THIIEPKATUEMHUH (C
BO3MOXXHBIM JIETAIBHBIM HCXOJOM), OCOOCHHO B Cllydae HECOONIOJICHUS PEKOMEH AUl
OTHOCHUTEIIbHO 3TOM KOMOWHAIINH MTPENapaToB.

[Tepen mpuMeHEeHNEM JaHHONH KOMOHMHAIINY JICKQPCTBEHHBIX MIPEIapaToB, HEOOXOUMO YOS TUTHCS B
OTCYTCTBHH THTIEPKATNEMUN U HAPYIICHUS (YHKITUH TTOYCK.

PekoMeHayeTcss perynspHO KOHTPOJIMPOBATh KOHIICHTPAIMIO KpeaTHHHMHA U Kallusg B KPOBH:
€XKEHEeJIENTbHO B TIEPBBIN MECSI] ICUCHUS U €KEMECSUHO B MOCIETYIOIIEM.

Pexombunaumnvie mxanesvie axkmueamnopuvl njiadsmuHoceHa (I"ZPA, aﬂmenﬂa3a)

[TaruenTsl, nonyvasmre HHrUOUTOpHl All® M momywaromue anreniazy JUisl TPOMOOJUTHUECKON
TEpauu IpPU OCTPOM HIIEMUYECKOM HHCYJIBTE, MOTYT HMMETh IIOBBIIIEHHBIM PUCK pa3BUTHSA
AQHTMOHEBPOTUYECKOTO OTEKA.

Couemanue npenapamos, mpebyloujee HUMAHUS

Tunomensusnvie cpedcmea u 6a30()uﬂamamopbl

CoBMmecTHOE MMPUMCHCHUC I3TUX IPCIAPATOB MOKCET YCUJIMNBATH AHTUTHUIICPTCH3UBHOC JIeiicTBUe
NnepuHaoIIpuIIa. HpI/I COBMCCTHOM NPHUMCHCHUU C HUTPOTTIULUCPHUHOM H APYTUMHU HUTpATaMH WA

JIPYTUMHU Ba30IMJIATATOPAMH BO3MOXKHO JIOTIOJHUTEIBHOE CHIDKeHHE AJl.
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Kopmukocmepoudbz u npOKauHaMud

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

Cpeocmea 015 anecmesuu

WNurn6uropsr AII® MoryT ycuiauBath THIIOTEH3UBHBIN 3G (GEKT psia CpeacTB It 001Iel aHecTe3nn
(cM. pasnen 4.4).

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

IIpu coBmecTHOM mnpumeHeHuu ¢ uHruouropamu AIID Bo3pacTaeT pPUCK BO3HUKHOBEHUS
AQHT'MOHEBPOTUYECKOTO OTEKa BCIIEJCTBUE CHW)KEHMSI AaKTUBHOCTHU JUIENTHAMIIENTHA3bI-4
(DPP-1V) nox neWicTBHeM IIIMITHHA.

Cumnamomumemuxu

CHUMIIaTOMUMETHKHU MOTYT 0Cla0saTh aHTUTUTIEPTEH3UBHBIN 3P dekT uHruoutopon AIlD.

Ilpenapamut 3010ma

Co001manoch 0 peAKNX Ccaydasx HUTPUTOUIHBIX PEAKIHi (C TAKMMHA CHUMOTOMAaMH, KaK THIIEPEMHUS
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. ®epTUIBHOCTDH, 0EPEMEHHOCTH U JIAKTAL M

JlexapctBennbiii mnpenapar Mugamamun + Ilepungonpun KaHOH NpoTHBONOKa3aH —IIpH
OepeMEeHHOCTH.

JlexapcrBennslii mpenapar Wupanmamun + Ilepunponpun KaHOH DpOTHMBONOKAa3aH B IEPHOJ
IpyAHOrO BcKapMinBaHus. HeoOXoAuMO OIEHUTh 3HAUMMOCTb TEpaluu JUIsl MaTepu U IPUHATH
pEeLIeHNE O MIPEKPALLEHUH IPYAHOIO BCKapMJIMBAHUS WIN O NIPEKPALLEHUH IpUeMa Ipernapara.
bepeMeHHOCTD

Huoanamuo

JlanHble 0 MPUMEHEHUH HHAanaMu1a y 0epeMeHHBIX )KEHILUH OTCYTCTBYIOT HJIM OTPaHUYEHBI (MEHEe
300 ciydaeB). [InurensHoe MpUMeHEHHe THA3UIAHBIX TuypeTukoB B III Tpumectpe OGepemMeHHOCTH
MOJKET BBI3bIBATh TMIIOBOJIEMHUIO Y MATE€PH, & TAK)KE CHUIKEHUE MaTOYHO-TUIALIEHTAPHOT O KPOBOTOKA,
YTO IPUBOJUT K (ETOIIALlEHTapHON UIIIEMHUH U 3aJIepyKKE Pa3BUTHUS IUIOAA.

HccnenoBanus Ha )KUBOTHBIX HE BBISIBIIIM MPSIMOTO MM HEMPSIMOT'O TOKCUYECKOTO BO3/IEUCTBUS Ha
PENpOaYKTUBHYIO (DYHKITHUIO.

B xauecTBe MepbI IPETOCTOPOXKHOCTH PEKOMEHAYETCs U30eraTh MpUMEHEHHsI MHIallaMK/1a BO BpeMs

OEpEeMEHHOCTH.
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B HacTosmmMii MOMEHT HEeT yOeOMTENbHBIX SIHIEMHOJIOIMYECKIX JaHHBIX O TEPATOTCHHOM DPHUCKE
npu npueme uHTUOMTOpoB AIID® B mepBoM TpumecTpe OEPEMEHHOCTH, OIHAKO HEKOTOpOe
YBEJIMUEHUE PUCKA HAPYLICHUM Pa3BUTH IUIOJA UCKIKOYUTH Henb3s. IlanuenTkam, iaHupyommum
OepeMEHHOCTb, ClIelyeT OTMEHHTD JIEKaPCTBEHHBIN IpenapaT U Ha3HAuYUTh JAPYrue rUInoTeH3UBHbIE
CpEeZCTBa, pa3pelICHHbIE [UTsi IPUMEHEHHUs TPH OEPEMEHHOCTH, €CIIH TOIBKO Teparus HHTHOUTOPaMU
AIID ne sBisercs HeooxoauMoid. [Ipu BeIsiBIeHUN OEPEMEHHOCTH CIIEAYeT HEMEAJICHHO MTPEKPATHTh
tepanuto nHruoutopamu All® u npu He0OXOAMMOCTH Ha3HAUUTH JIPYTYIO TEPAIHUIO.

N3BectHO, uTo Tepanuss uHrnOuTOopamu AII® 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 HeI0CTaTOYHOCTb, TMIIOTEH3US, THIIEPKATIMEMHUS ).

Ecnn nmanuentka nosmydana uHruouropsl AII® co II Tpumectpa GepeMeHHOCTH, PEKOMEHIYeTCs
IIPOBECTH YJIbTPa3BYKOBOE MCCIIEAOBAHNE TUIOA /ISl OLEHKU COCTOSIHUSA Yepena U QyHKLIUHU IOYeK.
MutafeHibl, MaTepy KOTOPBIX rmorydand HHruouTopsl AIID Bo Bpems 6epeMEeHHOCTH, TOTKHBI OBITh
TIIATEJIbHO 00CIEeI0BAHbI HA MPEAMET TMIIOTEH3UH (CM. pa3zien 4.4).

JlakTanums

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

Hnoanamuo

B Hacrosmuii MOMEHT HET JOCTOBEpHOW HH(POpPMALUU O BBIJICIEHUU HHIANAMUJa WM €ro
MeTabOoJIMTOB C TPYJHBIM MOJIOKOM.

Y HOBOPOXIEHHOIO MOXET pPa3BUTHCA MOBBILIEHHAs UYBCTBUTEIBHOCTb K IPOU3BOJHBIM
Cyib(pOoHaMKIa U TUIIOKATHEMHUS.

Puck 111 HOBOPOKAEHHBIX/MIIQJICHLIEB HEJb3s UCKIIIOYATh.

Wupanamus 67M30K MO CTPYKTYpe K THA3HIHBIM JUypeTUKaM, IPUMEHEHHE KOTOPBIX BBI3BIBAET
YMEHBLIEHUE KOJINYECTBA IPYIHOIO MOJIOKA WIIH MTOJABICHUE JIAKTALUH.

MupanamMu npOTUBONOKA3aH B IEPUOJ TPYJHOTO BCKapMJIMBaHUS.

Ilepunoonpun

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

HEJOHOIIICHHBIX JETEH.
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COOTEBETCTEYET 3KI(

DepTHILHOCTE

Obwee 0ns undanamuoa u nepuHoonpuId

HccnenoBanust penpoAyKTUBHONW TOKCHYHOCTH MOKAa3aJId OTCYTCTBUE BIUSHHS Ha (PEPTUIILHOCTD 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
No0aBIIEHUM K TIPOBOAMMOM TEpanuu JAPYrHX TUIOTEH3WBHBIX IIPENapaToB MOTYT BO3HHMKATh
UHAMBUAYaJIbHbIE pEaKlUU, 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 WHTHOMpYIOIIEe JEHCTBUE HAa CHCTEMY «PEHHUH-aHTHOTEH3WH-
anprocrepon» (PAAC) u yMeHbIIaeT BBIBEJICHHE HMOHOB Kajus MOYKaMH Ha (OHE mMpuema
uHAanamuga. Y 6 % mnanueHToB Ha (oHE MPUMEHEHHs] MHAANaMuia + MepUHIONpuiIa ObUIO
OTMEYEHO Pa3BUTHUE THUNOKaIMEeMuHu (cojepkanue kanus MmeHee 3,4 Mmoiw/n). Haubonee gacTeiMu
11000YHBIMU 3(PPeKTaMH SIBISUTUCH:

. IUIsL IEPUHJIOTIPUIIA: TOJIOBOKPYKEHHE, TOJIOBHAs OO0JIb, MapecTe3usi, IUCTEeB3Ms, HAPYIICHNE
3peHHsl, BEpTHUTO, 3BOH B YIIIaX, TUIIOTEH3Ms, Kalllelb, OJBIIIKA, OOJb B )KUBOTE, 3aI0p, JUCIICTICHS,
nrapesi, TOITHOTA, PBOTA, 3y, KOJKHAS ChITb, CIa3Mbl MBIIIIII U aCTCHHUS.

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

TabnmuHoe PE3I0ME HEXKENATCIILHBIX PEAKITUIA

OO6oOuIeHHbIE JAaHHBIE O YacTOTE HEXENATEeNbHBIX peaKkluil, 3aperucTpUPOBAHHBIX MpPU
UCMOJIb30BaHUN HWHJAANAMHuJa ~+ MEpUHAONpPUIIA, HAONIOJABIIMXCS BO BpeMsl KIMHMYECKHX
UCCIICIOBAaHUN /MM MPH MOCTMApKETUHIOBOM HAOJIIOJICHUM, TPUBEACHBI B TAaOJHMIE HUXKE MO
knaccam cucreM opraHoB (MedDRA), wacrore u crenenu TskecTH. BHyTpu Kakaod rpymmbsl
HEXKEIATCIBbHBIC PCAKITUH PACIIOJIIOKCHBI B IOPAAKE YMCHBIICHUSA CTCIICHU TAXKCCTH.
HesxenarenbHble peakiMy pacrpeaesieHbl B TPYIIIbI IO YaCTOTE CIeIYIOIUM 00pa3oMm:

ouenv uacmo (=1/10)
yacmo (om =1/100 oo <1/10)
newacmo (om = 1/1000 0o <1/100)
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peoko (om = 1/10000 oo <1/1000)

oyeHwb peoxo (<1/10000)

COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 04.08.2023 N= 143997

(NOCNEQCBATENEHOCTE 0003)

C Heu3BeCmHoll 4acmomou (qacmoma He Mooicem bblmb ycmarhosena no UMernumumci aaHHblM)

CucTeMHO-OpraHHbIe Yacrora

HeskenarenbHble peakuuu
kJjaaccsl 1o MedDRA Ilepunaonpu Nupanamun
Nudexunu ) |

Punut OueHnb penko -
HHBA3MH

Do3uHOPUITHS Hewacro* -

Arpanynonuto3 (cm. pazaen 4.4) | OdyeHb peako Ouensb penko
Hapymenust co | ArulacTuueckas aHeMus - Ouensb peaxo
CTOPOHBI [TannuToneHus OueHb penko -
KPOBETBOPHOI U | Jlelikonenus OueHb penko Ouenb penko
JUM(pATHIECKOI Heiirponienus (cm. pasznen 4.4) OueHnb penko -
CHCTEMBI I'emonTHUeckas aHeMust Ouensb penko Ouensb penko

TpomOoruTonieHust (cM. paszzen

Ouensb penko Ouensb penko

4.4)

['nnepyyBCTBUTENBHOCTD (B
Hapymenuns €O | OCHOBHOM KOXXHbIE, Y MallM€HTOB
CTOPOHBI HMMMYHHO# | C  IIPEIpacloNoKEHHOCThIO K | - Yacro
CHCTEeMBI aJJIEPru4eCcKUM u

ACTMaTHYECKUM PEaKIUsIM)

['unornukemus (cM. paznenst 4.4.

Heuwacro* -

n4.5)

['unepkanuemus, oOpatumasi pu

npekpameHun  jgedenus  (cm. | Hewacto* -

paznen 4.4)
Hapymenus

['unonatpuemus (cM. paszaen 4.4) | Hewacro* HewnssectHo
MeTaloau3ma U

['unepkanpryeMus - OueHnb penko
NUTAHUS

CHMIXEHUE CoNep)KaHusd Kajus,

THIOKAIHEMHS, 0COOEHHO

3HaYMMass  JuId  TalUEeHTOB, | - Hewussectno

OTHOCSIIMXCS K TPYIIIE pUcKa (CM

paznen 4.4)

JIaOuIbHOCTH HACTPOCHHUS Heuwacro -
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 04.08.2023 N= 143997

TOOREAOBATENEHOCTE 0003
Icnxnueckne Hapymenus cHa U RsRdRG TETTBALA Th TU3)
HApyLIeHUSA CnyTaHHOCTbh CO3HAHHUS OueHnb penko -
["onoBOKpyKEHUE Yacto -
I"onoBHas 601b Yacro Penxo
ITapecre3us Yacto Penko
Jucres3us Yacro -
CoHnumBoCTh Heuacro* -
O6Mopok Hewacro* HewussectHo
Hapymenus co
_ | IHCYNIBT, BO3MOKHO BCIIEICTBUE
CTOPOHBI HEePBHOM
ype3MepHoro cHuwxenus AJl y
CHCTEMBI OueHb penko -
MAIUMEHTOB U3 IPYMIBI BHICOKOTIO
pucka (cM. pazzaen 4.4)
[leuenounas »sHuedanonarus y
MalUEeHTOB c MIEYEHOUYHOU
- HenssectHo
HEJ0CTAaTOYHOCTHIO (CM pPa3zeibl
43u44.)
Hapymenus 3penus Yacro HewussectHO
Muonus (cm. paznen 4.4) - HewnssectHo
Hapymenus co
HeueTkocTs 3peHns - HewnssectHo
CTOPOHBI oprana
Octpas 3aKpBITOYT OJIbHAS
3peHnd - HewussectHo
rJiaykoma
XOpHOHUIATIBHBIN BBIIOT - HewnssectHo
Hapywenus co | Bepruro Yacto Penxo
CTOPOHBI oprana
3BOH B yIlIax Yacto -
cjayxa u JJaOupUHTA
Omrymenne cepareoneHus Heuacro* -
Taxukapaus Heuacro* -

Hapymenus

co

CTOPOHBI cepala

Crenokapaus (cM pazaen 4.4)

OueHnb penko

Hapymenust put™ma cepna (B ToMm
YyHpcie, Opanukapaus,
JKETyJOUKOBasi TaxXWKapaus U

GUOPHILISINS TIPEACEP Inii)

Ouensb penko

Ouensb penko

WNudapkr Muokapaa, BO3MOXKHO,

BCJIICACTBHUC U30BITOYHOTO

Ouensb penko

26




COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 04.08.2023 N= 143997

—

.
cHmxkeHus AJl y mé uI/IeHToﬁl -

NMEOCBATENBHT

B,
CTE OO

- (R R LN

IpyHIbl BBICOKOTO pHUCKa (CM.

paznen 4.4)
[Tonumopduas  kemynoukoBas
TaXUKApAWs  THIA  IIUPYIT»
- HewnssectHo
(BOBMOXHO CO  CMEpTEIbHBIM

nucxojioM) (cMm. pazaen 4.4)

I'nnoTeH3us u CBsI3aHHBIC C YTUM

Yacto Ouensb penko

Hapywmenus co | cuMnTomsl (cM. pazzaen 4.4)

CTOPOHBI COCY/10B Backynut Heuwacro* -

Cungpowm Pelino HewussectHo

Hapyumenus co | Kamens (cm paznen 4.4) Yacto -

CTOPOHBI Oplmka Yacto -
AbIXaTeJbLHOM Bbpouxocmnazm Hewacro -

CHCTEMbl,  OpPraHoB

TPYAHOH KJIETKH U

Do3uHOGUIIbHAS] THEBMOHUS

Ouensb penko

cpeocTeHus!

boib B xxuBOTE Yacro -

3anop Yacto Penxo

Hunapest Yacro -
Kenynouno- Jlucnerncus Yacto -
KHIIeYHbIe TomuoTa Yacto Penxo
HApYLICHUA PBora Yacto Heuacto

CyXOoCThb CIU3HCTON 000JI0UYKH

Heuacto Penxo

MOJIOCTH pTa

[Tankpeatur OueHnb penko OueHb penko
Hapywmenus co | 'emarur (cMm. pasnen 4.4) Ouens peaxo HeussectHo
CTOPOHBI TME4YeHH WU
JKeJTYeBbIBOIAIMX Hapymenue pynkium nedenn - Ouenb penko
nyrei

KoxHslii 3yz Yacto -
Hapymenus co

KosxHas cbinb Yacro -
CTOPOHBI KOXKM H

MakynomnamnyJsie3Hast Chbillb - Yacro
MOJAKOKHBIX TKAHel

Kpanusnuna (cMm. pazznen 4.4) Heuacro Ouenb penko
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 04.08.2023 N= 143997

AHTMOHEBPOTHYECKHH OTEK (MOGC 'ﬁétﬁ'(');'TEn BHC I':d-‘félgﬁ 'Bé)_luco
ITypnypa - Heuacro
[ToBbIIIEHHOE TOTOOTAEIEHUE Heuacto -

Peaxiun potouyscTBuTensHOCTH | Hewacto* HewussectHo
[Temdurons Heuacro* -
OO6ocTtpenue ncopuasza Penxo* -

MuorogopmHast spurema

Ouensb penko

Tokcnueckuii  dnUAEpMaIbHBINA

HEKPOJIU3

Ouensb penko

Cunapom CrupeHca-/[»xoHCOHA

OueHb penko

Cra3sMbl MBIIIII] Yacto HewussectHo
Bo3smoxkHOe — yXyalleHuEe — yxke
Hapymenus co . . .
UMEIOIICHCS] CHCTEMHOM KPAacHOH | - HewnssectHo
CTOPOHBI MBIIIIEYHOM,
BOJYaHKH
CKeJIeTHOM ) |
Aptpanrus Heuacro* -
COCIHHUTEJILHOM
Muanrus Heuacro* -
TKaHHU
Mermeynas ¢i1abocThb - HewussecTtHo
Pabmomuonus - HewnssectHo
Hapymenusi co | IToueunas HETOCTATOYHOCTD Heuacrto -
CTOPOHBI MOYEK W
Ocrtpas roveyHas
MOYEBLIBOIALINX Ouens penko Ouensb penko
HEJO0CTATOYHOCTD
nyTei
Hapymenus co
CTOPOHBI
penpoayKTHBHOM OpekTuibHas TucHyHKIUS Heuacto -
CHCTEMbI "
MOJIOYHBIX JKeJie3
AcTeHus Yacto -
bonb B rpyau Heuwacro* -
O01mue HApyIIEeHUs U
m py Henomoranue Heuacro* -
eaKIMH B MecTe
peaxn [Tepudepuyeckue oTexu Heuwacro* -
BBEJIeHUA
A Heuacrto*

JIuxopanka

IToBrItIEHHAS YTOMJIIAICMOCTD

Penko
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COOTBETCTEYET 2KCNEPTHOMY O
ot 04.08.2023 N2 14957
NMEQOBATENBAQCTE 0003)

IToBb1IEHTE Kd HueHTpéh'v'n/'I" :

Heuacto* -
MOYCBHUHEI B KpOBI/I

[ToBblIEHUE KOHIICHTPALUN
Heuacro* -
KpeaTHHHHA B KPOBHU

['unepOmmpyOnHemMust Penxo -

[ToBbIIEHHE aKTUBHOCTH
Penxo HewussectHo
«MEYCHOYHBIX» (EPMEHTOB
JlaGoparopHbie "

CHuxeHue reMoriioonHa u
HHCTPYMEHTAJbHbIE OdeHb penko -
remaTokpuTta (cMm. pasnen 4.4)

JaHHbIE
[ToBbI1IEHNE KOHILICHTPALUU
- HewussectHO
[JIFOKO3bl B KPOBU
[ToBbIIeHNE KOHIEHTPAaLNKU
- HewuszsectHo
MOYEBOW KUCJIOTHI B KPOBU
VYanunenne untepBana QT Ha
ANEKTPOKAPAUOTrpaMMe (em. | - HewuszsectHo
paznen 4.4 u 4.5)
TpaBmbl,
HHTOKCUKAIIUA U
[Tanenue Hewacro* -
OCJIOKHEHUS
npoueayp

*O1eHKa YacTOTHl HEXENAaTeIbHBIX pEaKIHi, BBIIBICHHBIX 110 CIOHTAaHHBIM COOOIIECHUSM,
MPOBE/ICHA HA OCHOBAHUHU JAHHBIX PE3YJIbTATOB KIMHUYECKUX UCCIIEI0BAHUM.

CooOmjasioch 0 pa3BUTHM CHHIPOMAa HEAJEKBATHOM CEKpEeLMH aHTUAMYPETUYECKOTO TOpPMOHA
(CHCAQAI) na ¢one nmpumenenus apyrux uHruoutopos AII®. CHCAJII" MoxkeT cuuTaThCcsi OYCHB
pPENKUM, HO BO3MOXHBIM OCTIOKHEHUEM, 00YCIIOBICHHBIM Tepanueil uaruouropamu AIlD, Birouas
MEPUHIOTIPHUIL.

COO6HI€HI/I6 0 TOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0mars O T0JO3pEBAaEMbIX HEXKENATEeNbHBIX PEAKIUAX I0CIE  PErucTpanuu
JIEKapCTBEHHOTO Iperapara ¢ Ieblo 00ecrneueHus] HeMpepbIBHOIO MOHMTOPUHIA COOTHOIICHHUS
«T0JIb3a — PHCK» JIEKApCTBEHHOTO INpenapara. MeIUIMHCKAM paOOTHUKAM pPEKOMEHIYeTCs
co00IIaTh O JHOBIX M003PEBAEMBIX HEKENATENIBHBIX PEAKIMSX JEKApCTBEHHOTO IpenapaTa 4epes
HAI[MOHAJIbHBIE CHUCTEMBI COOOLIEHUS O HEXKeJIaTeIbHBIX peakusX TOoCyJapCcTB — YJICHOB
EBpa3uiickoro 53K0HOMHUYECKOTr'0 COI03a.

Poccniickas @enepanvs

®denepanpHas cayx0a Mo Haa30py B chepe 3paBoOOXpaHEHUS
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
o7 04.08.2023 N= 14337
109012, r. Mocksa, CiaBsHCKast IUIOmas, 1. 4 CTpoemiiEI QCNENOBATENBEHOCTE 0003)

Tenedon: + 7 800 550 99 03

DnekrpoHHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTH «MHTepHeT»:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

CuMnTOMBI

Haubonee BeposATHBIM CUMITOMOM MEPEI03UPOBKH SBIISICTCS apTepuaibHas TUIIOTEH3MUs, HHOTa B
COYETaHUM C TOUIHOTOM, PBOTOM, CyIOpOraMH, rOJIOBOKPY>KEHUEM, COHJIMBOCTBIO, CIIyTAHHOCTBIO
CO3HAHMS, OJUTYPUEH, KOTOPasi MOKET MEPEUTH B aHypHUIO (B pe3ysbTaTe I'MIOBOJIEMUH). Takxke
MOTYT BO3HUKAaTh BOJHO-JIEKTPOJIUTHBIE HAPYLIEHUs (TUIIOHATPUEMHUSI, TUTTOKATTUEMHUS] ).

Jleuenue

[TepBble Mephl, KOTOPbIE HEOOXOAUMO MPEANPHUHATH, COCTOST B OBICTPOM BBIBEIACHHH MPHUHSITOTO
npernapara: TpPOMBIBAaHHE JKEITyAKa W/WIM TpUeM aKTUBUPOBAHHOTO YIS C MOCIEAYIOIIUM
BOCCTAHOBJIEHHEM BOJHO-3JIEKTPOJIMTHOrO OanaHca B yCIOBUAX CIEHUATU3UPOBAHHOTO LIEHTPA.

B cnyudae BblpaxkeHHOro cHmxeHusi AJl cienyer nepeBecTH MalMeHTa B IMOJIOKEHHUE <«JIexkay Ha
CIIMHE C IPUNOIHATHIMU HOTaMH.

[Ipy HEOOXOAMMOCTH MOXKET OBbITh BBIIIOJIHEHO BOCIIOJIHEHHE OOBEMa JKHUIKOCTH IYTEM
BHYTPUBEHHOH MH(Y3UM U30TOHUYECKOTO COJIEBOTO PACTBOPA (HAIpUMeEp, BHYTPUBEHHASI HHPY3HS
0,9 % pacTBOpa XJIOpUAA HATPUS) UIIH JIFOOBIM APYTHM CIOCOOOM BOCHOJIHEHUSI 00BbeMa KUAKOCTH.
[Tepunnonpunar, akTuBHast popmMa NEPUHIONPUIA, MOKET OBITH yAaleH U3 OpraHu3Ma ¢ TOMOIIIBIO

nuanu3a (cM. pazzaen 5.2).

S. ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoauHaMHuYecKue CBOiicTBA

®apmakoTepaneBTHUYECKas IPyIa: CpeAcTBa, JeHCTBYIOIINE Ha PEeHUH-aHTMOTEH3UHOBYIO CUCTEMY;
MHTHOUTOPHI aHTMOTeH3UHIIpeBpalatoniero pepmenta (AIlD), kombunanuu; uaruéutopsl AIl® n
JTUYPETHKU.

Kon ATX: CO9BA04

JlexapctBennblii mnpenapat Wumamamupy +  Ilepunponpun KanoH — KOMOWMHUPOBaHHBIM
AHTUTUIIEPTEH3UBHBIA TMpenapar, coiepXallui WHAANaMuJ W [EepUHAONpPUIA  aprHUHHH.
@dapMaKoJI0ru4eckre CBOMCTBA JIeKapcTBEHHOro mnpenaparta Munanamupa + Ilepunnonpun Kanon
COYEeTaloT B ce0e OT/IeIbHbIE CBOMCTBA KAX/IOTO U3 €r0 KOMIIOHEHTOB.

MexaHu3M IeHCTBUS

Hnoanamuo + Ilepunoonpun Kanon
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COOTEBETCTEBYET JKCNEPTHOMY OTYETY
ot 04.0 E':E':IE.EE he ‘l-'.‘:E a7 B
KoMOuHauus nepyHI0NpuiIa 1 HHAANIAMU/IA YCHIHBAET AQ%FMQéPﬁQéM%ﬁQKMﬁOFO u3

HUX.
Hnoanamuo

WupanamMusi OTHOCUTCS K TpymIe cylb(poHAMUAOB, MO0 (apMaKOIOTHYECKHUM CBOWCTBAM OJIM30K K
TUA3UJHBIM TuypeTHKaMm. MHpanamug uHruoupyer peadbcopOIui0 HOHOB HATPUS B KOPTHUKAIHHOM
cerMeHTe netiu ['eHne, 9To MPUBOANT K YBEIMYCHHUIO BHIBEJICHHUS TTOYKAMU HOHOB HATPHS, XJIOpa U
B MEHBIIICH CTENICHN HOHOB KAJIUS U MarHUs, yCUIUBasi TEM CaMbIM IUype3, U cHmkast A/l
AHTUTHIIEPTEH3UBHOE JIEHCTBUE MPOSBISETCS MPU MIPUMEHEHUU Mpernapara B 103aX, OKa3bIBAOIINX
MUHUMAaJbHOE IUYPETUYECKOE JCICTBHE.

AHTUTHIICPTECH3UBHOE JICHCTBUEC WHIANIAMHJIA CBS3aHO C YIYYIICHHUEM SJIACTHYECKUX CBOHCTB
KpyIHbIX apTepuii, ymensiienueM OIICC.

Wupanmamun ymensmiaer [JDK, He BiuseT Ha KOHIUEHTPALMIO JIMIKAOB B IUIa3Me KPOBH:
TpUrauiepuaos, obmero xonecrepuna, JIITHII, JIIIBII; yrneBoanbiii oOMeH (B TOM Hucie y
MAIUEHTOB C COMMYTCTBYIOIIUM CaXapHBIM JHA0ETOM).

Tlepunoonpun

[lepunnonpun - uHrUOUTOp (epMeHTa, MpeBpaiaronero anruoreHsuH | B anruoreHsun Il
(uarHOUTOpP aHrmoTeH3uHIpeBpamaromiero ¢pepmenta (AIID)). AIID unu kunuHaza II, sBusercs
9K30IENTHIa301, KOTOpask OCYIIECTBIISET KaK MPEeBpalieHIe aHTHOTEH3WHA | B COCyIOCYKUBaroIee
BEIIECTBO aHTHOTEH3UH I, Tak 1 pa3pymieHne OpauKUHIHA, 00JI1aTaf0IIET0 COCYI0PACIIUPSIIONTIM
NeiCTBUEM, IO HEAKTUBHOTO TeNTanenTH aa.

B pesynpraTe nepuHAOIpUIL:

. CHUYKAET CEKPELUIO allbJOCTEPOHA;

. 10 MPUHIMITY OTPULIATEIBHOW OOpAaTHOM CBSI3M YBEIMUMBAET AKTUBHOCTb PEHUHA B IJIa3Me
KpOBH;

. OpU  JAJIUTEIbHOM MPUMEHEHHM YMEHbIIAeT ofmiee mnepudepruueckoe COoCyaucToe

conpotusnienue (OIICC), uto 00yclOBIEHO, B OCHOBHOM, NEHCTBHEM Ha COCYABI B MBIIIIAX U
MOYKaXx.

Otn 3(h(deKTh HEe COMPOBOXKIAIOTCS 3aIEPKKOW HOHOB HATPUS M JKUIKOCTH WM Pa3BUTHEM
pedIIeKTOPHON TaXUKapIUH.

[Tepunaonpui HopMaIu3yeT paboTy MUOKapAa, CHIIKAs MPEIHATPY3KY U MOCTHATPY3KY.

[lpy wu3yyeHMM TOKa3areneld TeMOJMHAMUKM Yy TAlMEHTOB C XPOHMYECKOH CepaedHOM
HepocTaToyHOCThIO (XCH) Ob110 BBISIBIIEHO:

. CHIDKEHHE JIaBJICHUS HAIIOJHEHUS B JIEBOM U IIPaBOM Kellyioukax cepaua; cumxenue OIICC;
. YBEIIMYCHUE CEPJCYHOTO BHIOpOCA W YBEIMYCHHE CEPACYHOTO WHIACKCA;, YCUIICHUE

MBIILIEYHOT 0 IepU(PEepruIecKoro KpOBOTOKA.
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COOTEBETCTEYET 3KI(

dapmakognaamMuyeckue 3P HeKTeI

Hnoanamuo + Iepunoonpun Kanon

JlekapctBennbiii npenapar Wuamanamun + Ilepunponpun KaHOH oOka3piBaeT /10303aBUCHMOE
AHTUTUIIEPTEH3UBHOE JCHCTBHE, KaK Ha JMACTOJIMYECKOe, TaK M Ha cuctoiaudeckoe AJ[ kak B
MOJIOKEHUHU «CTOS», TaK U <JIeKa». AHTUTHIIEPTEH3UBHOE JIEUCTBUE COXpaHSAETCS B TeueHue 24 u.
CraOuibHbIN TepaneBTUIYCCKH 3P PEeKT pa3BUBACTCSI MEHEE YyeM depe3 | MecsIl OT Havaja Tepanuu
U HE COIPOBOXKIaeTcs Taxuduuakcueil. [Ipekpaiienue geueHns He BHI3BIBAET CHHIPOMA «OTMEHBIY.
JlexapcTBennsiii npenapat Uupanamun + [epunmgonpun KaHoHn ymeHbIIaeT creneHb rurnepTpouun
nesoro sxenynouka (I'JIDK), ymyumaer snactuunocth aprepuid, cHuxaer OIICC, He BimseT Ha
METa0oaM3M JIUNMUAOB (OOIIMI XOJIECTEPUH, XOJECTEPHUH JHMIIONPOTEHHOB BBICOKOH IUIOTHOCTH
(JITIBIT) u nunonporennoB Hu3kou miotHoctu (JIITHIL), tpurnunepusr).

JlokazaHo BIUsIHUE MPUMEHEHUs] KOMOMHANMK UHAanaMuaa u nepuraonpuia Ha ['JIK B cpaBHenun
C SHaJanpuwioM. Y MalMeHTOB ¢ aprepuanbHoi rumneptensueil u [JDK, monydaBmux Ttepamuo
unpanamuaom 0,625 mr/mepuHAONPUIOM 3pOYMHHOM 2 MT (3KBUBAJIEHTHO 2,5 MI' MEPUHIIONPHIIA
apruHUHA) WIK SHANANPWIOM B J103€ 10 Mr OJiMH pa3 B CyTKH, U [IPH YBEIMUYEHUH J103bl HHAaMK/1a
10 2,5 Mr 1 nepuHaonpuia spoymuHa 10 8 Mr (3kBuBasieHTHO 10 Mr mepuH0NpUIa apruHUHA), WIN
sHananpuia 10 40 Mr oguH pa3 B CyTKH, OTMEUYEHO OoJiee 3HAUMMOE CHUKCHHE MHJIEKCAa MaCChI
nesoro >xenynouka (MMJDK) B rpynne uHmanamMua+mnepuHIONPHI 10 CPAaBHEHUIO C TPYMION
sHanamnpuia. [Ipu 3Trom Hanbonee 3Haunmoe BiusHue Ha UMIKJI oTmeuaercs mpu npruMeHEHUU
UHAanamuaa 2,5 Mr/nepunaonpusia 3poyMuHa 8 mr.

Taxoke oTMeueHo OoJiee BBIpa)KEHHOE aHTUTUIIEPTEH3UBHOE JeHCTBUE Ha (hOHE KOMOMHUPOBAHHON
Tepanuy WHAANaMHIOM U MEPUHIOIPUIIOM IO CPAaBHEHUIO C SHAJIAIPUIIOM.

VY manmeHToB ¢ caxapHbIM JauadbeToM 2 Tuna (CpeHue Mmoka3aTeiau - BO3pacT 66 JeT, MHACKC MacChl
Tena 28 Kr/m?, TTHKO3UINpoBaHHEIi reMornooun (HbAIC) 7,5 %, AJ] 145/81 MM pT. CT.) H3y4anochk
BIMSHUE (DUKCUPOBAHHOM KOMOMHAIMM WHJANaMUA+HTIEPUHIONPHII HAa OCHOBHBIE MHKPO- U
MaKpOCOCYIUCTBIE OCJIOKHEHHUS B JOIMOJIHEHNE KaK K CTaHAApTHOM Tepanuu Ui INIMKEeMHYECKOTo
KOHTPOJISI, TaK M K CTPATETHH UHTEHCUBHOTO rinkemudeckoro koutposst (MI'K) (uenesoit HbAlc <
6,5 %).

VYV 83 % mnanumeHTOB oTMedanach apTepuaibHas runeprenHsusa, y 32 % u 10 % — makpo- u
MHUKPOCOCYJIUCTBIE OCIOXKHEHUs, Y 27 % — MUKpoanbOyMuHypus. BonbIIMHCTBO MalMeHTOB Ha
MOMEHT BKJIIOUEHHUS B MCCJIEI0BaHUE TOTyYald THIOTIMKEMUYECKYIO Tepanuio, 90 % mnanueHToB —
TUIOTJIMKEMUYECKUE CpeACTBa Ui npuema BHYTPh (47 % mamueHToB - B MOHOTepanuu, 46 % —
TEepanuio JIByMs Ipenaparamu, 7 % — Tepanuio Tpems npemnapatamu). 1 % nanueHToB mosydal
MHCYJIMHOTEpanuio, 9 %— tosbko nuerorepanuio. [IpouszBoHbie cynb()OHNIMOUYEBUHBI TPUHUMAIH

72 % mnanuenToB, MeTdpopMuH — 61 %. B kauecTBe comytcTBytomeil Tepanuu 75 % malnueHTOB
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o0pazom, uarudutopsl ' MI'-KoA- penykrassl (cratunbsl) — 28 %), alleTUICATUIMIIOBYIO KUCIOTY B
KaueCcTBE aHTHArPEraHTHOrO CPEACTBA U APYTHe aHTHarperanTHoie cpeactna (47 %).

[Tocne 6 Henmenp BBOJHOIO IEPUOJAA, BO BpeMs KOTOPOIO NALMEHTHl IOJy4yalld TEpPaIUio
HNEPUHAONPUIOM/MHIAIAMUAIOM, OHU PACHPEENSUINCh B TPYHILYy CTAHJAPTHOIO INIMKEMHUYECKOTO
KoHTponss wnu B rpynmy MI'K (nexapcrBennsiit mpemapar [uabetoH MB ¢ BO3MOXHOCTBIO
YBEIUYEHUS J103bI 10 MAKCUMaIbHOH 120 MI/CyTKH uiu Jo0aBlieHHE JPYroro rUMoTrIMKeMHIYECKOTo
CpenCcTBa).

B rpynne UT'K (cpemusist mpoaomKuTenbHOCTh Habmoaenus 4,8 ner, cpeauuit HbAlC 6,5 %) o
CPaBHEHHUIO ¢ Tpymmoi cranaaptHoro koutpois (cpeauuii HbAIC 7,3 %) mokaszaHo 3HaYMMoOe
caumkenne Ha 10 % OTHOCHTENBHOTO pUCKAa KOMOMHHUPOBAHHOW YaCTOTBHI Makpo- U
MHUKPOCOCYIUCTBIX OCTIOXKHEHUH.

[TpeumyiecTBO ObUIO JOCTUTHYTO 3@ CYET 3HAUMMOI'O CHU)KEHUSI OTHOCUTEIBHOTO PUCKA: OCHOBHBIX
MHUKPOCOCYTUCTBIX OCIOXHEHUH Ha 14 %, BOSHUKHOBEHHS W TPOTPECCHUPOBAHUS HEPOIATHH Ha
21 %, mMukpoansoymunypuu Ha 9 %, makpoansOymunypuu Ha 30 % U pa3BUTHS OCIOXKHEHUH cO
cTOpoHbI noyek Ha 11 %.

[TpeumymiecTBa THIOTEH3UBHOW TepalMy HE 3aBUCENM OT MPEUMYILECTB, JOCTUTHYTHIX Ha (oHE
UT'K.

Hnoanamuo

AHTHUTUNIEpTEH3UBHOE JIEHCTBHE MPOSBISIETCS IIPU MPUMEHEHUH TIpernapara B 103aX, OKa3bIBAIOIINX
MHUHHMAaJIbHOE TNypeTHYEeCKOe JIeHCTBHE.

AHTHTUTIEpPTEH3UBHOE [IEHCTBHE WHIAaMHUa CBA3aHO C YIYYIICHHEM SJacCTUYECKUX CBOMCTB
KpYyINHbIX apTepuii, ymensienueM OIICC.

WNunanamun ymensiiaer crerneds ['JDK, He BaMseT Ha KOHLEHTPAIUIO JIUIIKAOB B IIa3Me KPOBH:
TpuriuuepuaoB, odmero xonecrepuna, JIMHU, JIIBII; yrneBoguslii oOMeH (B TOM 4yMciae Y
MAIMEHTOB C COMYTCTBYIOLIUM CaXapHbIM AHMA0ETOM).

Ilepunoonpun

[Tepunnonpun 3¢ GeKTUBEH B TepallK apTepUaIbHOIN TUIEPTEH3UH JTI000H CTETIEHU TSKECTH.
AHTHUTUIIEpTEeH3UBHOE JIEHCTBHE IMIperapara JOCTUraeT MakCUMyMmMa uepe3 4-6 yacoB Tmocie
OJIHOKPATHOI'O IIpUEMa BHYTPb M COXpaHseTcs B TeueHue 24 gacos. Yepes 24 yaca mocie npuema
npenapara Ha0Io1aeTcst BeipakeHHoe (mopsnka 80 %) ocrarouHoe nuaruouposanue AlID.
[Tepunmonpui OKa3bIBaeT aHTUTUICPTEH3UBHOE ACWCTBUE Yy MAI[MEHTOB KaK C HU3KOH, Tak M C
HOpPMaJIbHOW aKTHBHOCTHIO PEHMHA B IJIa3Me KPOBH.

CoBmecTHOE IIPUMEHEHHE TUA3UAHBIX JMYPETUKOB YCUJIMBAET BBIPQ)KEHHOCTh

AHTUTUNIEPTEH3UBHOTO JelicTBUsI. KpoMe aToro, komOuHupoBanue nHruoutopa AIID u tTnaszumaHoro
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Kinnnanueckas 3¢ dhekTUBHOCTL U 0€30IIACHOCTD

/lsotinas broxaoa penuH-aHeuomeH3uH-arbo0ocmeporosou cucmemol (PAAC)
HmeroTcs OaHHbIE KIMHMYECKMX HCCIEIOBaHUNH KOMOMHMPOBAHHOM Tepanuu ¢ IPUMEHEHHEM
unruoutopa AII® c antaronucramu peuentopo anruoreHsuHa I (APA II). IlpoBoamnucs
KJIIMHUYECKHE MCCIEA0BAHNS C yYACTUEM MAllMEHTOB, UMEIOLIUX B @aHAMHE3E CEPIEUHO-COCYTUCTOE
WK 1iepeOpoBacKysipHOe 3a0oiyieBaHMe, JIMOO caxapHbI auabeT 2 TUIa, CONPOBOXKIANOIIMNCS
IOATBEPKICHHBIM IMOPAKEHUEM OpraHa-MUILIEHH, a TAKXKE UCCIEIOBAHNE C YI4aCTHEM ITALIUEHTOB C
caxapHbIM JrabeToM 2 THIa U 1MabeTHIecKoi HedponaTuei.
JlanHble MCcleOBaHUS HE BBIBWIM Yy NAIlMEHTOB, MOJIY4YaBIIMX KOMOMHHUPOBAHHYIO TEpaIUIo,
3HAYMMOTO MOJIOXKHUTEIBHOTO BIMSHUS HAa BOZHUKHOBEHUE MOYECUHBIX W/WIN KapAHOBACKYJISIPHBIX
COOBITUI M Ha MOKa3aTelu CMEPTHOCTH, B TO BpPeMs KaK PUCK Pa3BUTHUs TMIIEPKATUEMHUH, OCTPOH
MOYEYHOW HEJOCTATOYHOCTU W/WJIM apTepUAIbHOW TUIOTEH3MH YBEIMYMBAJICS IO CPAaBHEHHIO C
HNalUeHTaMU, OJy4YaBUIMMH MOHOTEPAIHIO.
[lpuHumMass BO BHUMaHME CXOXXHME BHYTPUIPYIIOBblE (hapMakoJMHAMUYECKHE CBOWMCTBA
unruoutopoB AII® u APA 11, nanHble pe3ynbTaThl MOKHO OXHAATh JAJISl B3aUMOJIEHCTBUS JIFOOBIX
JIpYTUX IpernaparoB, npeacTaBuTeneil kiaccoB uHruoutopos AIID u APA 11
[ToaToMy npoOTHBONOKa3aHO NpuMeHeHHe HHruouTopoB AIID B coueTaHMM € AHTArOHHUCTAMU
peuenTopoB aHruorensuHa Il y manueHToB ¢ quabetnueckoil HegponaTuei.
MMmeroTcss naHHbIE KIMHUYECKOTO HCCIECJOBAHMS IO H3YYEHHIO IOJIOKUTEIBHOTO BIUSHUS OT
no0aBiIeHMs aTUCKUpPEeHa K cTaHfapTHoU Tepanuu uaruouropom AII® umu APA Il y manneHToB ¢
caxapHbpIM J1uabeToM 2 THNa M XPOHUYECKUM 3a00JIEBaHHMEM IOYEK HIIM CEpEeYHO-COCYTUCTHIM
3a0oJeBaHMEM, JTUOO MMEIOLINX COYeTaHUe 3THX 3aboneBaHuil. MccnenoBanue ObIJIO MpEKpaIieHo
JIOCPOYHO B CBSI3U C BO3POCUIMM PHUCKOM BO3HHUKHOBEHHS HEKEJaTelNbHBIX Mcxonos. CepaeuHo-
COCyAMCTasi CMEPTh U MHCYJIBT BOSHUKAIIN Yallle B TPYIIIE NAllHEHTOB, MOIYYarolIUX aIMCKUPEH, 110
CpaBHEHMIO ¢ Tpymmnoi miuane6o. Taxkke HexenaTelbHbIE SBICHUS U CEPhE3HbIE HEXelaTeIbHbIE
SBJICHUS O0COOOTr0 MHTepeca (THIEepKaIueMusi, apTepualibHas TUIIOTEH3Us U HapylleHUs QyHKIUU
MOYEK) PETUCTPUPOBAIIUCH Yallle B IPYIIE ATUCKUPEHA, YeM B IpYyIIe M1aneoo.

eTH
OTCYTCTBYIOT JaHHbIE O NMPUMEHEHHMH KOMOWMHALMM TMpenapaTroB WHAANMAMUJI + NEPUHIONPUI Y
JIeTen.
5.2. apmMaKkoKHNHeTHYeCKHe CBOMCTBA
CoBMecTHOE MPUMEHEHHE NEPUHAONPUIA U UHJANAMUA HE U3MEHsET UX (papMaKOKMHETUYECKUX

XapaKTEPUCTHUK MO CPABHEHMIO C Pa3eNIbHBIM PUEMOM ITHX MPErapaToB.
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AOGcopOuus

Hnoanamuo

Nunanamug OBICTPO M TOTHOCTBIO a0COPOUPYETCS U3 KEITYIOTHO-KUIIEYHOTO TPAKTA.
MaxkcuManbHasi KOHIIGHTpalys B IUIa3Me KPOBU JIOCTUTAeTCsl uepe3 | yac mocie mpuema mnpemnapara
BHYTPb.

Ilepunoonpun

[Tocne mprema BHYTPh NEPUHIONPUIT OBICTPO BCACHIBACTCS, M TUKOBAsI KOHIIEHTPAIIUS JOCTUTACTCS
B TeueHue 1 yaca. Ilepuon monyBeiBeneHus: nepunaonpuia (Ti2) paBen 1 vacy. [IpueM nwimm
3aMeJUIsieT TpeBpallleHue MEepUHIONpuiIa B MNEPUHIONPUIAT, TaKUM o00pa3oM, BIMSAS Ha
O6uonoCcTynmHOCTh. [1l03TOMY mepuHIONPHII ClielyeT MPUHUMATh OAUH pa3 B CYTKH, YTPOM, HEepen
MIPUEMOM TTHIIIH.

Pacupenenenue

Hnoanamuo

CBs13b ¢ OenkaMH 11a3Mbl KpOBU cocTaBisieT 79 %.

Tlepunoonpun

OO0beM pacrpesiesieHusT HECBA3aHHOTO MMEPHHIONpUiIaTa cocTaBiseT NpubausutensHo 0,2 /K.
CBs3p mepuHIoONpUiIaTa ¢ OelKkamMH IUIa3Mbl KpOBHU, TiaBHbIM oOpa3zom ¢ AIID, 3aBucutr ot
KOHIEHTPALlMU TIEPUHIOIPHIIA U cocTaBisieT 0koio 20 %.

buorpaucdopmarms

Hnoanamuo

Tiz2 cocraBnser 14-24 yaca (B cpenneM 18 yacos). [ToBTOpHOE TpUMeHEHHE NpenapaTa He MPUBOAUT
K €ro KyMYJISIIUU B OPraHU3Me.

Ilepunoonpun

[Tepunnonpun npeacrasiseT coboil mposnekapcTBo. 27 % OT 00I1ero KoJIM4YecTBa NPUHATOr0 BHYTPh
NEepUHAONPUIIA IOCTYNAET B KPOBOTOK B BUJIE AKTUBHOI'O METa00IMTa IEPUH IONIpUIIATA.

[ToMuMO aKTHBHOTO TMEpPUHIONpPUIIATA OOpa3yroTcs eme S5 MeTa0oJHMTOB, HE O0O0JagarouX
(dapmakoIoruyecko akTUBHOCTHIO. [IMKOBasg KOHIIEHTpalusi MEepUHAONpUIIaTa B IUIa3ME KpPOBHU
JI0OCTUTaeTCs B Te4eHHE 3-4 4acosB.

DJIMMHUHALNS

Hnoanamuo

BriBonuTcst B ocHOBHOM ¢ Mouoit (70 % oT BBeneHHO# 103b1) U KanoM (22 %) B (hopMe HEaKTUBHBIX
MeTa0O0JIUTOB.

Ilepunoonpun
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CBOOOIHOM (ppakimu COCTAaBISIET OKOJO 17 4YacoB, B pe3ysbTare 4ero PaBHOBECHOE COCTOSHHE
JOCTUT'aCTCA B TCUCHHUC 4 CYTOK.

JIMHENHOCTL/HENNHEHHOCTD

Tlepunoonpun
beima mpomeMOHCTpUpOBaHa JIMHEMHAs 3aBUCHUMOCTh MEXKIY J030M MEpPUHIONpHUIA U €ro
KOHILICHTpalUeH B IIJ1a3Me KPOBH.

IloyeyHas HEIOCTATOYHOCTh

Hnoanamuo

Y nanueHToB ¢ MOYeYHOH HeIOCTATOYHOCTHIO (hapMaKOKHMHETHKA HE N3MCHSICTCS.

Tlepunoonpun

[Tpu HapymieHUH QYHKIUH ITOYEK JKEIATEIIEHO KOPPEKTUPOBATh J103y B 3aBUCHMOCTH OT CTEIICHH
HapyeHus (KIMpeHCca KPEeaTHHIHA).

IIeueHoUHAs HEAOCTATOYHOCTDH

Tlepunoonpun

dapMakOKMHETHKA MIEPUH/IONIPHIIA Y MTAIIMEHTOB C IUPPO30M ITEYCHU HOCUT U3MEHEHHBIN XapaKTep:
NICUCHOYHBIN KJIIMPEHC WCXOJIHOW MOJICKYJIbl CHIDKEH B JBa pa3za. TeM He MeHee, KOJIUYECTBO
00pa3yromierocss NepUHAONPUIATa HE YMEHBIIAETCS, W, CIEIO0BATEIbHO, KOPPEKIHMU JO03bI HE
Tpedyercs (cM. pazzaen 4.4).

JInlia MOKMI0r0 BO3pacTa.

Ilepunoonpun
BriBeieHue nepuHI0NprIIaTa CHIDKACTCS Y TIOYKHIIIBIX MAIIEHTOB, a TAKXKE y MMAIMEHTOB C CEPJCUHON
WIH ITIOYE€YHOU HEJOCTaTOYHOCTBIO.
uaau3
Ilepunoonpun

Junanu3Hslil KJIMpeHc nepuHonpuiata coctaniser 70 Mi/MuH.

6. ®APMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeueHb BcoMoOraTeIbHbIX BelleCTB
Kapbokcumerniakpaxman HaTpHst

Kpemuust nTMOKCH KOJITTOWAHBIN

JlakTO3BI MOHOTHIPAT

Marnus creapat

ManbToIeKCTpUH

[enmron03a MUKPOKpUCTAITHYECKAS
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Omnanpaii 20A28380 OeJiblii, B TOM YHCIIE: (NOCNEOOBATENEHOCTE 0003)

I'unponosa

I'unpomennosa

Tanbk

Twutana quokcung

6.2. HecoBMecTUMOCTDH

He npumennmo.

6.3. Cpok roaHocT

2 rona.

6.4. Ocodbie MepbI MPEI0CTOPOKHOCTH MPU XPAHEHUH

XpaHuTth 1ipu Temneparype He Boiiie 25°C BO BTOPUYHON yaKOBKE (IMaYyKe KAPTOHHOM).

6.5. XapakTep u coiep:kaHie NEPBUYHON YIAKOBKHU

[To 7, 10, 14 mu 30 TabneTOK B KOHTYPHYIO SYEHKOBYIO YIIAaKOBKY U3 IJICHKH MOJIMBUHUIXJIOPUIHON
win [IBX/TIBAX u $onbru afoMHHHEBON TIEYaTHOM JTAKUPOBAHHOM.

[To 60 v 90 TaGneTok B OaHKY MOJMMEPHYIO JIJIS JIKAPCTBEHHBIX CPEJICTB U3 MOJUITHIICHA HITU
nonudTHIeHTepedTanaTa. Kpbliika U3 monusTUIeHa WK MOJIUIIPOTIUIICHA.

Ha 6aHKy HakjIeHBarOT 3TUKETKY U3 OyMaru Wi CaMOKJIESAIIYIOCS STUKETKY.

ITo 1, 2, 4, 8 KOHTYpHBIX SYEHKOBBIX YNMAaKOBOK MO 7 TabneTok uiau mo 1, 2, 3, 6 KOHTYpPHBIX
SUEHKOBBIX YyMakoBOK mo 10 Tabnerok, wiau mo 1, 2, 4 KOHTYPHBIX SYEHKOBBIX YMaKOBKU 1o 14
TableToK, WM 1Mo 1, 2 KOHTYpHBIX S4YEHKOBBIX ymakoBkH mTo 30 Tabmerok, wnmu mo 1 OaHke
MOJIMMEPHOM JJIs JIEKAPCTBEHHBIX CPEJCTB BMECTE C JIMCTKOM-BKJIAJIBIIIEM IMOMEIIAIOT B MAYKY U3
KapTOHa JJI MOTPEOUTEIBCKOM Taphl.

6.6. Ocodbie MepbI MPETOCTOPOKHOCTH MPH YHHYTOKEHUH MCTOJIB30BAHHOTIO JIEKAPCTBEHHOT 0
npenapara MM 0TX0/0B, NOJY4YeHHBIX NO0cJie NPUMEHEHHS JIEKAPCTBEHHOI0 Npenapara win
padoThI C HUM

Het ocoObIix TpeOoBaHMil K yTHIIU3ALUH

7. JAEPXKATEJIb PETUCTPAHMUOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanvs

3akpeiToe Akimoneproe oomiectBo "Kanondapma npogakma" (3AO "Kanondapma npomaxmra")
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. IlpencraBuTeib AepKaTessi PErHCTPALMOHHOIO YA0CTOBEPEHUs
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Poccniickas @enepanys

3akpeiToe AknnoHepHoe o61mecTBo "Kanondapma npogakma" (3A0 "Kanondapma npogaxmia")
141100, MockoBckas 00u1., T.0. [1[&1koBo, r. [1]énkoBo, yiu. 3apeunas, a. 105

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

OnektponHsIid anpec: safety@canonpharma.ru

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

9. JIATA IIEPBUYHOM PETUCTPAIIUN

[Hata nepsoii peructpauun: 07 arycra 2023.
10. JATA NEPECMOTPA TEKCTA
OO6mmas xapakTeprcTrKa JeKkapcTBeHHOro npenapara Muganamun + [epungonpun Kanon gocrynna

Ha I/IHCI)OpMaI_II/IOHHOM mopTajic EBpaSHﬁCKOFO 9KOHOMHYCCKOI'O COI3a B I/IHCI)OpMaI_[I/IOHHO'

KOMMYHHKaIMOHHOM cetu «HTepHe™ http://eec.eaeunion.org/
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