COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 12.03.2025 N= 6681

(MOCNEQOBATENEHOCTE 0003)

OBLIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEITAPATA

Nunanamup + [epunnonpuna aprunud - TAJl, 2,5 mr + 10 mr, Tabnetku

2. KAYECTBEHHBIN U KOJIMYECTBEHHBIA COCTAB
JleiicTByromue BemecTBa: HHAAMaMU + IEPUHIONPHUIIa ApTHHUH.
Kaxnmas Tabnetka cogepxkutr 10 Mr mepuHAONpHIa apruHUHA (PKBUBAJICHTHO 6,79 MT
MEePUHAONPHIIA) U 2,5 MI WHAAIaMH/Ia.

[Tonnbri NEPCUCHb BCIIOMOTAaTCIIbHBIX BECUICCTB MIPUBCACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabmeTku.
Kpyrible JBOSKOBBITYKJIbIE TaOJIETKH OT O€JI0ro J0 CBETIO-XKEITOBATO-0eJIOro IBeTa, C

MapKUPOBKOH «A2» Ha OJIHON CTOPOHE TAOJICTKH.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusi K NPUMEHEHUIO
IIpenapar Mnaanamun + Ilepunaonpuna aprunut - TAJl moka3aH K IpUMEHEHUIO Y B3POCIIBIX B
BO3pacte ot 18 sieT u crapuie.
Ilpemapar  Wnpmanamup + [lepunnonpuna aprunud - TAJl  npenHasHadyeH  Ajd  JI€YEHUA
3CCEHLMAJIbHON TMIEPTEH3UH y NAlMEHTOB, KOTOPBIM TPeOyeTcsl Tepanus MHAANaMHUIOM B J103€
2,5 M ¥ IepUHIONPUIIOM apruHKHA B 103€ 10 Mmr.
4.2. Pe:kxuM 103MPOBaHUs U CIIOCO0 MPUMEHEHUs

PexxuMm mo3upoBanus

ITo 1 rabnerke npenapata Manamamun + [epungonpuna apruaun - TAJ] onun pa3 B CyTKH.
IIpenapar Wunanamun + [lepunnonpuna aprunud - TAJl cienyer Ha3HauyaTh IMOCIE paHeEe
IPOBEJEHHOTO noaodopa J103 OTJENbHBIX KOMIIOHEHTOB. [Ipenapar
Wunanamup + [epuapnonpuna apruaud - TAJ He [OKEH TNPUMEHSATHCA JUIsl  CTapTOBOM
TEpanuu apTepHaIbHOM TMIEPTEH3UU Yy NAlMEHTOB, paHee HE MOIYyYaBLIMX TI'MIIOTEH3UBHBIC
JIEKapCTBEHHBIE NIPENapaThI.

Ecnu notpedyercs M3MeHEHHE J03bl OJJHOTO U3 JEHCTBYIOIIMX BELIECTB B COCTAaBE Ipenapara
(Hampumep, B CBS3M C BHOBb JIMarHOCTHMPOBAHHBIM 3a00JI€BAHUEM, U3MEHEHHEM COCTOSHUS
NalyeHTa WIN JIEKAPCTBEHHBIM B3aUMOJCHCTBHEM), TO HEOOXOAUM HMHIMBHIYAIbHBIN 1OA00D

J03 OTACIIbHBIX KOMIIOHCHTOB.
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Oco0bl€e rpyIbl DalMEHTOB

THayuenmul nosicunozo eospacma (cm. pazoen 4.4.)
VYV nanueHToB MOKWIIOIO BO3pacTa KOHLEHTPALUs KpeaTMHHWHA B IIa3Me€ KPOBU HEOOXOAMMO
KOPpPEKTUpOBaTh B 3aBUCUMOCTM OT BO3pacra, Macchl Tena W mnosa. [Ipemapar moxker
HA3HA4aTbCsA NAlMEeHTaM II0KUJIOT0 BO3pacTa C HOPMAJIbHOM (yHKIMEH MouyeK, Mpu 3TOM
cllelyeT KOHTPOJIUPOBATh CTENCHb CHUKEHUS apTepralbHOro AasieHus (A/l).
Tayuenmul ¢ noueunou HeOOCMamMoyHoOCmbio (CM. pazoenvt 4.3. u 4.4.)
[Ipenapar Muamanmamun + [lepungonpuna aprunud - TAJl npoTuBomokazaH mMalydeHTaM ¢
YMEpPEHHBIM M TDKeNbIM HapymenueM ¢(yHkuuu mouek (kmupeHc kpeatmnuHa (KK) Himke
60 M1/MUH).
Ha d¢one Ttepamuu HEOOXOIUM pETYISPHBIA KOHTPOJIb KOHIICHTpAIlMM KpEaTHHWHA U
Co/IepKaHUs Kajus B IUIa3Me KPOBH.
Tayuenmul ¢ neuenounou Hedocmamounocmoio (cm pazoensvt 4.3., 4.4. u 5.2.)
IIpenapar Mupanamup + Ilepunnonpuna aprunud - TAJ  1DpoTHBONOKa3aH IHAnUeHTaM C
TSDKEIJIBIM HapylIeHneM (yHKIUW TIeUYeHH.
[Tpu ymepeHHOM HapymeHUH (YHKIIUHN TEYSHH KOPPEKIUs J036I HE TpeOyeTcs.

eTH
JlexapctBennblii  mpenapar  Mumanamun + [lepunmonpuna aprunud - TA/  He  cienyer
MPUMEHATH y JIeTell U MOAPOCTKOB A0 18 eT BBUIY OTCYTCTBHS JaHHBIX 00 3Q(PEKTUBHOCTU U
0€30IacHOCTH MPUMEHEHHUS TIperapara y HalleHTOB JaHHOW BO3PACTHOM TPYIIIIbI.

Croco0 npuMeHeHus

BHyTpB, IpeanodYTUTENbHO YyTPOM, Tepea MpueMoM NHmu. TabieTku ciexyeT MporiaThiBaTh

LICTUKOM, 3aITUBasi BOJIOM.

4.3. IIpoTuBONOKA3aAHUSA

WHpanamun

e ['unepyyBCTBUTENIBHOCTD K JEHCTBYIOLIEMY BEILECTBY WM JHOOBIM APYIHM CYIb(HOHAMHIAM.

e VYMepeHHOe u Tshkenoe Hapymenue ¢pyakunu nodek (KK ke 60 mir/mMun).

e [leuenounas >HIIEATONATHS.

e Tsxenoe Hapymenue QyHKIIMH IEYCHU.

e [unokanueMus.

[lepunnonpun

e [ UnepyyBCTBUTENBHOCTh K JEHCTBYIOIIEMY BEHIECTBY WJIHM JIFOOBIM JIPYTMM HHTHOHWTOpam
aHTHOTeH3MHIIpeBpaniatoniero pepmenta (AI1D).

e AmdruoneBpotudeckuii orexk (orek KBuHKe) B aHamMHe3e Ha (oOHE mpueMa JPYTrux
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unaruburopos AIID (cm. paznen 4.4.).

e HacneacTBeHHBIH/MAMONMATHYECKUI aHTHOHEBPOTHYECKHUIA OTEK.

e bepemennocTts (cM. pazzaen 4.6.).

e OpHOBpeMEHHOE TMpPUMEHEHHE C QJIUCKUPEHOM U JIEKapCTBEHHBIMU IpenapaTamu,
COJICpKAIIMMU AJIUCKUPEH, y TAIlMEHTOB C CaXapHbIM JUAa0ETOM W/WIM YMEPEHHBIM WM
TSDKEJIBIM HapylIeHneM (QyHKIMU To4YeK (CKOpocTh KiryooukoBoii ¢puibTpanun (CKD) menee
60 mu/mMun/1,73 M? II0mAaay MOBEpXHOCTH Tena) (cM. pasaensl 4.5. u 5.1.).

e OnHOBpEMEHHOE NMPUMEHEHUE C aHTaroHucTamu peuentopoB aHruoreHsuHa Il (APAII) y
MaIUEHTOB ¢ IuadbeTndeckoi Hedponarueit (cMm. paznen 4.4.).

e OnHOBpeMEHHOE MpUMEHEHHWe ¢ KoMOuHanued BaicapraH + cakyourpwi. IIpemapar
Nuapanamup + [lepunnonpuna apruav - TAJ/[ Henmp3s NpuUHHMATH paHee, 4YeM 4epes
36 yacoB moOCie NPUMEHEHHs IOCIeTHEeW 03I KOMOWHAIMK BaJICapTaH + CaKyOUTpHII
(cm. paznmenst 4.4. 1 4.5).

e DKCTpakopropajbHasi Tepamnusi, NPUBOJAIIAs K KOHTAKTy KpPOBH C OTPHUIATEIHHO
3apsHKCHHBIMH MTOBEPXHOCTSAMHE (CM. paszen 4.5.).

e BrlpaxkeHHbIN ABYCTOPOHHUMN CTEHO3 MOYEUYHBIX apTepUil WIIM CTEHO3 apTepPUH €IUHCTBEHHON
($yHKIMOHUpYIOIIEeH Toukuy (cM. pazzaen 4.4.).

IIpenapar Muananamun + Iepuugonpmia apruaud - TAJL

e [ UnepyyBCTBUTENBHOCTh K JIHOOOMY M3 BCIOMOIATENbHBIX BEIIECTB, NEPEUHUCICHHBIX B
pasnene 6.1.

N3-3a  oTcyrcTBHS  JOCTATOYHOIO  KIMHMYECKOTO  ONBITAa  JIGKAPCTBEHHBIM  mpemapar

Nunanamup + [lepunnonpuna aprunvd - TA/ He ciaeayeT mpUMeEHSTh:

® Y [TALIMEHTOB, HAXOAALIUXCS HAa TeMOINAIIN3E;

® Y MAIMEHTOB C HEJIEYCHOW CEeP/ICYHON HEIOCTATOYHOCTHIO B CTAIMH IEKOMITCHCAIIMH.

4.4. Oco0Oble ykazaHusi U Mepbl PeJOCTOPOKHOCTH IPH NPUMEHEeHU

C 0CTOPOKHOCTBIO

Cucremnble 3a00JI€BaHUSI COSAMHUTENBHON TKaHU (B TOM YHCIIE CHUCTEMHAsl KpacHasi BOJTYaHKa,
CKIIEpOJIEPMHSI H [Ip.), CONYTCTBYIOIEE TNPUMEHEHHE aJUIOMypUHOJA, IIMTOCTATUKOB U
MMMYHOJICTIPECCAaHTOB WJIM NpOKanHamuaa (PUCK pa3BUTHUS HEHTPONICHHH M arpaHyJIoOIUTO3a),
COIYTCTBYIOIIAsl Tepamus IpernaparaMy JIMTHUS, MpernaparaMyd alUCKUpPeHa y TMalueHTOB 0e3
caxapHoro jauadera nian HapymeHuid QyHakinmun nouek, APA 11 y manueHTOB 0€3 1rabeTHIecKom
HedponaTHH, MpernaparaMy 30J10Ta, HECTEPOUIHBIMUA MPOTUBOBOCTIATUTEILHBIMU TpenapaTaMu
(HIIBII), 6axnodeHom, KOPTUKOCTEPOUAaMU, HHTUOUTOpAMH HeNpuiau3uHa (cM. pasaen 4.5.),
npernaparaMu, KOTOpble MOTYT BBI3bIBaTh yAJuHeHHE nHTepBaia QT Ha siekTpokapauorpaMmme

(OKT'), cepaeuHbIMH TTUKO3UAAMHU, JEKAPCTBEHHBIMHU MpenapaTaMH, KOTOpPbIE MOTYT BBI3BATh
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MOJTUMOPHYIO KEIYyAOUKOBYIO TAaXUKapAUIO TUIA «IUPYIT», YTHETEHHE KOCTHOMO3IOBOTO
KPOBETBOPEHHMsI, CHIDKCHHBIH 00BeM mupkynupytomei kpou (OIIK) (mpueM auypeTukos,
OecconeBasi aueTa, pBOTA, AMapes, TeMmojuanui), umemudeckas Oonesnb cepana (MbC),
1epeOpoBacKyssIpHbIe  3a00JI€BaHUS, PEHOBACKYJSIpHAas THUIEPTEH3Ms, CaxapHbId JHualder,
MEePBUYHBIA THUNEPATLIOCTEPOHU3M, XpOHHMUECKas cepjedHas HempoctarouHocTh (XCH) (II-
IV dynknmonansHOro Kiacca mo kiaccupukanuun NYHA), HapymieHus (QyHKIMH TEYCHH U
MOYeK, THUIepypukeMuss (0OCOOEHHO  CONPOBOXKIAMOIIASCS  MOJArpod M ypaTHBIM
HedponuTHazoM), naOmiIbHOCTH AJl, TOXWIONH BO3pacT, NPOBEACHHWE TeMOAMANN3A C
NPUMEHEHHEM BBICOKONPOTOYHBIX MEMOpaH WM JEeCeHCHOWIN3aIus, Iepes Hpoueaypoi
adepesa mumonpoTenHoB Hu3koi TturotHoctu (JITTHIT), cocTosHme mocie TpaHCIUTAHTAIH
MOYKH, XHPYPTrUUECKOe BMEIIATeIbCTBO/aHECTE3Us, CTEHO3 AOPTAIbHOTO WM MHTPAJIBHOTO
KJanaHa/runeprpodudeckas obcrpyktuBHas kapaumomuomnatus (I'OKMII), arepocknepos,
MIPEICTABUTEIN HEIPOUTHON pachkl (MeHee BhIpaKCHHBINH 2PEKT 0T MpUMEHEHHS), CTOPTCMEHBI
(BO3MOXHA TIOJIOKHTEIbHASI PEAKIHMS TPU JIOTMMHT-KOHTPOJIE), COIYTCTBYIOIIAs Teparus
KanuiicOeperarommMy TUypeTUKaMy, TperaparaMyd Kajdusl WIA y TalueHTOB C MOBBIIICHHBIM
CONIEp’)KaHUEM Kallusi B IUIa3Me€ KpOBH, THUIEPKAIMEMUS, THIIOHATPUEMUS, OTATOLICHHBIN
aJUIepProJIOTMYECKUii aHaMHe3, ajllIepruyeckas peaklys Ha ICHUIWUINH B aHaMHE3e.

O6HICC JJI UHAanaMujaa U ICpUHAO0IIPpHUIa

IIpenapamvr rumus

OnHOBpeMEHHOE TPHUMEHEHHE KOMOMHAIMKM WHAANaMuJa W TEepUHAONpHUIA C TpenapataMu
JUTUSL OOBIYHO HE peKoMeHtyeTces (cM. paszaen 4.5.).

Hapywenue ¢ynkyuu novex

Tepanust  npenapatoM  Wupanamun + [lepunaonpuna aprunud - TAJ/[  npoTuBomokazaHa
MaIMeHTaM ¢ YMEPEHHBIM U TshKeTbIM HapyiieHueM QyHkuuu nouek (KK menee 60 mu/mun). ¥V
HEKOTOPHIX TMAalMEHTOB C apTepHajJbHON THUIEPTEH3HEH 03 NpPEeIIeCTBYIOIIEr0 OYEBUIHOTO
HapyleHus: QyHKIMM TMOYeK Ha (OHE Tepanmuu MOTYT MOSIBUTHCS JIaOOpaTOpHBIE MPHU3HAKH
(GYHKIMOHAIBHOM MOYEYHON HEIOCTAaTOYHOCTU. B 3TOM cilyyae jiedeHue cienyer npekpaTuTb. B
JaNbHENIIEM MOXHO BO300HOBUTh KOMOWHUPOBAHHYIO TEpaNuio, MPUMEHSsS HHU3KUE J03bl
IpenaparoB, MO0 NPUMEHSITh TOJIBKO OJUH U3 NPEenapaToB.

TakuMm manueHTaM HEOOXOAMM pETYJISIPHBIM KOHTPOJIb COJEpXkKaHUs Kalusd M KOHLIEHTpaluu
KpeaTHHHHA B IUIa3Me KPOBH — Yepe3 2 HeJeJIM Nocye Hayalla Tepanuu U B JaJIbHEHIIIeM KaXKble
2 Mecslla B NEpUOA, Korjaa Jo3a mnpemnapata nopoOpana. IlodeyHass HEOCTaTOYHOCTh dalle
BO3HUKAET Yy MAllMEHTOB C TSDKEJIOW CepAeYHON HEOCTaTOYHOCTBIO WIIM MCXOJHOM MOYEYHOM
HEJ0CTaTOYHOCTbIO, B TOM YHCJIE, IPH CTEHO3€ MOUYEYHON apTepUu.

IIpenapar Uupganamun + [lepungonpuna apruaus - TAJ[ HE peKOMEHAOBaH K MPUMEHEHHUIO B
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clydyae JIByCTOPOHHErO CT€HO3a IIOYEUHBIX AapTepuil WM B CilIydae €IUHCTBEHHOMH
(YHKIMOHUPYIOIIEH MOYKH.

Apmepuanvhasn cunomen3us u HapyuieHue 800HO-21eKMpoIUmHo2o baianca

B cinydae McXOqHOW TMIIOHATPUEMHM CYIIECTBYET PUCK BHE3AITHOIO Pa3BUTHUS apTepHUanibHOMN
TMIIOTEH3UH, B YACTHOCTH, Y MMALIUEHTOB CO CTEHO30M IToYe4yHOH apTepuu. [loaTomy HE0OX0AMMO
IIPOBEJCHUE CHUCTEMATHUECKOM OLIEHKH CHUMIITOMOB OOE€3BOKMBAaHUS M CHMKEHHS COJEP/KaHUS
IEKTPOJIUTOB B IUIa3ME€ KPOBHU, HalpuMmep, MOCIE AUAper WIM pBOTHL. TakuM nNanueHTam
HEOOXOUM PETYIISPHBIA KOHTPOJIb COJEP KaHUs SIEKTPOIIUTOB B TJIa3Me KPOBH.

[Tpu BbIpa)XEHHOH apTepHaIbHOM THIIOTEH3UH MOXKET MOTPeOOBaThCS BHYTPUBEHHOE BBEICHUE
HN30TOHUYECKOI0 COJIEBOIO PACTBOPA.

TpansuTopHas apTepuaibHasi TUIIOTEH3US HE SIBIISIETCS IPOTUBOMOKA3aHUEM IS TIPOIOJKEHUS
tepanuu. [locae BoccranoBinenuss OLIK u A/l MO>XHO BO30OHOBHUTH Tepanuio, IPUMEHssT HU3KHE
J103b1, TMOO IPUMEHSATH TOJIFKO OJIMH U3 KOMIIOHEHTOB IIpenapara.

Cooeporcanue kanus

KomOnHMpOBaHHOE NMpHMEHEHHE MHIANaMHuIa ¥ NEpUHIONpPHIA HE NPEIOTBpAlIacT Pa3BUTHE
TMIIOKAJIMEMUH, OCOOEHHO y TAlMeHTOB C CaXxapHbIM JHa0eToM WM  IOYEeYHOH
HeloCcTaTOYHOCThI0. Kak M B ciyyae NIpUMEHEHHUs JI000r0 TI'MIIOTEH3MBHOTO IIpernapara B
KOMOHMHALIMU C JUYPETUKOM, HEOOXOAMM PEryIsSpHBIA KOHTPOJIb COACPKAHUS KallMs B ITUIa3Me
KpOBH.

NHpanamun

Ileuenounas snyeganonamus

[lpy wHanmuuuu HapymeHWd (QYHKIUM TI€YeHW MpPHEeM THA3UIHBIX M THA3UIONOJOO0HBIX
JTUYPETUKOB MOKET MPHUBECTH, OCOOCHHO B ClIyyae 3JIEKTPOJIUTHOIO aucOanaHca, K pa3BUTHIO
MIEYEHOYHOM SHIIePaONaTu, KOTOpas MOKET MPOTrPecCUpOBaTh A0 NEUEHOUHOM KOMBL. B Takoit
CUTYaLlUH CIEAYET HEMEMJIEHHO IPEKPATUTD IIPUEM IUYPETHKA.

DomouyecmeumenbHOCb

Ha ¢one mpuema THa3HIHBIX W THA3UIOMONOOHBIX TUYPETHKOB COOOIIANOCH O CIIydasx
pa3BuUTUS peakuui (POTOYYBCTBUTENBHOCTH (cM. paznen 4.8.). B ciyuae pa3Butus peakuuit
(OTOUYBCTBUTEIBLHOCTH Ha (OHE MpHeMa Ipernapara cleAyeT NpeKpaTUTh JjedeHue. llpu
HEOOXOAMMOCTH MNPOAOJDKEHUS TEpanuu IUypeTHKaMH, PEKOMEHIYeTCs 3allMIIaTh KOXKHbIE
MOKPOBBI OT BO3JICHCTBHSI COJIHEUHBIX JTy4ell MJIM UCKYCCTBEHHBIX YIbTPa(pHOIETOBBIX JTyUueH.
Boono-snexmponrumnulil 6ananc

CO@@DDfCClHue Hampus 6 njiasme Kposu

COI[Cp)KaHI/IC HaTpuAa B IJIa3BME€ KPOBHU HCO6XOI[I/IMO OMpeaACIATL 40 Haydajla JICUCHUA, a 3aTCM

peryisipHO KOHTPOJUPOBaTh Ha (oHEe mpuema mnpenapara. CHUKEHHE COAEpKaHWE HAaTpUsl Ha
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HAYaJIbHOM DJTale MOXET HE COMPOBOXKAATHCSH KIMHHYECKHMMU CHMIITOMAaMH, ITI03TOMY
HEOOXOJUM PperyJISIpHBIA J1a00paTOPHBI KOHTpPOJb. bBoiee d9acThlii KOHTPOJIb COJEpKAHUS
HATpHUsl TIOKa3aH MalMeHTaM C I[MPPO30M II€YeHH U NalMeHTaM IOXKUIIOTO BO3pacTa
(cm. paznenst 4.8. u 4.9.). Jleuenue MOOBIMU JUYPETUKAMU MOKET BBI3BIBATH THIIOHATPUEMHUIO,
MHOTZIAa C OYeHb CEPHhE3HBIMH MOCIEJACTBUSAMHU. [ HIIOHATpUEMHS, COMPOBOXKIAIOIIASCS
THIIOBOJIEMHEH, MOXXET NPUBOIUTH K Pa3BUTHIO OOE3BOXHBAHUS M OPTOCTATHYECKOM
runoreH3u. COMyTCTBYIOINIEE CHIDKEHHE COJEp)KaHHs XJIOpa MOXKET NMPHBOAMTH K Pa3BUTHIO
BTOPHUYHOTO KOMIIEHCATOPHOTO METa0OINYECKOTO ajKalio3a; 4acToTa €ro BO3HMKHOBEHUS MU
CTETeHb BBIPA)KEHHOCTH HE3HAYUTEIbHBIE.

CodepofcaHue Kajusi 6 niasme Kpoeu

CHMKEHHE COJCpKaHMsI KalUs C THIIOKAIHEMHUEH SIBIISIETCS OCHOBHBIM PHUCKOM, CBSI3aHHBIM C
Tepanuell THAa3UIHBIMA W THA3HIOMOJAO0HBIMHI TUYPETHKAMH. | UTIOKAIIMEMUsI MOXET BBI3BAaTh
MBIIIEYHBIE paccTpoiicTBa. Coolmanock O ciydasx padAoMHONIM3a, B OCHOBHOM Ha (QoHE
TSDKEJION TUTIOKATUEMUH.

Heobxomumo mnpemynpexaaTte PHUCK CHIDKEHHS coaepkaHus kKamust (MeHee 3,4 MMOib/1) y
CIIEYIOIINX KaTerOpHil MallieHTOB U3 TPYIIITBI BEICOKOTO PHUCKA: MAIMEHTOB TIOKUIIOTO BO3pacTa
W/WIA WCTOIICHHBIX TMAIMEHTOB KaK TMOJYyYalomuX, TaK W HE TOJYYaIOIUX COYETAHHYIO
MEIMKAMEHTO3HYI0 Teparuio, MalueHTOB C IIMPPO30M IMedYeHHu ¢ oTekamu u acuutoM, MBC,
CepJICYHON HEeNOCTaTOYHOCThIO. [HMMOKameMus y 3TUX TAIMEeHTOB YCHUJIMBAET TOKCHYECKOE
JIEHCTBHE CEPICYHBIX TTIMKO3UI0B U TMOBBIIIAET PUCK BO3HUKHOBEHUS HAPYIIEHUH pUTMA.

K rpynne noBbIIIEHHOTO pUCKa TAaKKE OTHOCATCS MAIMEHTHI ¢ y/UIMHEHHBIM nHTepBajioM QT Ha
OKT', xak BpOXXJI€HHBIM, TaK ¥ BEI3BAHHBIM JEHCTBUEM JICKAPCTBEHHBIX CPEICTB.
['unokanuemMusi, Takke, Kak U Opagukapiusi, CocoOCTBYET Pa3BUTHUIO TSDKEJIBIX HapyIIECHUMH
CEpJICYHOTO PHUTMA, OCOOCHHO, MOJUMOP(HON >KETYAOYKOBOW TAaXUKApAUH THIA «IIHUPYITY,
KOoTOpast MOKeT ObITh (haTasibHOW. BO Bcex omucaHHBIX BBIIIE Ciydasx HeoOxoaum Ooiee
YacThIi KOHTPOJIb COJCPKAHUSA MOHOB Kallus B IJiazMe KpoBH. [lepBoe u3mepeHue conepskaHus
KaJIisl B IJI1a3Me KPOBU HEOOXOAMMO MPOBECTH B TE€UCHHE NEPBOM HEJIEIN OT Havaja Teparnuu.
[Tpu BBISBICHUU TUIIOKAIMEMUU JI0JKHA IPOBOAUTHCS COOTBETCTBYIOIIAs KOPPEKLIUS.
'unokanueMusi, CBA3aHHAs ¢ HU3KUM COJIEP’)KaHUEM MarHusl B ChIBOPOTKE KPOBH, MOXKET OBITh
PE3UCTEHTHA K JIEYEHHMIO JI0 Te€X MOp, MOKa yYpOBEHb MarHusi B CHIBOPOTKE KPOBH HE OyAeT
CKOPPEKTHUPOBAH.

CO@@DWCGHM@ KAlnbyusd 6 niasme Kpoesu

TI/IaBI/I,Z[HBIG nu TI/IHBI/I,Z[OHO,Z[O6HBI€ AUYPCTUKHA MOI'YyT YMCHBIIATH BBIBECACHHWC HMOHOB KaJIbLUA
IMo4YKaMH, MpUBOAA K HE3HAYHUTCIBbHOMY U BPECMCHHOMY IIOBBIIICHHUIO COACPIKAHUSA KaJbLUA B

IJj1a3Me KpOBH. BBIpa)KeHHOC MNOBBIIICHUC COACPIKAHHA KAJIbLUA B IJIA3MC KPOBU MOKCT OBITH
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CBA3aHO C HCIUWArHOCTHPOBAHHBIM THIICPIIAPATUPCO30M. Hepez[ HUCCIICAO0OBAHNECM q)YHKLII/II/I
napalmyTOBUAHBIX KCJIC3 CIICAYCT OTMCHUTD IPUCM JUYPCTUYICCKUX CPCACTB.

CO@@D.WCCIHU@ MACHUA 6 nia3me Kposu

Ha ¢oHe npuMeHeHHMsS THA3WIHBIX M THA3UIONOMOOHBIX JUYPETHKOB, BKIIIOYAs HWHIATIAMHM]I,
OTMEYAIIOCh YBEJIIMUCHUE BBIJICIICHUS MAarHus MOYKaMH, 9TO MOXET CTaTh MPUYMHON Pa3BUTHS
runoMaraueMuu (cm. pasnenst 4.5. u 4.8.).

Konyenmpayus enioxo3svl 6 kposu

Heo0XoauMo KOHTPOJMPOBATh KOHIEHTPAIUIO TIIFOKO3BI B KPOBH Y TAIMCHTOB C CaXapHBIM
nmabeToM, 0cOOEHHO, KOT/Ia CoIep KaHne KalHs B TUIa3Me KPOBH HHU3KOE.

Mouesas kucioma

Y nanueHTOB C MOBBINIEHHONW KOHLEHTpPAIME MOYEBOW KHUCIOTHI B IUIa3M€ KPOBH HMEETCS
TEHICHIINS K YBEITMYCHUIO YaCTOTH BOSHUKHOBEHHS TIPUCTYIIOB ITOAATPHI.

Jluypemuueckue cpedcmea u @hyHKkyus novex

TwuasuaHble U THA3UIOMONOOHBIE TUYPETHKH 3((HEKTUBHBI B IMOJIHOW Mepe TOJIBKO Y MAI[ICHTOB
C HOpMaJIbHOHN WJIM HE3HAUWTEIIFHO HapyImeHHON (QYHKITMEH mouek (KOHIEHTpAIHs KpeaTHHUHA
y B3pOCIIbIX HAMEHTOB HIXe 25 Mr/i win 220 MKMOJIB/I).

VY manmueHToOB MOXHWIOTO BO3pacTa KOHIEHTpAIUs KpeaTHHHHAa B IUIa3ME KPOBH JOJDKHA
OIICHMBATKLCS C YUETOM BO3pacTa, MacChl Tea U 1oJja, B COOTBETCTBHH ¢ popmynoit Kokpodra:
KK = (140 — Bo3pact) X macca tena/0,814 X KOHIIeHTpaus KpeaTHHHHA B IJIa3Me KPOBH, TIE:
BO3pacT — BO3pacT MaIMeHTa B rojiax,

Macca Tena — Macca Tefa B KT,

KOHIICHTpAIlisl KpeaTHHHWHA B IJ1a3Me KPOBH — KOHIIGHTpAllMs KpeaTWHWHA B TUIa3Me KPOBU B
MKMOJIB/JI.

dopmynna MOAXOAUT A MYKYMH IOXKUJIIOTO BO3pacTa; Ui SKCHUIMH MOXKUIJIOTO BO3pacTa
ClIelyeT yMHOKUTh pe3ynbTaT Ha Kodduiuent 0,85.

B nauane nedeHus: AMypeTUKOM y MAIIMEHTOB M3-3a TUIIOBOJIEMHH (BCJIECTBHE BHIBEACHHUS BOJIbI
U UOHOB HaTpus) MoXkeT HaOmrogatecsi BpemeHHoe cHwkeHne CK® wu  yBenuueHue
KOHIICHTpAIMii MOYEBUHBI U KpEaTUHHHA B TUIa3Me KPOBU. DTa TPaH3UTOPHAsA (PYyHKUMOHATIbHAS
MOYeYHass HEIO0CTaTOYHOCTh HE HMeEeT HEeOJaronpusATHBIX MOCIEACTBUM A MAlUEeHTOB C
HCXOJTHO HOpMaJIbHOM ()YHKITUEH MOYEK, OJJHAKO MOXKET YCYyryOlIATh yXKe MMEBIIeecs 10 HaJaa
NedeHus HapyiieHne QyHKINY MOYeK.

Cnopmcmennl

CnoprcMeHaMm cieyeT oOpaTWTh BHUMaHHE Ha TO, YTO JIEKAPCTBEHHBIM MpemnapaTr COISPKUT
JISHCTBYIOIIEE BEIIECTBO, KOTOPOE MOXKET JaBaTh MOJOKUTEIbHBIA PE3yIbTAT MPHU MPOBEJACHUU

JOIMUHI-TCCTA.
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Xopuouoanvnwiii einom/Ocmpas muonus/Bmopuunas 3aKkpbimoy201oHas 21ayKoma
CynppoHaMHIBl WIM HMX IPOU3BOAHBIE MOTYT BBI3bIBATh HAMOCHHKPA3HUECKYIO DPEAKIIMIO,
MPUBOJAILYIO K Pa3BUTHIO XOPHOUAAIBHOIO BBINOTA C AEPEKTOM IOJI 3pEHUs, OCTPOM MUOIIUU
U OCTPOMY MPUCTYIY BTOPUYHOM 3aKpBITOYTOJBHOM TIiaykoMbl. CHMOTOMBI BKIIIOYArOT:
BHE3AITHOE CHIKEHHE OCTPOTHI 3peHHMs WM O0Jb B IJla3ax, KOTOpPbIE MPOSBIAIOTCA, Kak
IpaBWJIO, B  TEUYEHHWE  HECKOJbKHX  4YacoB WM  HEIeJb OT Hayaja  Tepanuu
THA3UIHBIM/THA3UONOO0HBIM  JTUypeTukoM.  Ilpm  oTcyrcTBUM — JiedyeHHMs — ocTpas
3aKpBITOYrOJIbHAs [JIAyKOMa MOXKET MPHUBECTU K HeoOpaTUMol motepe 3penus. [Ipu nosiBieHun
CUMIITOMOB HEOOXOIMMO KaK MO’KHO ObIcTpee IPEKPATUTh pueM
THA3UIHOTO/THA3U0NIOJO0OHOTO  auypeTuka. Ecmum  BHyTpuriasHoe JaBlICHHE OCTaeTcs
HEKOHTPOJIMPYEMBIM, MOMKET IOTPEOOBATHCS HEOTIONKHOE MEIMKAMEHTO3HOE JICYCHHE WITH
XUPYPTHYECKOE BMeEMATeNbCcTBO. (DakTOpoM pHCKa pa3BUTHS OCTPOM  3aKpBITOYTOJIBHOU
TJIAYyKOMBI SIBIIICTCS QJIJICPrUYecKas peakius Ha MPOU3BOIHBIC CYTh(HOHAMHIA WITH TICHUTTMILTHH
B aHAMHE3e.

[lepuanonpun

Jlsotinas bnoxada penun-aneuomensun-aaboocmeponosoil cucmemvl (PAAC)

Wmerorcss nanHpie 00 yBeNMYEHWM pPHUCKAa BO3HUKHOBEHHWS apTEpHaIbHON THUIIOTEH3WH,
THIEPKATHEMUN M CHIKCHHUS (DYHKIMH TOYeK (BKJIIOYAs OCTPYIO MOYEYHYIO HEIOCTaTOYHOCTD)
pu OAHOBpeMEeHHOM NpuMeHeHurn MHTuOuTOpoB AIID ¢ APA Il wnu amuckuperom. [lostomy
nBoitHas Onmokanma PAAC mocpenctBom couetanus wuHruouropa All® ¢ APAIl wm
AIMCKUPEHOM He pekoMmeHnayercs (cM. paznenst 4.5. u 5.1.). Ecnu nBoiiHas Giokana abcotoTHO
HE0O0XOAMMa, TO 3TO JOJKHO BBIMOIHATHCS O] CTPOTUM HAOJIIOJCHHEM Bpaya MpHU PETyIsIPHOM
KOHTpoJIe (PYHKIIUU TIOYEK, COAEP KAHUS IIEKTPOIUTOB B T1a3Me KpoBu U A/,

[Tpumenenune unrudutopoB AII® B coueranum ¢ APA Il mporuBomokasaHo y mamueHTOB C
nrabeTudeckol HedpomaTue W He PEKOMEHAYETCSl y APYTruX ManMeHTOB (CM. pasnueisl 4.3. u
4.5.).

Kanuiicbepezarowue ouypemuxu, npenapamsi Kaius, Kaiuucooepicawjue 3ameHumenu nuueeou
conu u nuwesvle 000aA6KuU

He pexomeHayeTcs OJHOBPEMEHHOE NPUMEHEHHE MEPUHIONpPHIA U KajduiicOeperaromumx
JUYPETUKOB, a TaKKe NpPEernapaTroB Kalus, KaIUiCoAep)KalluX 3aMEHHUTEJeH MUIIEeBON COlM U
MUIIEBBIX J00aBOK (cM. pazaen 4.5.).
Hetimponenus/acpanynoyumos/mpomboyumonenusi/anemus

HmeroTcst cooO1ieHus 0 pa3BUTUM HEUTPOIIEHUH/arpanyJIouTo3a, TPOMOOIUTONECHUH U aHEMUU
Ha ¢one mpuema uHruOUTOpoB AIID. ¥V manmueHTOB ¢ HOpManbHOW (QYHKIUEH MOYEeK U 0e3

COITYTCTBYIOIINX (haKTOPOB PUCKA HEUTPONEHHUsI BO3HUKAET penko. C KpaiiHel 0CTOPOKHOCTHIO
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clenyeT NPUMEHATh NEePUHIONPUII Ha (POHE CHCTEMHBIX 3a00JI€BaHH COETMHUTENbHOM TKaHH, a
TaKkke, Ha (poHe MpHeMa UMMYHOJENPECCAHTOB, aJUIONMYPHUHOJIA WINM NMPOKAaMHAMUJA, WIN TPU
COYETaHMU ITUX (PAKTOPOB, OCOOEHHO Y MALMEHTOB C UCXO/IHO HAPYIIEHHON QyHKIMEH MoYek.
Y HEeKOTOpBIX MAIEHTOB BO3HUKAIU TsDKENble MHPEKIMOHHbIE 3a00JeBaHus, B PAJe CIy4aes,
YCTOHYMBBIE K MHTEHCHBHON aHTMOMOTHKOTepanuu. [Ipm Ha3HayeHMM NEepUHAONpPUIA TaKUM
NAlUEeHTaM PEKOMEHIYETCsl MEePHOAMYECKH KOHTPOJIMPOBATH YUCIO JIEHKOLMTOB B KPOBH.
[TaneHTH! AOJDKHBI COOOIIATH Bpady O JIOOBIX IpPHU3HAKaX HMHQEKIMOHHBIX 3a00JeBaHUit
(Harmpumep, 00JTb B TOpIIe, Tuxopaaka) (cMm. pasmensl 4.5. n 4.8.).

AHemusl MOXKET pa3BUBAThCS Yy MALMEHTOB I10OCJE TPAHCIUIAHTALMM MOYKU WIM y NAIMEHTOB,
HaXOoJIINXCA Ha reMoananuse. [Ipu 3ToM CHMKeHHe reMoriao0nHa TeM 00JIbIe, YeM BhIIe ObLT
€ro TepBOHAYAIBHBIA MMOKa3aTeNlb. JTOT 3QPEKT, MO-BUAUMOMY, HE SBISETCS 10303aBHUCHMBIM,
HO MOKET OBITh CBSI3aH C MEXaHU3MOM JIeHCTBUS HHrHOUTOpOoB AIID.

HesHnaunrenpbHOE CHMKEHHE TeMOTIIOONHA MMPOUCXOANT B TEUCHUE MEPBBIX 6 MECSIIEB, 3aTeM OH
OCTaeTCsl CTa0MIILHBIM W TIOJIHOCTBIO BOCCTAHABIMBACTCS IOCIE OTMEHBI Ipemapara. Y TaKux
MAIMEHTOB JICYCHHE MOKET OBITh MPOJODKEHO, OJJHAKO T'e€MAaTOJIOTUYECKHE aHAIN3bI JTOJHKHBI
MIPOBOJIUTHCA PETYIISAPHO.

Penosackynapnas cunepmensus

Y nanguMeHToB € JABYCTOPOHHHM CTEHO30M TIIOYEUHBIX apTepuidl WM CTEHO30M apTepHuu
€IMHCTBEHHOW (PYHKIIMOHUPYIOIIEH mouku Ha hoHe npumeHeHust uaruouropa AIID Bo3pacraer
PUCK pPa3BUTHSA apTEPUAILHOM THUMOTEH3WH M IOYEYHOM HeIoCcTaTouyHOCTH (cM. paszzmen 4.3.).
[IpueM JUypeTMKOB MOXET OBITh JIONMOJHUTEIBHBIM (DakTopoM pucka (cM. pazzaen 4.3.).
Vxynmenne (QyHKIUH TOYEK MOXKET HAOIIOAAThCS yXKe MPU HE3HAUYUTEIbHOM HW3MEHEHUH
KOHIICHTpAIlMM KpeaTMHHWHA B CHIBOPOTKE KPOBH, AAXKE Y MAIUEHTOB C OJHOCTOPOHHUM
CTE€HO30M [OYEYHOH apTepuH.

MeronoM JieyeHUsT PEHOBACKYJSIPHOM THUIIEPTEH3UM SBISETCS peBacKyisipuzauusa. Tem He
MeHee, TpuMeHeHne HHTHONTOpoB AITD MOkeT OKa3bIBaTh MOJOKUTEIHLHOE ICHCTBHE Y TAaHHON
KaTeropuy MalMeHTOB, KaK OXKUJAIOIIMX ONEpPaTHBHOTO BMEUIATEIbCTBA, TaK U B TOM CIIydae,
KOrJja XUPYpPruyecKoe BMEUIaTeIbCTBO IPOBECTH HEBO3MOKHO.

B cnywae, ecnu manMeHTaM C YCTaHOBJEHHBIM WM MpPEANOJaraéMblM CTEHO30M IOYEYHOM
apTepuu Ha3HayaeTcs Tepanus mnpenapatom Wupanamun + [lepungonpuna aprunun - TAJl, ee
cleyeT HauyuHaTh C HU3KHX /103 B YCJIOBHUSX CTallMOHApa IOJ KOHTPOJeM (DYHKIMH MOYEK U
COJIEp’KaHUsl Kayus B IUIa3M€ KPOBH, IIOCKOJBbKY y HEKOTOPBIX MalMEHTOB pPa3BUBAJIACh
(GyHKIMOHAJIbHAsL TOY€YHAsi HEIO0CTaTOYHOCTh, KOTOpas pEerpeccupoBajia IOC]I€ OTMEHBI
Teparnuu.

T'unepuyscmsumenbHocmv/aHSUOHEEPOMUYECKUTI OMEK
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[Ipu npueme unrubutopos AIID, B TOM 4yHciae U MEPUHIONPHIIA, B PEIAKUX CIydasX MOMKET
HaOMIOJaTbCcsd Pa3BUTHE AHTMOHEBPOTUYECKOIO OTEKa JIMLA, KOHEYHOCTEH, ry0, s3bIKa,
TOJIOCOBBIX CKJIQJIOK W/WIM ropTaHu (cM. paszen 4.8.). OTo MOKeT POU30HTH B JII000H mepro
tepanuu. [lpy NOsABIEHMM CHMIITOMOB IPHEM MEPUHAONPUIA JOJDKEH ObITh HEMEIJIEHHO
MIPEeKpalleH, a NalUeHT JOJDKEH HaOIIoAaThes A0 TeX MOp, MOKa MPU3HAKU OTE€KAa HE UCUE3HYT
NOJMHOCTBI0. ECM OTeK 3aTparmBaeT TOJBKO JHMIO M TyObl, TO OH OOBIYHO TPOXOAUT
CaMOCTOSITEIbHO; HPU ATOM B KauyeCTBE CHMIITOMATUYECKOH Tepalmud MOTYT MPUMEHSTHCS
AQHTUTUCTAMUHHBIE CPEJICTBA.

AHTMOHEBPOTHYECKUN OTEK, CONPOBOKIAIOIIMNCS OTEKOM TOPTaHH, MOXKET IIPUBECTH K
JaeTanbHOMYy Hcxony. OTek fA3bIKa, TOJOCOBBIX CKJIAJO0K WJIM TOPTaHU MOXKET IPUBECTH K
OOCTPYKIIMU JBIXaTeIbHBIX TyTei. [Ipu TOSBICHHHM TaKMX CHMIITOMOB CJIEIYyeT HEMEICHHO
HA4aTh IMPOBOAHWTH COOTBETCTBYIOIIYIO TEPAIHIO, HAIPHMEP, BBECTH ITOJKOXHO STUHEPpPUH
(ampenanmua) B pasBegenmn  1:1000 (0,3-0,5 M) w/mimm  obecrednTh  MPOXOJUMOCTH
JIBIXaTeIBHBIX MTYTEH.

Coobmanoce o0 6oiiee BBICOKOM PHCKE PAa3BUTHA AaHTHOHEBPOTHYECKOTO OTEKa Yy TAIMEHTOB
HETPOUIHOU PaCHI.

VY nmanmeHToB, B aHaMHE3€ KOTOPBIX OTMEUAJICS aHTMOHEBPOTHUYECKUI OTEK, HE CBSI3aHHBINA C
npuemMoM HHTHOUTOpoB AIID, MOXeTr ObITh MOBBIIIEH PHCK €ro pa3BUTHS TPH TpHUEeMe
MpenaparoB 3Tou rpynmsl (cM. paszuen 4.3.).

B penkux ciayuasx Ha (oHe Teparmu wHrHOMTOpamMu AIID pa3BuBacTCS aHTHOHEBPOTHUCCKHIMA
OTEK KuIIeyHHKa. [Ipum 3TOM y ManmueHTOB OTMeyalach 00Jb B )KMBOTE KaK HM30JMPOBAHHBIN
CUMITOM WM B COYETAaHUM C TOUIHOTOW U PBOTOM, B HEKOTOPBIX Cilydasx 0Oe3
MPEIIIECTBYIOMIEr0 AHTMOHEBPOTHUECKOTO OTeKa JHIa U Mpu HopMaidbHOM ypoBHe Cl-
scTepasbl. J[MarHo3 ycTaHaBIMBAICA C IOMOIIBIO KOMIIBIOTEPHOW TOMoOrpaduu OpromHoi
MOJIOCTH, YJIBTPA3BYKOBOI'O HCCIECIOBAaHHUS MM B MOMEHT XUPYPIHUECKOTO BMEIIATENIbCTBA.
CuMOTOMBI TMPOXOAWJIM TOCTe mpekpameHus npuema wuHruOutopoB AllD. Ilostomy vy
MAIMEeHTOB ¢ 00JIbI0 B 0OJACTH KUBOTA, MoJydaromux UHruOutopsl AII®, npu mposeneHun
TupdepeHualbHOM  THAarHOCTUKM ~ HEOOXOJUMO  YYHUTBIBATh  BO3MOXKHOCTb — pa3BUTHUS
AQHTMOHEBPOTUYECKOTO OTEeKa KUILIEYHHKA.

OnHOBpeMEHHOE MPUMEHEHUE MEepUHAONpUIa € KOMOMHUPOBAHHBIMU JIEKAPCTBEHHBIMHU
IpernapaTaMi, COAep KalluMHU BajicapTaH + CaKyOUTpHJI, IPOTUBOIOKA3aHO, TaK KaK MOBBIIIECH
puCK pa3BUTHUSA aQHTMOHEBPOTUYECKOT O oTeKa (cMm. paznen 4.3.). [Ipumenenue
KOMOMHUPOBAHHOTO JIEKAPCTBEHHOT'O IIpernapara, COJEprKallero BajcapTaH + CakyOuTpui,
BO3MOKHO HE paHee, 4eM uepe3 36 4yacoB MOCJIE IOCIEIHEro MpuemMa MNEepUHIONpUIA.

HpI/IMeHCHI/Ie NEpUHAOIIPUITIa BO3MOKHO HC paHCC, 4CM YCPC3 36 yacoB mocie IPCKpalllCHUA
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npuema KOMOMHHPOBAHHOTO JIEKapCTBEHHOTO npemnapara, coJiepKallero
BaJicapTaH + cakyouTpui (cM. paznenst 4.3. u 4.5.).

OnHoBpeMeHHOe npuMeHeHne UHruouTopoB AIID ¢ mHruGuTOpaMu Hempuiau3uHa (HarpuMmep,
pauekanorpui), uaruoutropamu mTOR (Hanpumep, CUPOIUMYC, IBEPOIIUMYC, TEMCHPOIMMYC) U
INIMOTUHAMU (HAapUMeEp, JIMHATIUITHH, CaKCarjWITUH, CUTATJIMITUH, BWIJATJIUITHH) MOXKET
IIPUBECTU K IOBBIIIEHHOMY PUCKY Pa3BUTHsI aHTMOHEBPOTHYECKOIO OTEKa (HalpUMep, OTEKY
JIbIXaTeNbHBIX MyTeH WM SI3bIKa, C HapyHICHWEeM JbIXxaHus win 6e3 Hero) (cm. pazgen 4.5.).
Cnenyer coOmogaTh OCTOPOXHOCTh NMpPU HAa3HAYEHUH parekanoTpuia, uHruouropoB mTOR
(HarpuMep, CUPOJIMMYC, 3BEPOIMMYC, TEMCUPOJINMYC) U INIMNTHHOB (HAIIpUMEp, JTUHATIMUIITUH,
CaKCarJIMNTHH, CUTAMNIMITUH, BWIJAIIMOTHH) Yy  [aLUEHTOB, YXE€ I[PUHUMAIOIINX
uHruoutops! AIlO.

AnagunakmoudHvle peakyuu npu nposedeHun 0eceHCUoOUIU3ayuu

WmeroTcss  oTHenbHBIE COOOIIEHWS O Pa3BUTHH  JUIMTENBHBIX, YIPOKAOIIUX  KU3HU
aHA(QWIAKTOMIHBIX PEaKIUil y TAIMeHTOB, Moiydaromux uHruOuTopsl AlID BO Bpems
JNECCHCUOWIM3HUPYIONIEH Tepanuyd SA0M TEeperOHYaTOKPBIIBIX HACEKOMBIX (ITYEIBI, OCHI).
Nurubutopsr AII® HE0OXOAMMO MPUMEHSTH C OCTOPOIKHOCTHIO y CKIOHHBIX K aJUIEPTUYECKUM
peakusaM TaIMeHTOB, TMPOXOIANINX MpoUeaypbl aeceHcuOwmm3anuu. Crenyer wu30eraTh
npuMeHeHuss uHrHOWTOopa All® mammeHTam, TMONYYalOMMM WMMYHOTEPANHIO  SIIOM
MEPETTOHYATOKPBITBIX HACEKOMBIX. TeM He MeHee, y MalueHTOB, KOTOPHIM HEOOXOAMMO Kak
npuMeHeHue WHTHOMTOpoB AIlD, Tak W mNpoBeACHHWE TMPOICAYPHl JACCCHCHOMITU3AIINH,
aHa(QUIAKTOMIHOW peaklnu MOKHO M30eXKaTh MyTeM BpeMEeHHOH oTMeHbl nHruoutopa AIID He
MEHee, ueM 3a 24 yaca 10 Havasia MpoIeayphl.

Anagpunakmouonwvie peaxyuu npu npogedenuu apepesza JITHII

B peakux ciaydasx y manueHToB, mosydaronmx uHruOutopsl AII®, npu nposenenun adepesa
JIIHIT ¢ wucnonp30BaHHEM JEKCTpaHa cyinb(ara pa3BUBAIUCh YrpOXKAIOIIKME IKU3HU
aHaumakTouaHele peakuuu. Jns mpenoTBpamieHus aHa(UIAKTOMAHOM pEaKIUU CIeayeT
BPEMEHHO NpeKpamaTh Tepanuto naruoutopom AIlD nepen kaxaoil mpoueaypoit adepesa.
Ilayuenmul, naxooawuecs Ha cemoouanuse

VY npanuenroB, mnodydarommx uHruOutopsl All®, mnpu mnpoBeaeHMH TeMoAMaIM3a C
NPUMEHEHHEM  BBLICOKONPOTOYHBIX ~MeMmOpan (Hanmpumep, AN69®) 6bulM  OTMeuYeHBI
aHauiIakTonHble peakuuu. [loaToMy kenareabHO NPUMEHATh MEMOpaHy APYroro THUIA WU
MPUMEHSATh TUIIOTEH3UBHOE CPEACTBO JIPYTroil (papMakoTepaneBTHUECKOM IPyIIIbI.

Ilepsuunwiii cunepanboocmeponusm

[TaneHTbl C NEpPBUYHBIM TUIEPATbIAOCTEPOHU3MOM, KakK IPaBUJIO, HE BOCIHPUMMYHUBBL K

AHTUTUIEPTEH3UBHBIM IIperaparaM, JIEeHCTBHE KOTOPBIX OCHOBaHO Ha MHruoOupoBanuun PAAC.
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[ToaTomMy npuMeHeHHe npenapara y TakuxX MalieHTOB He peKOMEHTyeTCsl.

Kawens

Ha ¢one tepanum nnrudburopom AIID moxkeT oTMeuaThCs CyXOW YHNOPHBIN Kailleidb, KOTOPBIHA
ucyes3aeT IMocie OTMeHbl mnpenapara. [Ipy mosBiIEeHHMM Yy MalMEHTa CyXOro Kalulsd CIeoyeT
MIOMHHTbH O BO3MOYKHOM SITPOT€HHOM XapakTepe 3TOro cumnroma. Eciu nevamuii Bpau cUuTaer,
4yro Tepanus HHruOuTopom AIID HeoOXonuma MAaLMEHTY, BO3MOXKHO MPOJODKEHHE IMpHeMa
npemnapara.

Puck apmepuanvnoti cunomen3uu u/unu NoYeyHou HeoOCMAmMoO4YHOCcmu (V NAyueHmos ¢
cepOeyHoll HeOOCMAMOYHOCMbIO, HAPYULeHUEeM B0OHO-9IeKMPOIUMHO20 Oalanca u m.o.)

IIpy HEKOTOPHIX MATOJIOIMYECKMX COCTOSIHUAX MOXKET OTMEYaThCs 3HAUMTENNbHAs aKTUBALMS
PAAC, ocoGeHHO npu BBIpa)KEHHOH TMIOBOJIEMHH M CHH)KEHUH COAEPIKAHHS DJIEKTPOJIUTOB B
miasMe KpoBu (Ha ¢oHe OeccoleBOW AWEThl WM JUINTENBHOTO MpHeMa JIUypPETHKOB), Y
MAalMeHTOB C HMCXOAHO HU3KUM AJl, CTEHO30M MOYEHYHOW apTepuu, 3aCTOMHOW CepaeyHOU
HEJIOCTATOYHOCTHIO UJTU IIUPPO3OM TEUEHHU C OTEKAMH U aCLIUTOM.

[Tpumenenne uarndutopa AII® Be3biBaeT 6iokany PAAC 1 mo3ToMy MOXET COTPOBOXKAATHCS
pe3kuM cHWwKeHneM AJ[ W/wiM TOBBIIIEHWEM KOHIIGHTPAlMM KpeaTWHWHA B IUIa3Me KPOBH,
CBUJICTEIBCTBYIONINM O Pa3BUTUHU (DYHKIIMOHATBHON MOYEYHON HETOCTATOYHOCTU. DTHU SIBICHUS
qare HaOI0Jar0TCs IPH prUeMe TIEPBOM T03BI TMpernapaTa Wik B TEYCHUE MEPBBIX IBYX HEAETh
Tepanuu. B peakux ciyyasix 3TH COCTOSIHUSL Pa3BUBAIOTCS OCTPO U B ApyTrue CpoKH Tepanuu. B
TaKUX CIIydasX MpU BO30OHOBJICHHWU TEPANMU PEKOMEHAYETCS MPUMEHSTHh Ipemnapar B Ooiee
HU3KOMH J103€ U 3aTe€M MIOCTENICHHO €€ YBEINYUBATb.

layuenmul nodcunozo 6o3pacma

[lepen HawyamoMm mpueMa MEPUHIONPHIA HEOOXOIUMO OLEHUTH (PYHKIMOHAIBHYIO aKTHBHOCTh
MOYEK U COJepKaHHe Kalus B IUIa3Me KpoBH. B Hawane Tepanmuu 103y mpernapara moJ0HparorT,
YUUTHIBas cTeneHb cHkeHust AJl, 0cOOEHHO B cilyuae 00€3BOKMBAHUSA U TIOTEPU AIIEKTPOIUTOB.
[TogoGHBIE MepBI TO3BOISIOT U30EkKaTh PE3KOTo CHIbKeHUs Al

Amepocknepos

Puck aprepuanbHON THUIOTEH3MM CYIIECTBYeT Yy BCEX MAllMEHTOB, OJHAKO OCO0yIo
OCTOPO’KHOCTb ~ CIIEyeT coOyonaTh, NpuMeHss mpernapar y mnamueHtoB ¢ HUBC wu
HEJOCTaTOYHOCThIO MO3TOBOIO KpOBOOOpamieHus. Y TaKUX MAlUEHTOB JICUEHUE CIIeAYyeT
HA4YMHATh C HU3KHUX J03 IIpernapara.

Cepoeunas HeOOCMamMoyHOCMb/MANCENAsL CePOeyHAsi HeOOCMAMOYHOCHLb

[Tanimentam ¢ TsKenoW cepiaedHol HejgocTaTouHOCThI0 (IV dyHKIIMOHANIBHOTO Kiacca Mo
knaccupukanmn NYHA) npumenenue mpemnapata HWupanamup + [lepunponpuna apruHuH -

TAJl B noze 2,5mr + 10 Mr He mokas3aHo, Tak KakK y TakuUX IallMEHTOB TEpanus J0JKHA
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COOTEBETCTBYET ZKCNEPTHOMY OTUYETY
ot 12.03.2025 N= 6681

(MOCNEQOBATENEHOCTE 0003)

HauMHAThC C Oojiee HU3KMX J103 KOMOMHAIMM HWHAANAMUAa W TEepUHAONpUIa U TOJ
THIATEIbHBIM BPauy€OHBIM KOHTPOJIEM.

[Maniuentsl ¢ aptepuanbHOi Tuneprensuert 1 MbC He momxHBI Tpekpamats npueMm Oera-
azpeHoOsokaTopoB:  MHruouropsl  AIl®  nomkHBI  HpUMEHATBCS  BMecTe ¢ Oera-
aipeHO0JI0KaTOPaMH.

Iayuenmul ¢ caxapuvim ouabemom

Y mnanuMeHToB C WHCYAMHO3AaBUCHMBIM CaXapHbIM JHa0eToM (OMAcHOCTh CHOHTAHHOTO
yYBEJIMUYEHUS coiepKaHMs Kanus) Tepanus npenapatoM Muganamun + Ilepunnonpuina aprusuH -
TAJ B noze 2,5 mr + 10 mMr Henenecoobpas3Ha, MOCKOIbKY Y TAKUX MAI[UEHTOB JIEYEHUE JOTHKHO
HA4YMHATBHCS ¢ MUHUMAJIBHBIX 703 MHIANaMKJa U IEPUHIONPUIA U IPOXOAUTH MO/ IOCTOSIHHBIM
BpaueOHBIM KOHTPOJIEM.

HeoOxoaumo TIIaTeahbHO KOHTPOJMPOBATH YPOBEHb TIMKEMUH Yy TMAlMEHTOB C CaXapHBIM
nruabeToM, paHee MOJyJYaBIINX TEepOpaNbHBIC TUTIOTIIMKEMUYECKHIE MpernapaThl WIA WHCYIINH, a
MMEHHO B TEUCHHE TIEPBOT0 Mecsla Tepanuu uHruontopom AIl® (cm. paznen 4.5.).
Omuuueckue pasnudus

[lepunmonpmi, xak wu Apyrue uHTHOUTOPHl AIID, oKa3piBaeT MeHee BBIPAKEHHOE
AHTUTUIIEPTEH3UBHOE JICMCTBHE Yy MAllMEHTOB HErPOMAHOM packl 10 CpPaBHEHUIO C
IpEeACTaBUTESIMU JPYrux pac. Bo3MokHO, 3T0 pasnnune 0O0yCIOBIEHO TEM, YTO y MAI[MEHTOB
HETPOUJHOM pachl C apTepUaIbHON TUMEPTEH3WEW dalle OTMEUaeTCs HM3Kas aKTUBHOCTh
pEeHuHa.

Xupypeuueckoe emewiamenscmeo/anecmesus

[Tpumenenune naru6uropoB AIID MoxeT mpuUBeCTH K apTepUaIbHON TUIIOTEH3UH, OCOOCHHO MPU
OJIHOBPEMEHHOM TPHUMEHEHUU CPEICTB AJIS AaHECTE3MH, 00JaJalolIMX aHTUTUIEPTEH3UBHBIM
JIEACTBUEM.

[ToaTroMy pekoMeHAyeTcsi MO BO3MOXXHOCTH NpPEKpaTHTh mpueM uHruouropos AllD
JUIMTENIBHOTO  JIEWCTBMsI, TaKUX KaK [EPUHAONPWI, 3a CYTKA JO0 XHUPYPrHUECKOro
BMEILIATEIbCTBA.

Cmenos aopmanvhoeo uiu MUMPAIbHO20 KIANAHOG/2unepmpoguieckas obCcmpyKmueHas
kapouomuonamus (I'OKMII)

Nuruburoper AII® 1momKHBI ¢ OCTOPOKHOCTBIO HA3HAYATLCS TMAIMEHTaM C OOCTPYKIMEH
BBIHOCSIIIETO TPAKTa JIEBOI'0 KEIy0UKa.

Ileuenounas neoocmamounocmo

B penxux cinyuasx Ha poHe nmpuema uHruOuTopo AIIdD Bo3HMKaeT XoyecTaTHYECKas KeNTyXa.
IIpu mporpeccupoBaHUM 3TOrO CHUHAPOMA BO3MOXKHO pa3BUTHE (PYJIbMHUHAHTHOTO HEKpO3a

INCYCHU, MHOTrJa C JICTAJIbHBIM HCXOIOM. MexaHuzm Pa3sBUTHUA 3TOIO0 CHUHAPOMA HCIACCH. HpI/I
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ot 12.03.2025 N= 6681

(MOCNEQOBATENEHOCTE 0003)

COOTBETCTBYET 3KCNEPTHOMY OTYETY

MOSIBJICHUY JKENTYXH WU NPU 3HAYUTEIHHOM MOBBIIIEHUH aKTUBHOCTH NEYEHOUHBIX ()EPMEHTOB
Ha (oHe nmpuema uHruOuTOpoB AlID manueHTy ciaemyeT nmpekpaTuTh npueM uHruouropa AIID
Y HAXOJIUTHCS TI0JT COOTBETCTBYIONIUM CUTYaIlMu HaOI0ieHreM Bpada (cM. paszzen 4.8.).
Tunepranuemus
['mnepkanueMusi MOKET pa3BUBATHCS BO BpeMs siedeHus: naruouropamu AIID, B Tom uucne, u
nepungonpuiaoM. HMuruburopsr AII® MoryT BbI3BIBaTH THIIEPKAINEMHUIO, IOCKOJIBKY OHHU
MHTUOUPYIOT BBICBOOOXKIEHHE alTbJOCTEPOHA. Y TAlMEHTOB C HOPMAJIbHON (YHKIHEH MOYeK
3TOT 3deKT 00buHO He3HauuTeneH. DakTopaMH pUCKa THIEPKATHEMHUH SBISIIOTCS MOYCYHAst
HEI0OCTaTOYHOCTh, yXyJIIeHHe (YHKIMH Mo4eK, Bo3pacT crapmie 70 jeT, caxapHbIil quader,
HEKOTOPBIE COMYTCTBYIOLIME COCTOSIHMSI, B YACTHOCTH, JETHJpaTanusi, ocTpas IE€KOMIICHCALUs
CEepIIEYHON  JEATeNbHOCTH, METAaOOJMYECKHiA  anuao3, OJHOBPEMEHHOE MPHUMCHEHHE
KanuiicOeperaromux JANYPeTUKOB (TaKWX KaK CIUPOHOJAKTOH, JIUIEPEHOH, TPHAMTEPEH,
aMIJTOPHU/T), @ TAaKXKE MPErapaToB Kalus WK KaJTMHCOAepKAIIUX 3aMEHHATENEH MMUTIIEBON COJH, a
TaKk)Ke TMPUMEHEHHE IPYTUX IMPernapaToB, COCOOCTBYIOMINX MMOBBIMICHUIO COJCPKAHUS Kallus B
T1asMe KpoBU (HAmpumep, TelmapuH, TPUMETONPUM, KO-TPHUMOKCA3oi (CyiabpaMeToKca3on +
TpUMETONpUM), npyrue uHruouTopsl AllD, aneruncamuimnoBas kuciota (3 r/cyTku u 6omee),
WHTUOUTOPHI LUUKIIOOKCUT€HAa3bI-2 (IIOT-2) u HECEJIEKTUBHbIE HECTEPOUIHbIC
npoTtuBoBocnanuTenbhbie npenaparsl (HIIBIT), ummyHomenpeccanTsl, Takue Kak MUKIOCIIOPUH
WU TAKPOJIUMYC), 1 OCOOCHHO aHTaroHUCTOB alibocTepona uiu APA 1.
[Ipumenenne mpenapaToB Kaius, KaJuicOeperaloumx JIHYPETUKOB, KaJIUHCOIEPKAIINX
3aMEHUTENIeH MHIIEBOW COJM MOXKET MPUBECTH K 3HAYMTEIHLHOMY MOBBIIICHUIO COJEPIKAHUS
Kanusi B IUla3Me KpOBH, OCOOCHHO Yy TAI[MeHTOB CO CHIDKEHHOW (YHKIMEH TOYeK.
['unepkanueMusi MOXET MIPUBECTU K CEPhE3HBIM, HHOTIA (aTaJbHBIM HAPYUICHUSIM CEPIEYHOTO
putMma. KammiicOeperatomue auypetukun u APA Il crnegyeT mpuMeEHATH ¢ OCTOPOKHOCTBIO y
MAIMEeHTOB, MONyJaroImux HHruOuTopsl AIID, mpu 3TOM cieayeT KOHTPOJIUPOBATh COAEpIKaHUE
KaJIisl B CBIBOPOTKE U (DYHKIIMIO MOYEK.
Eciu HeoO6XonuMo OJHOBpEMEHHOE MpPHUMEHEHHE YyKa3aHHBIX BBIIIE IpEnapaToB, JICUEHUE
JIOJKHO TIPOBOAMTHCS C OCTOPOKHOCTBIO Ha (POHE PETyISIPHOTO KOHTPOJIS COACpKAHUS Kalus B
CBIBOPOTKE KpoBHU (cM. pa3zen 4.5.).

eTH
D¢ heKTHBHOCTD U 0€301aCHOCTh MPUMEHEHHMSI IEPUHONPUIIA y IeTel U MOAPOCTKOB 10 18 et
B KayeCcTBE MOHOTEPAIIMU UM B KOMOMHALIMU C IPYTUMH [IpernapaTaMyi HE YCTaHOBJICHBI.
4.5. BzaumopeiicTBue ¢ JAPYrUMH JIEKAPCTBEHHbBIMHM MpenapaTamMu U Jpyrue BHJIbI
B3aUMOJCHCTBHS

Oo1ee aisg MHIaDAMAIA U IEPUHAOIPHUIA
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COOTEBETCTBYET ZKCNEPTHOMY OTUYETY
ot 12.03.2025 N= 6681

(MOCNEQOBATENEHOCTE 0003)

OoHnospemennoe npumeneHue ne peKoOMeHOyemcs

Hpenapamw JAUuUmuA

[Ipy 0HOBpEMEHHOM NMPUMEHEHHUHU NpenapaToB JUTUS U UHruouTopoB AIID coolmanock 06
00paTMOM HOBBIIIEHUN COJIEPKAHUS JIUTUS B IUIa3Me KPOBU U CBSI3aHHBIX C 3TUM TOKCHUECKHUX
apdexrax. OTHOBpEeMEHHOE NpPUMEHEHHE KOMOHMHAIIMM TEPUHAONPHIA W WHAANAMUIA C
IpernaparaMy JIMTHS HE peKkoMeHayeTcs. [Ipm HeoOXOoAMMOCTH IMPOBENCHMSI TaKOM Tepanuu
ClIelyeT PErysipHO KOHTPOJIMPOBATh COAEPKAHHE JUTHS B IU1a3Me KpoBH (cM. paszaen 4.4.).
Oonospemennoe npumenerue mpedyem ocooou 0CMOPONCHOCMU

baknogen

baknoden ycwimBaer anTHrunepreHsuBHoe aeiictBue. Crienyer koHTponupoBate AJl u, mpu
HEOOXOAMMOCTH, KOPPEKTUPOBATH /103l THIIOTCH3UBHBIX IIPETIApaTOB.

HIIBII (sxntouas evicokue 003bl auemuacaiuyuiosol KUciomol > 3 2/cymku

[Tpu ogHOBpeMeHnHOM npuMeHeHnn naruouropos AII® n HIIBII (aunetmicanuimioBast KUCIOTa
B 7I03¢, OKa3blBAIOUICH NPOTHBOBOCHIAIMTENbHOE JAeWcTBHe, HHruoOuTopel LOI-2
HecenektuBHbie HIIBIT) moker Habmomatbesi ocimaliieHWE aHTUTHUIEPTEH3WBHOTO dd¢ekTa.
OpnnoBpemenHoe npumMeHenne HHruouTopoB AII® u HIIBII MoxeT nmpuBOIUTH K YBEITHYEHHUIO
pHCKa yXyIumeHus: QYHKIMH MOYeK, BKII0Yasi pa3BUTHE OCTPON MOYEYHOM HEIOCTaTOYHOCTH, U
YBEIMUEHHUIO COJAEP)KAHMs KaJus B CHIBOPOTKE KPOBHM, OCOOEHHO Yy MAalMEHTOB C HCXOJHO
CHIDKeHHOW ¢yHKumedt mouek. Cremyer coOm0naTh OCTOPOKHOCTh TP MPHUMEHEHUH
komOuHanmu mnpernapata u HIIBII, ocobenHo y mamueHTOB MOXHUIOTO Bo3pacra. [larmeHTs
JOJDKHBI IIOIYy4aTh aJ€KBAaTHOE KOJIMYECTBO JKHUIKOCTH, PEKOMEHIYETCd KOHTPOIUPOBATH
GyHKIMIO MOYEK Kak B Hadaje OJHOBPEMEHHOW Tepaluy, Tak U MEepUOJUUYECKH B Ipoliecce
JICYCHUS.

Oonoepemennoe npumenenue mpebyem GHUMAHUS

Tpuyuxauueckue anmubenvecccmmbl, anmuncuxomu4ecKue cpedcmea (Heﬁpwzenmuku)

[Ipenaparbl 3THX KJIaCCOB YCHUJIMBAIOT AHTUTUIIEPTEH3UBHBIM >(P(PEKT M YyBEIUUMBAIOT PHUCK
OpPTOCTAaTHUYECKOM T'MNOTEH3UH (aJINTUBHBIN 3P deKT).

WHpanamMun

Oonospemennoe npumeneHue mpedyem ocooou 0CMopPOHCHOCMU

Hpenapamw, cnocobHbie 8bi3bleaNb }’lOﬂMMODd)HViO cheﬂVOOllKOEEViO maxukapduro muna

«nupysmy

N3-3a pUCKa pa3BUTUA TMIIOKAJIMECMHUU CIICAYCT CO6J'IIOI[EITB OCTOPOKHOCTb IIpX OAHOBPECMCHHOM
NPpUMCHCHUN  HMHAAllaMuaa C  IIpeliaparaMu, CIIOCOOHBIMH  BEI3BIBATH HOJ'II/IMOP(bHYIO
JKCITYAOYKOBYIO TAXHUKAPAUIO TUIIA KITUPYIT», BKIIIOYasA, HO HC OTpaHNYNBaAsICh:

® AHTHAPUTMHUYECKHE JIEKapCTBEHHbIE Ipenaparsl [A kiacca (Hampumep, XHWHUAMH,
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ot 12.03.2025 N= 6681

(MOCNEQOBATENEHOCTE 0003)

COOTBETCTBYET 3KCNEPTHOMY OTYETY

THIPOXUHH/IMH, TU30TIHPAMUL);

e aHTMAapUTMHYECKHE JIeKapcTBeHHbIe mpemnapaTtsl III kimacca (Hampumep, amMHOIApOH,
cotaiodi, nodermnua, HOyTHIN, OpETHUIIHS TO3WIIAT),

® HEKOTOphIE HEHpONeNTUKU: (PEeHOTHAa3WHBI (HAIpHUMeEp, XJIOPIPOMA3HH, ITMAMEMa3HH,
JeBOMENPOMAa3uH,  THOPWUAA3MH,  TpudiayonepasuH), OeHzamMuasl  (Hampumep,
aMUCYNBIIPU, CYJNBIUPHI, CYIbTONPHI, THANPHUI), OYTHPOPEHOHBI (HAIpHUMED,
JIPONEPUIO, TATIOTIEPUIOIN), IPYTHE HEUPOJIENTHKY (HaIpuMep, MUMO3HUI);

e JIpyrue BemecTBa (Hampumep, Oempuani, nu3anpui, AudeMaHWwI, SPUTPOMHIMH TPU
BHYTPUBEHHOM BBEJICHUH, Tal0()aHTPUH, MU30JIACTHH, MOKCU(IIOKCAIINH, TICHTaMHU/IVH,
cnapdokcanyH, BUHKAaMUH TpH BHYTPUBEHHOM BBEIEHHH, METAJIOH, acTEMH3O0I,
TepdeHa uH).

Crnenyer mpoBOAWTH MPO(PHUIAKTHKY TUMOKAIUEMUU U, TPU HEOOXOIMMOCTH, €€ KOPPEKIIHIO;
KOHTpoaupoBath uutepsan QT.

Ilpenapamel, CNOCOOHbLE BbI3bIEANNb CUNOKATUCMUIO

AwMpotepunun B (BHyTpuBeHHOE (B/B) BBEICHHE), TIIIOKO- U MUHEPATOKOPTUKOCTEPOU B! (TIpU
CUCTEMHOM TPUMEHEHUH), TEeTPAaKO3aKTUJ, CIaOUTeNbHbIE CpEJICTBA, CTUMYJIHPYIOLIUE
MOTOPHKY KHILIEYHHMKA: YBEJIMUCHHWE PUCKA PA3BUTUS TUMOKAIMEMUH (aaauTHBHBIN 3¢ (deKT).
HeoOxoaum KOHTpOJb COJEp’KaHUS Kajus B IUIa3Me€ KPOBM, IMPH HEOOXOAMMOCTH — €ro
koppekuusi. Ocoboe BHMMaHHUE CIEQYeT YIeNiThb MalueHTaM, OJHOBPEMEHHO MOIyYaloluM
cepleuHble UKo3ubl. Creayer MPUMEHSTh ClIaOuTeNIbHbIE CPEJICTBA, HE CTUMYJIHMPYHOIUE
MOTOPHUKY KUIIICYHUKA.

Cepoeunble 2nuko3uovl

['mnokanueMus:  yCHJIMBAaeT TOKCHYECKOEe JCWCTBHE  CEpIEYHBIX  TJHKO3MIO0B. [Ipu
OTHOBPEMEHHOM MpPUMEHEHUHM WHJIANaMUIa U CEPACYHBIX TJIMKO3HUJOB PEKOMEHIYeTCs
KOHTPOJHMPOBATh COJAEp)KaHWE Kaidusig B IUla3Me KpoBu U mokazatenu OKI[ u, mnpum
HEOOXOUMOCTH, KOPPEKTHPOBATH TEPAITHUIO.

Annonypunon

[Tpy ogHOBpEeMEHHOM NMPUMEHEHHH C MHIANAMUJOM BO3MOKHO IMOBBIIICHHE YaCTOTHI PEaKIUi
THIIEPYYBCTBUTEIBHOCTH.

Oonogpementoe npumeHnenue mpebyem GHUMAHUSL

Kanuiicbepezarowue ouypemurxu (amuaopuo, CnupoHoIaKmon, mpuavmeper)

Takoe coueranne OOOCHOBAaHO Yy HEKOTOPBIX MalMeHTOB. lIpm 3TOM MOXeT HaOMIOAATHCS
TUITOKATNeMHUs WU TUIePKaINeMHus (B YaCTHOCTH, y TTAIIMEHTOB ¢ NOYEYHOH HEOCTATOUHOCTHIO
WIN caxapHbIM auaberoMm). Ecnm HeoOXoauMO OJHOBpEMEHHOE NMPUMEHEHHE WHIANaMUAa |

YKa3aHHBIX BBIIIC Kanm‘/'lc6epera}01unx JAUYPETUKOB, CICAYCT NPOBOAUTH KOHTPOJb COACPIKAHUA
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COOTEBETCTBYET ZKCNEPTHOMY OTUYETY
ot 12.03.2025 N= 6681

(MOCNEQOBATENEHOCTE 0003)

Kanus B 1iazme kpoBu u napamerpoB DKI'. [Ipu HEOOXOOMMOCTH cXeMa JICYeHUS] MOKET OBITh
NepEeCMOTpEHA.

Memdghopmun

@OyHKUMOHATBHASL TOYEYHAs! HEJIOCTATOYHOCTh, KOTOpAsk MOXKET BO3HUKATh Ha ()OHE mpuema
JUYPETHKOB, OCOOCHHO «IETJIEBbIX», IpPH OJHOBPEMEHHOM NPUMEHEHHH MeT(hOpMHHA
MOBBIMIACT PUCK PA3BUTHUS MOJIOYHOKHUCIIOTO anuo3a. He cienyer npumMeHaTs MeT(hOpMUH, €I
KOHIICHTpAIlMsl KpeaTHHUHA B IUIa3Me KpoBH mMpeBbimaet 15 mr/i (135 MKMOIIB/T) y MY>KYUH U
12 mr/m (110 MKMOJIB/JT) Y KESHIIUH.

Hoocoodeporcawue konmpacmuble sewecmsa

O0e3BOokMBaHNE OpraHu3Ma Ha (OHE MpUeMa JUYPETUYECKUX IPENapaToB yBEIWYMBAET PHCK
pa3BUTHS OCTPOH TOYEYHOW HEIOCTATOYHOCTH, OCOOCHHO TpPH TPUMEHEHHH BBICOKHX 103
HojconepsKamx KOHTPAcTHBIX BemlecTB. [lepen mpuMeHeHneM ioconep kamunx KOHTPAaCTHBIX
BEIIECCTB MAIlIeHTaM HE0OX0UMO KOMITEHCHPOBATh MOTEPIO )KUIKOCTH.

Kanoyuu (conu)

HpI/I OAHOBPEMCHHOM TMPHUMCHCHUHW BO3MOKHO PAa3BUTUC TUNCPKAJIBIIUCMHUU BCICACTBUC
CHMIXXCHUSA SKCKPECIINHU NOHOB KAJIbIIKUA ITIOYKaMHU.

Luxnocnopun, maxpoaumyc

Bo3Mm0XHO TIOBEIIICHHE KOHILOCHTpAaMKM Kp€aTHHHHa B IIJIa3M€ KpPOBU 0e3 U3MEHEHUS
KOHILCHTpAIMKU IUKIOCIIOPHHA B IJIa3ME KPOBH, JAXKEC IIPH HOPMAJIBHOM COJACpPKaHHWH BOIbI U
HOHOB HATpuU.

Kopmuxocmepouowvt, mempaxko3axmuo (npu_CUCMEMHOM RPUMEHEHUU)

VYMeHbllleHHne aHTUTUNepTeH3uBHOTO A deKTa (3aepKKa cold M BOAbI HA (OHE MPUMEHEHUS
KOPTHKOCTEPOUJIOB).

[epunaonpun

JlaHHbIC KIMHUYECKUX MCCIEIOBAHUI MOKA3bIBAIOT, YTO ABOMHAs Oiokama PAAC B pesynbrare
oHOBpeMeHHOoro mnpuMmeHenusi uHruouropos AllD, APA Il wnm anuckupeHa NPUBOIUT K
YBEJIMYEHHUIO YacCTOThl BO3HMKHOBEHHSI TaKHUX HEXEJATeNIbHBIX peaklUui Kak apTepuajbHas
TUIOTEH3Ms], TUIEPKAIMEMUSI U CHIDKEHHE (YHKIMM TOYeK (BKJIOYas OCTPYIO IOYEUHYIO
HEJOCTaTOYHOCTb), TI0 CPAaBHEHUIO C CUTYAI[UsIMH, KOT'/Ia IPUMEHSETCS TOJBKO OJMH Ipernapar,
BozaeicTByronmii Ha PAAC (cMm. paznensr 4.3.,4.4. 1 5.1.).

Jlexapcmeennvie npenapamul, nogbLUUAIOWUE PUCK PA3BUMUSL AHSUOHEBPOMUYECKO20 OMeKa
OpnoBpemMeHHoe TpuMeHeHre HHruouTopoB AIID ¢ xomOuWHammel BaicapTaH + cakyOUTpHII
MPOTUBOINOKA3aHO, TaK KakK 3TO YBEJIMYMBAET PUCK DPA3BUTHS AaHTMOHEBPOTHUYECKOTO OTEKa
(cm. paznenst 4.3. u 4.4.). [IpumeHeHne KOMOWHAIIMM BaJicapTaH + CaKyOMTPUI BO3MOXKHO HE

paHee, 9eM Hepe3 36 gyacoB mocie MIPUMCHCHU A nocneanei J03bI IICPUHAOOIIPUIIA. HpI/IMCHeHI/Ie
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COOTBETCTBYET 3KCNEPTHOMY OTYETY

NEpUHIONIPHIIAa BO3MOKHO HE paHee, 4yeM 4epe3 36 4acoB IMocje MPUMEHEHUS TOCIEIHEH 036
KOMOWHAITMHU BajicapTaH + cakyoutpui (cM. paszaensl 4.3. u 4.4.).

OpnnoBpemenHnoe npumeHnenne UHruOuTopoB AIID c panekamorpunom, nHruoutopamu mTOR
(HampuMmep, CHUPOJIUMYC, 5BEPOJIMMYC, TEMCHUPOJIMMYC) ¢ TIUNTHHAMH (HAmpumep,
JIMHATIUITHH, CAKCATJIUITHH, CUTATJIMIITHH, BIJIATTUIITHH) MOXKET MIPUBECTH K MOBHIILICHHOMY
PHUCKY pPa3BUTHSI aHTHOHEBPOTHYECKOTO OTeKa (cM. paznen 4.4).

Jlexapcmeennvle npenapamol, 8bl3bl8ANUIUE 2UNEPKATUCMUIO

Hecmotpst Ha TO, 4TO cozep’KaHUE Kaylus B CBIBOPOTKE KPOBU OOBIYHO OCTAeTCA B Ipeaesax
HOPMBHI, y HEKOTOPBIX MTallEHTOB, HMPUHUMAIOIINX npenapar
Nunanamug + [epunnonpuna apruaud - TAJl, MOXET BOBHUKHYTH TUIIEPKATUEMUSL.

HekoTtopsle nexkapcTBeHHBIE MpenapaThl WK KJIACCHl MPENapaToB MOTYT YBEJIIMYUBATH YaCTOTY
pa3BUTUSl THUMNCPKAJIMEMHN: aUCKUPEH, COJIM Kajus, KajauiicOeperammue IUypPeTUKH,
uaruoutopsr AIl®D, APA II, HIIBII, renmapuH, IMMYyHO/JICTIPECCAHTHI (TaKue KakK IUKJIOCTIOPUH
WJIM TaKpOJIMMYC), TPUMETONIPUM U JICKAPCTBEHHBIE MpenapaTsl, CoAepKallue KO-TPUMOKCA30JI
(cynmbomeTokcazon + TPUMETONPUM), TIOCKOJIBKY TPHUMETONPUM, KaK H3BECTHO, IEHCTBYET
nmoo0HO KanuicOeperaroneMy IUypeTHKy, Kak aMuiaopua. KoMOuHams 3THX JeKapCTBEHHBIX
MpenapaToB yBEIUYMBAECT PUCK Pa3BUTHUS THIepKanueMud. [103TOMy COBMECTHOE MPUMEHEHUE
Wupanamup + [epunponpuna aprunutd - TAJl, ¢ BblllenepeyUCIICHHBIMU TpernapaTaMy  He
pexkoMeHayerca. Ecium mnokazaHO OJHOBPEMEHHOE NPHUMEHEHHE, HX CIeAyeT MPUMEHSTh C
OCTOPOKHOCTBIO U C YaCThIM KOHTPOJIEM COACPKAHUS KaJusi B CBIBOPOTKE KPOBH.
Oonospementoe npumenene npomudonoKazano (cm. pazoen 4.3.)

Anuckupen u npenapamet, coc)epofcamue AJlUCKUpeH

OnHoBpeMeHHOe MpuMeHeHne HHruoutopoB AIID ¢ mpenapaTamu, coaepKallMMU aTHCKUPEH,
MPOTUBOINOKA3aHO Y MAIMEHTOB C CaXapHbIM JMA0CTOM W/WIM YMEPEHHBIM WU TKEIbIM
napymenueM ¢yHakuun nouek (CK® < 60 mn/mun/1,73 M? miomaad HOBEPXHOCTH  Tela)
(cm. paznen 4.3.). Bo3pacraer puck pa3BUTHs THIEPKATUEMUH, YXyIIICHUS (PYHKIUU IOYEK,
CepICUYHO-COCYANCTOM 3a00JIeBa€MOCTH M CMEPTHOCTH.

Oonospemennas mepanus ¢ uneubumopamvu AIID u APA 11

[IporuBonokazano npumenenue UHruOuTopoB AIID B coueranuum ¢ APA Il y mauueHToB c
nuabeTndeckoi Hedponarueit (cMm. pazaen 4.3.).

3KCWlDaKODnODLUZbHaﬂ mepanus

OKCTpakopIopaibHbIe METOJbl JIEYCHMs, NPUBOJAALINE K KOHTAKTY KpPOBU C OTPHULIATEIbHO
3apsSHUKEHHBIMHM TTIOBEPXHOCTSAMH, TaKUe Kak JUANN3 WIM TeMOQUIbTpalus C HCIOJIb30BaHUEM
HEKOTOPBIX BBICOKOMPOTOYHBIX MEeMOpaH (HampuMmep, MOJMAKPHIOHUTPHIIOBBIX), WU adepes

JIMTIONIPOTCUHOB HU3KOM IIJIOTHOCTU C UCHOIb30BaHUEM ACKCTpPaHa cynb(baTa, IMPOTHUBOIIOKA3aHbI
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M3-3a2 YBEIWYCHHS PUCKA Pa3BUTHUS TKEIBIX aHAPWIAKTOUIHBIX peakiuil (cMm. pazzgen 4.3.).
Ecnmu mamuweHTy HeoOXoMMa  OKCTpaKopIiopajibHas —Tepamus, CIEAYyeT pPacCMOTPETh
BO3MOXXKHOCTh HCHOJB30BaHHs JPYroro THIA AMAIM3HOM MeMOpaHbl WIM APYroro Kiacca
AHTUTUTNIEPTEH3UBHBIX IPETapaToB.

Oonogpementoe npumenerue He peKOMeHOYemcs

Anuckupen u 1exapcmeennble npenapambvl, cooepicauiue aiucKuper

Y nanueHToB, HE UMEIOIIMX CcaxapHOro auabera WM HapymleHHs (QYHKIMHA IOYeK
(CK® < 60 mn/mMun/1,73 M>  miomaau TMOBEPXHOCTH Teja), TMOBBIIIEH PHMCK Pa3BUTHUS
TUIIEPKATMEMHUH, YXyIIIeHHs (YHKIMM TOYEK U TOBBIIICHUS YacCTOTHI CEepACYHO-COCYAUCTOMH
3a00JIEBAEMOCTH ¥ CMEPTHOCTH (CM. pazzaen 4.4.).

Couemanue mepanuu ¢ uneubumopamu AI1D u APA 11

[lo wmerommMcs  JTUTEpaTypHBIM  JTaHHBIM, y  TAIMEHTOB C  YCTaHOBJICHHOM
aTepOCKIIEPOTUIECKON OO0JIC3HBIO, CEPICYHON HEIOCTATOYHOCTHIO WIIM CaXapHBIM JHA0ETOM C
MOpaKCHHEM OpraHOB-MHIICHEH OJHOBpEeMEHHOe mpuMeHeHne nHruouropo AIID n APA II
MPUBOJUT K YBEIWMYEHHUIO YaCTOTHl pA3BUTUS apTepUANBbHON THUIMOTEH3WH, OOMOpOKa,
THMEPKATMEMAN W yXyameHus  (QyHKOUM  To4yeKk  (BKIIIOYAas  OCTPYIO  TOYEUHYIO
HEJIOCTATOYHOCTb), TI0 CPABHEHUIO C CUTYAI[MSIMH, KOT/Ia TIPUMEHSIETCS TOJIBKO OJMH Tpernapar,
BozzaeiictBytommii Ha PAAC. [lpumenenune nBoitHoit Omokamsl PAAC (mampumep, B ciydae
onHOBpeMeHHoro mnpuMeHeHuss WHruOuTopoB AIID u APA II) nomxHO OBITH OrpaHUYEHO
€IMHUYHBIMU CIYYassMU CO CTPOTUM KOHTpPOJIEM (YHKIUHU TOYEK, COJIEPKaHU KaJlus B IJIa3Me
kpoBu u AJl (cM. pazaen 4.4.).

Icmpamycmun

OnHOBpeMEHHOE MpPUMEHEHHE MOXKET TMPHUBECTH K TMOBBIIICHUIO pHCKAa  Pa3BUTHSL
HEe)KeTaTeNbHBIX PEaKkIuil, TAKUX KaK aHTHOHEBPOTUYECKHIA 0TeK (oTek KBuHKE).

Kanuicbepezaowue ouypemurky (Hanpumep, mpuammepen, amuiopuo) u cou Kaius (coau)

'unepkanueMust (C BO3MOXKHBIM JIETAIBHBIM HCXOJIOM), OCOOEHHO IMPH HAPYHMIEHUH (PYHKIUU
nouek (anauTuBHbIC 3()(PEKThI, CBI3aHHbBIE C THIIEPKATHEMUEH ).

Coueranue mepuHAONpPUIA C BBILEYNOMSIHYTBIMU JIGKAPCTBEHHBIMHM IMpenapataMu He
pexomenayercs (cm. paszaen 4.4.). Eciau, TeM He MeHee, OIHOBPEMEHHOE NMPUMEHEHUE MTOKa3aHo,
UX CIIEAyeT MPUMEHSTHh C COONIIOJCHUEM MEp MPEJOCTOPOKHOCTH M PETYJSIPHBIM KOHTPOJIEM
CoJIep KaHus Kallusl B CBIBOPOTKE KPOBHU.

OcobenHocTi mpuMeHeHHs crupoHonaktoHa npu XCH omucanbl pamee mo Tekcry (CM. B
noapaszaene «OTHOBpeMEHHOE MPHUMEHEHHE TpeOyeT 0c000H OCTOPOKHOCTH ).

Oonogpementoe npumenenue mpebdyem ocoool 0CMOPONCHOCU

LTunoanuxemuueckue cpedcmea (UHCYIUH, NEPOPANbHbIE 2UNOSAUKEMUYECKUe NPenapamsl)
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ONUAEeMHONIOIMYECKUe  MCCIEAOBAaHUS  TOKa3ajld, YTO  OJHOBPEMEHHOE IPUMEHEHHe
uHrubutopoB  AIl® U  TrUNOMNIMKEMHUYECKMX  CPEICTB  (MHCYJIUHBI,  IEpOpajbHbIE
TUIOTJIMKEMUYECKHE MpenapaTbl) MOXKET YCHJIMBATh MIIOITTMKEMUYECKUN 3((EKT HHCYIUMHA U
TUIOTTIMKEMUYECKUX CPEJICTB /JIs IpUeMa BHYTPb BIJIOTh 0 PA3BUTHUS TMIOMIUKEMUH. JlaHHbBIN
3 QeKT BeposTHEE BCEro MOXXHO HAONIOJaTh B TEYEHHE MEPBBIX HEAETb OJHOBPEMEHHOM
TEpaIuy, a TakXKe y MaleHTOB ¢ HapylIeHHEeM (DyHKIUH ITOYEK.

Kanuunecbepezaowue ouypemuru

VY NanueHToB, MONYYAaOIMX AWYPETHKH, OCOOCHHO Yy MAlMEHTOB C THIIOBOJIEMHUEH W/HIN
CHIDKCHHOM KOHIIEHTpaluel coJiei, B Havaje Teparnud MEePUHIONPHIOM MOXET HaOII0AaThCs
ype3MepHoe CHUkeHHe AJl, pUCK pa3BUTUS KOTOPOTO MOYKHO YMEHBIIMTH IIyTEM OTMEHBI
JUYPETHYECKOTO CPEICTBA, BOCHOJIHEHHEM MOTEPU JKHUIKOCTH WM COJICH Mepen HadaaoM
Tepanuy MEePUHIOTPUIIOM, a TAK)Ke Ha3HAUYCHUEM TIEPUHIONPUIIA B HU3KOU J103€ C JaIbHEHIIIAM
MOCTENICHHBIM €€ YBEIIMICHUEM.

Ilpu _apmepuanvroii _eunepmenszuu Yy TMaoueHTOB C THIIOBOJIEMHEH WJIM CHIKCHHOM

KOHIICHTpaIie cosied Ha (OHE Tepanuu ANYPETUKAMHU, IUYPETHUKH JOJDKHBI OBITH JIMOO
OTMEHEHBI J0 Hayana mnpuMeHeHuss uHruoutopa AlID (mpm sToM KanmifHecOeperarommit
IUYPETUK MOXKET OBITh MO3/7HEe BHOBb Ha3HaueH) 00 wmHruoburop AIID nomxen ObITH

Ha3HA4YeH B HU3KOH J03€ C IIELHI)HCI‘/’IIHI/IM IMOCTCIICHHBIM €€ YBCIIMYCHUCM.

IIpu npumenenuu ouypemuxos 6 ciyidae 3acmouHol cepoeyHou HedoCcmamoyHocmy UHTUOUTOp
AII® nomkeH ObITh Ha3HAYEH B OYCHb HU3KOW J03€, BO3MOXKHO, IOCJIC YMEHBIICHUS JO3BI
MPUMEHSEMOTO OJJHOBPEMEHHO KaJlniiHecOeperaloiero 1uypeTuka.

Bo Bcex ciywasx QyHKius modek (KOHIEHTpalus KpeaTWHUHA B IUIa3Me€ KpPOBH) JOJDKHA
KOHTPOJIMPOBATHCS B MEPBBIEC HEETH MPUMEHEHUsI HHTuouTopoB ATID.

Kanuicbepezarowue ouypemurxy (dn1epenon, cnupoHoaaKmorn)

[IpumMeHeHue 3IIepeHOHa UiIK CIIMPOHOJIAKTOHA B 03aX OT 12,5 Mr 10 50 MI' B CYTKM U HU3KHUX
103 uHruouTopoB AllD:

ITpu Tepanmuu XCH II-1V ¢ynkunonansHoro kiacca no kiaccupukauun NYHA ¢ ¢dpakuuei
BbIOpoca neBoro skemyaouka <40 % u paHee npuUMeHABIIMMUCS HHruouropamu AllD u
«TIETJIIEBBIMU» JMYPETHUKAMHU CYILECTBYET PHUCK DPa3BUTHUS TUIEPKAIUEMUH (C BO3MOXKHBIM
JIETaJIbHBIM HUCXO0M), OCOOCHHO B CiIy4ae HECOONIO/IEHUS] PEKOMEHIAlUi OTHOCUTEIbHO 3TON
KOMOMHAIIMU NpenapaTosB.

Ilepen mnpumMeHeHMEM JaHHOH KOMOMHAIMM JIEKAQpCTBEHHBIX IpPENapaToB HEOOXOAUMO
yOeIuThCs B OTCYTCTBUU THIIEPKAIMEMUH U HapyLIeHHUs (QYHKIIMH MTOYEK.

Pexkomenayercs peryiasipHO KOHTPOJIMPOBATh KOHLEHTPALMIO KpEaTUHUHA U COIAEPKaHUS KaJus

B IJIa3MC KPOBU: CIKCHCACIILHO B HCpBHﬁ MCCAL JICUCHUA U CIKECMCCATHO B ITOCICAYIOIICM.
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Pexombdbunanmmuvle mxarnesvie aKkmueamopbuvl niasmurHoceHa (VfPA, aﬂmenﬂcwa)

[ManmeHTh!, mTONy4YaBIIME  OJHOBpeMEHHO HWHruOuTOopel AIl® wu  anremnasy (s
TPOMOOTUTHYECKON Tepamuu) TPH OCTPOM HIIEMUYECKOM HHCYIBTE, MOTYT HMETh
MOBBIIICHHBIH PUCK PAa3BUTHS aHTHOHEBPOTHYECKOTO OTEKa.

Oonogpementoe npumeHenue mpebyem GHUMAHUSL

T unomenszusnvie cpedcmed U 8a300UNAMAMOPbL

OOHOBpEMEHHOE MPUMEHEHUE OSTHX MpPEnapaToB MOXKET YCWINBAaTh AHTUTHIIEPTEH3MBHOE
neiicteue nepuHaonpuwia. Ilpy o1HOBpeMEHHOM MPUMEHEHUU C HUTPOIVIMLEPUHOM M IPYTHMHU
HUTpaTaMH WU IPYTUMHU Ba30AMIaTaTOPaMHU BO3MOKHO JIONIOJHUTENbHOE CHIKeHue A/l

Annonypunon, yumocmamuuveckue u MMMVHO@GI’IUQCCM@Hble cpeocmea, cucmemHvle

Kopmukocmepou()bl U NPOKAUHAMUO

OpHoBpeMeHHOE TpuMeHeHne ¢ MHruonTopamMu AIID MoXeT cOmpoBOXIATHCS MOBBIIICHHBIM
PHUCKOM JIeHKorieHuH (cM. pasnen 4.4.).

Cpedcmea o5 _anecmesuu

WNuruburtopsr AII® Moryr ycunauBaTh aHTUTHIEPTEH3UBHBIA 3QQEKT psaa cpeacTs [yl oOmeit
aHecte3nu (cM. paznuen 4.4.).

Cumnamomumemuxu

CUMIIaTOMUMETHKH MOTYT OCIIA0JIATh aHTUTHUIIEPTEH3UBHBIN dPPekT HHruouTopoB AIID.

IIpenapamul 3010ma

Coo0manocs O penKkux ciaydasX HUTPUTOMAHBIX peaknuil (C TakKUMH CUMITOMaMH, Kak
THIEPeMHsI KOKU JIMIIA, TOIIHOTA, PBOTA, apTepualbHAs TUIOTEH3Ws) y MalMEeHTOB Ha (oHE
OJIHOBPEMEHHOT0 TpuMeHeHHs uHruouropoB AllD, B TOM 4umcne mnepuHioNpUia, U
MHBEKIIMOHHOTO Mpernapara 30J10Ta (aypoTHoMaiat HaTpus).

4.6. ®epTUIBHOCTH, 0EPEMEHHOCTD M JIAKTANNS

bepeMeHHOCTD

[Ipenapar Unnanamun + Iepunnonpuna aprunud - TAJ] npoTuBonokazan npu OepeMEeHHOCTH
(cm. paznen 4.3.).

[Ipenapar Wunpanamup + [lepunnonpuna aprunud - TAJI He pekoMeHAyeTcss B IMEPHOL
IpyIHOr0O BckapMiMBaHusa. HeoOXoauMo OLeHUTh 3HAYUMOCTh TE€panuu Al MaTepu U MPUHATh
pelIeHue O MPEeKpalleHn IPYAHOT0 BCKapMIIMBaHUsI UM O MPEKpallleH!uH prueMa mpernapara.
Hnoanamuo

JlanHble O MPUMEHEHUM WHAANAMU/Aa y OEpEMEHHBIX KEHIIUH OTCYTCTBYIOT MJIM OTPAaHUYEHbI
(menee 300 cmydaeB OepemeHHOCTH). JlMTenbHOE NPUMEHEHWE THA3HUIHBIX JTUYPETUKOB B
III TpumecTpe OEpEMEHHOCTH MOKET BbI3BaTb TI'MIIOBOJIEMHUIO Y MATE€pH, a TAKXKE CHIKEHUE

MAaTOYHO-IJIALCHTAPHOTO KPOBOTOKA, YTO IMPUBOAUT K (I)CTOHHaHGHTapHOﬁ HIICMHHU U 3aJICPIKKEC
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pa3BUTH IUIOAA.

UccnenoBanus Ha )KMBOTHBIX HE BBISIBUJIM IPSMOTO MM HENPSIMOIO TOKCUYECKOT0 BO3AEHCTBUS
Ha PENpOaYKTUBHYIO (DYyHKIHIO.

B kauecTBe Mepbl MPEeAOCTOPOKHOCTU PEKOMEHAYETCs M30eraTh MPUMEHEHUs MHIanaMujaa BO
BpeMsi 0€pEMEHHOCTH.

Ilepunoonpun

B HacTosmuii MOMEHT HEeT YOEOUTEeNbHBIX SMUAEMHOIOTHYECKUX JAHHBIX O TEPaTOreHHOM
pucke mpu npueme HHruOuTOpoB AIID B I TpumecTpe OEpeMEHHOCTH, OJHAKO HEKOTOpOe
YBEIMYEHHE pHUCKA HAPYNICHWH pa3BUTHA IUIOJA HCKIIOYNTH Henb3d. [lanmeHTkawm,
IUTAaHUPYIONMM OEepeMEeHHOCTh, CIIEAyeT OTMEHHUTH JICKAapCTBEHHBIM Npenapar ¥ Ha3HAYUThH
Jpyrye THIIOTEH3UBHBIC CPENICTBA, pa3pelleHHbIC I MPUMEHEHHUs NMpH OEpeMEHHOCTH, €CITU
Tonmbko Tepamuss wuHTHOMTOpamu AllD He saBmsercs HeoOxommmoil. [lpum BeIIBICHUH
OEpeMEHHOCTH ClEyeT HEMEUIEHHO NpeKpaTuTh Tepanuio wuHruouropamu AllD u mpu
HEOOXOMMOCTH Ha3HAYUTD APYTYIO TEPAIHIO.

N3BecTtHO, uTo Tepanus naruouropamu AII® Bo Il u III TpumecTpax 6epeMeHHOCTH OKa3bIBaeT
deToTOKCHUECKOe JACWCTBME HA IUIOA y 4UeloBeka (CHIKeHHE (YHKIMH  TIOYEK,
OJIMTOTH/IPAMHHUOH, 3aMe/JIeHne OcCU(UKAIMU KOCTeH uepena) M TOKCHYECKOe JeiicTBhMEe Ha
HOBOPOXICHHOTO (TTOYEYHasi HEIOCTATOYHOCTb, apTepHaIbHasi TUTIOTEH3MUS, THIIEPKATUEMIS).
Ecnu manuenTka nonydaina uHruOuTopbl AII® co Il Tpumectpa GepeMeHHOCTH, pEKOMEHTyeTCS
IPOBECTU YIbTPa3BYKOBOE HCCIIEOBAHME IUIOJA JUIsl OLEHKM COCTOSIHUS depena U (YyHKIUH
MIOYEK.

MuageHipl, MaTepu KOTOPBIX mosrydand UHruOuTopsl AIID Bo BpeMs GepeMEHHOCTH, JOTHKHBI
ObITh THIATEIBHO OOCIENIOBAaHBI Ha MpeIMET apTepHabHOW THUNOTeH3uH (cM. paszaensl 4.3. u
4.4.).

Jlakranus

[Ipenapar Wupnanamupn + [lepunponpuna aprunud - TAJ[ He pexkomeHayeTcss B MEpUOJ
IPYAHOTO BCKapMIIMBAHMUSL.

Hnoanamuo

B HacTosmmii MOMEHT HET AOCTOBEPHOM HMH(OpPMAaLUU O BBIACICHUU WHAANAMUIA WIH €ro
MeTa0O0JIUTOB € TPYTHBIM MOJIOKOM.

Y HOBOPOX/IEHHOTO MOKET Pa3BUTHCS TUIIEPUYBCTBUTENBHOCTD K POU3BOIHBIM CYJIb(OHAMHIA
U TUTIIOKAJINEMHS.

Puck 111 HOBOPOXKI€HHBIX/MIIQJICHIIEB HENb3s1 UCKIIIOYATh.

WNupanamua 6U30K MO CTPYKTYpe K THA3UAHBIM AUYpPETHKAM, IPUMEHEHHE KOTOPHIX BbI3bIBAET

YMCHBIICHHUC KOJIMYCCTBA I'PYAHOI'0 MOJIOKA WUJIU IMOJABJICHHUC JIAKTAllUH.
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WNnpanaMu He peKOMEHIYeTcsl B IEPHOJ IPYAHOTO BCKapMIIMBAHMSL.

Iepunoonpun

BcenenctBue orcyrcTBUS MH(QOpPMALMKM O NPUMEHEHHM HNEPUHIONpPHIA B IEPHOJ IPYAHOTO
BCKApMJIMBAHUS €r0 MPUEM HE PEKOMEHAYETCs; MpPEINOYTEeHHE OTHACTCsS ajlbTepHATUBHBIM
BapUaHTaM JICUEHHS C YCTAHOBICHHBIM MpoQuiIeM Oe30IMacHOCTH NPUMEHEHHS B MEpUOJ
JaKTaluH, 0COOEHHO NMPH BCKaPMJIMBAHUU HOBOPOXKJICHHOTO, B T. 4. HEJOHOIIEHHOTO peOeHKa.
PEPTUIBLHOCTD

Obwee 013 uHoanamuoa u NepuHOONPUId

HccnenoBanus penpoIyKTUBHOW TOKCHYHOCTH ITOKA3aJId OTCYTCTBHE BIMSAHUS Ha (EPTHILHOCTD
CaMOK M caMIOB KpbIC. IIpennonoXuTenbHO BIMSHHME Ha (QEPTHIBHOCTE Yy YeJIOBEKa
OTCYTCTBYET.

4.7. BiussHue Ha CHOCOOHOCTHL YNPABJATH TPAHCIOPTHBIMH CPeICTBAMHM M padoTaTh C
MeXaHu3MaMH

O0a nedCTBYIONMX BEIIECTBA, KaK IO OTACIBbHOCTH, TaK W B KOMOWHAIIMKA HWHIANaMH[ +
MEPUHIONIPWI, HE OKa3blBAIOT BIMSHUAA HAa CIIOCOOHOCTH YIPABJIATH TPAaHCHOPTHBIMHU
CpeIcTBaMU u paboTaTh ¢ MEXaHU3MaMH. Y HEKOTOPBIX MAIlMEHTOB OCOOCHHO B HayaJle Teparuu
WIA TIpU A00aBIIEHUU K TMPOBOAWMOM TepamuH IPYTUX TUIIOTCH3WBHBIX TpPENapaToB MOTYT
BO3HUKATh WHIMBUIYyaJIbHBIE PEAKINH, CBsA3aHHbIE co cHIkeHuem AJl. BcmeactBue storo
CIIOCOOHOCTH YIPABISITh AaBTOMOOHIIEM HITH IPYTUMH MEXaHH3MaMH MOKET ObITh HapyIleHa.
4.8. HexkenareJbHbIe peakiiuu

Pesrome npodriisa 6€3011acHOCTH

[lepungonpun okaspiBaeT HHruOupytomiee naeiictBue Ha cucremy PAAC u  ymeHblaeT
BBIBE/ICHHE MOHOB Kajus MOYKaMu Ha (oHe mpueMa uuaanamuga. Y 6 % manueHToB Ha (oHe
NpUMEHEHUs KOMOWHAIMM uHAanaMup + nepuaponpmwi (2,5 mr + 10 Mr) ObUJI0  OTMEYEHO
pa3BUTHE TUIIOKATTUEMHH (COACpKAHHUE KAl B IJ1a3Me KpOBU MeHee 3,4 MMOJIb/1).

Haubonee yacTeiMu HEXETATENbHBIMU PEAKLIUAMU SBISUINCH!

e Ui UHAANAMUJA: pPeaKklUH THIEepUYyBCTBUTEIBHOCTH, B OCHOBHOM KOXXHBIE, Y
NAIMEHTOB, NPEPACHOIOKEHHbIX K aJJIEPrMYECKUM M acCTMAaTHUYECKHUM pEakLusM, U
MaKyJIoNamnyJe3Has Chillb;

e Ui TEPUHJIONPHIA: TOJIOBOKPY)KEHHE, TOJOBHAas O00Jb, MapecTe3us, JAMCTEB3HS,
HapylIeHWEe 3pEHHs, BEPTUTO, 3BOH B YIaxX, apTephalibHas TUIIOTCH3HS, Kallelb,
OJIBIIIIKA, OOJh B JKMBOTE, 3aIOp, IUCIETICHS, Tuapesi, TOIIHOTA, PBOTA, KOKHBIN 3V,
KO’KHAs CBITTb, CTIa3M MBIIII U aCTEHUS.

Tabauunoe DPE3IOMe HexelaTeIbHbIX PeaKIui

23



COOTBETCTBYET ZKCTNEPTHOMY OTHETY

ot 12.03.2025 N= 6681

(MOCNEAOCBATENBEHOCTE 0003)

YacToTa HEXENaTeNbHBIX DPEaKIHid, HAaOMIOAABIIMXCS BO BpEeMsl KIMHHYECKHX HCCIIEIOBAHHUN
W/WIN TIPH TIOCTPETHCTPAIlMOHHOM HaOJIO/ICHUH, MPHUBEJCHA B BHJE CIEAYIOIIEH Ipaganuu:
odeHb yacto (> 1/10); gwacto (= 1/100, Ho < 1/10); Hewacto (= 1/1000, HO < 1/100); pemko
(>1/10000, ©HO < 1/1000); ouenr pemko (< 1/10000); yacroTa Hew3BecTHa (HAa OCHOBaHUU
MUMETOIIUXCS JAHHBIX OIIEHUTH HEBO3MOKHO).

HexenarenbHble pCaknun CrpynmnvdpoBaHbl B COOTBCTCTBUHM C IIOPAAKOM Ha OCHOBAaHHU

cucteMHo-opranHbix kiaccoB (COK).

Yacrora
COK HexenaTesibHbIe peakiun
HNupanamun IMepunaonpun

Nudpexnun |

Punut - OdeHb peaKo
HHBa3UH

Do3uHOpUIHS - Heuwacro*

Arpanynoruto3 (cM. pazmen

4.4) OueHb peaKo OdeHb peaKo

ATtutacTrdeckast aHeMHs OdeHb peaKo -
Hapymenus co

[ManmuTonenus - OdeHb peaKo
CTOPOHBI KPOBU H

. Jleiikonenus OueHb peaKo OueHnsb peako

JUM(PATHIECKOH
CHCTEMBI Heiitporienus (cMm. paznen 4.4.) | _ Ovenb pefKo

I'emonuTHueckast aneMus OueHb PeKo OueHb PeIKo

TpomboruroneHus (em.
OueHb peaxo OueHb penko
pasaen 4.4.) pen pen
I'unepuyBCTBUTENBHOCTD
(peakumm, B OCHOBHOM
Hapymenus co

KOXKHBIE, Yy MaIlMeHTOB C
CTOPOHBI WMMYHHO# Yacro -

MIPEPACIOI0KEHHOCTHIO K
CHCTEMBI

AIJIEPTUIECKUM u

ACTMATHYECCKUM PEAKIIHSIM)

Cunnpom HeaeKBaTHON
DHIOKPHHHbIE CCKpenn

Penxo

Hapyuenus AHTHJINYPETHYECKOTO TOPMOHA

(CHC AD)
Hapywennust lMunmornukemus

44 ud5S - Heuwacro*

MeTa6oan3Ma n | (eM. pasnenbi 4.4.14.5.)
ATaHUS unepkanueMus, oOpaTumas | - Heuacro*
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I1oCJIeC OTMCHBI npenapara

(cm. paznen 4.4.)

TI'unonarpuemus

*
(cm. pasnen 4.4.) Heuacto Heuacto

T'unepxanbuueMus OueHb pejKo _

T'unokanuemus

(cMm. paznen 4.4.) Hacro )

T'unoxnopemus Pexo

T'unomaruunemus Pesko

JlabuapHOCTH HAaCTpOCHUA _ Heuacto

Hapymenne caa _
Ilcuxnueckne Py Heuacro

HapyUIeHUS Henpeccus . Heuacto

CryTaHHOCTh CO3HAHUSA . OdeHb peiko

T'onoBokpyxenue - YacTto

T'omoBHas 6016 Penxo Yacto

ITapectesus Penko Yacto

Jucres3us . Yacto

COHIUBOCTH Heuacro*

O6MopoK Yacrora Heuwacro*

Hapymenns co HEN3BECTHA

CTOPOHBI HEPBHOH | [HCynbT, BO3MOXHO
CHCTEMBI BCJIEJICTBHE Ype3MEpPHOro
cHIKeHus AJl y nauueHToB u3 | _ OdeHb PeKo
TPYIIIBI  BBICOKOTO  pPHCKa

(cMm. paznen 4.4.)

ITeyeHouHas sHIEhATONATHS Y
MAaIlUEHTOB C  II€YEHOYHOU Yacrora
HEAOCTaTOYHOCTBIO HEH3BECTHA

(cm. paznenst 4.3. u4.4.)

Hapyumenus |y Yacrora
apylleHUe 3peHUs Yacto

CTOPOHBI opraHa HCU3BCCTHA
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R — YacTora
P Muonus (cm. pazaen 4.4.) .
HEU3BECTHA
Yacrora
Heuetkocts 3penus -
HEN3BECTHA
Ocrtpas 3aKPBITOYTONBHAS | YaeroTa
riiaykoMa HEU3BECTHA
. YacroTa
XOpUOUJANIbHBINA BBITTOT -
HEU3BECTHA
Hapymenus co | Bepturo Penxo Yacro
CTOPOHBI oprana
3BOH/IIYM B ymIax - Yacto
cJIyxa v JJaOMpUHTA
Ourymenne cepaneOneHns - Heuacrto*
Taxukapaus - Heuacto*

Crenokapaus (cM. pazuen 4.4.)

OueHb peaKo

Hapymenus putma cepaua (B

TOM  4ucie  Opaaukapaus,
JKEIYIOYKOBasT TaxXHKapaus H

(bubpunAIMS Tpeacepauii)

Odenb peako

Ouensb peako

Nudapkr MHOKapaa.
Hapymenus co (bap pAa,
BO3MOKH BCJIE/ICTBU
CTOPOHBI cepaLa 03MOKHO, CICACTRHC
U30bITOUHOTrO CHIXKEHUs A/l y
- OueHb peaxo
HalEHTOB u3 IpyMIIBI
BBICOKOT'O pucka
(cm. paznen 4.4.)
IMonmumopdHas xemymaoukoBas
TaXUKapAud TUIA «IUPYIT»
YacTora
(BOBMOXXKHO CO CMEPTEIbHBIM -
HEU3BECTHA
ucxonom) (cm. pazmensl 4.4. u
4.5.)
ApTrepuanpHas TUIOTEH3US H
CBS3aHHBIE C 3TUM CUMNTOMBI | OueHb penKo Yacro
Hapywmenus €0 | (cm. paznmen 4.4.)
CTOPOHBbI COCYA0B Backyiut _ Heuacro*
IIpunuBs . Penxo*
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N Yacrota
Cunnpowm Peitro _
HEM3BECTHA
Hapymenus co | Kamens (cm. paznen 4.4.) . Yacrto
CTOPOHBI
P Opplka _ Yacto
IbIXaTeJbHOM
cHCTeMBI,  opramop | PPOHXOCHA3M - Heuacto
TPYAHOH KJIETKH H
D03UHO(UIBHAS THEBMOHHS } OveHb pesiKo
cpenocTeHust
Bomb B )xuBOTE - Yacto
3anop Penko Yacto
Huapest - Yacro
Jucnencus _
Kemynouno- Hacro
KHIIeYHbIe TommHoTa Peiko Yacto
HApyIIEeHUsl
Ppora Heuacto YacTo
CyXOCTh CIH3HUCTONW O0OJIOUYKHU
Penxo Heuacto
MOJIOCTH pTa
[ankpearut OueHb peKo OueHb peaKo
Hapymenus co YacroTa
py Ilenaturt (cM. pasaen 4.4.) OueHb pejiKo
CTOPOHbI TeE4YeHUu U HEU3BECTHA
JKeJTYEBBIBOAAIINAX
Hapymienune QyHKIMY IEIEHN | Oyenp peKo .
nyTen
Koxnbrit 3y _ YacTo
Koxxnas ceinb _ Yacto
Makysonarryne3Hast ChIITb Yacro -
Kpanmusuuua (cm. pasaen 4.4.) | Ogenn pexko Heuacto
Hapymenus co
AHTHOHEBPOTHUYECCKHI  OTEK
CTOPOHBI  KOKH M OueHb pesiko Heuacto
(cm. paznen 4.4.)
MOAKOKHBIX TKAHEH
Iypnypa Heuacro -
[ToBpIlIEHHOE TIOTOOT/ACICHAE | _ Heuacto
Peakiust Yacrora
Hewacro*
(hOTOUYBCTBUTEIHHOCTH HEH3BECTHI
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ITemduronn _ Hewacto*
O6octpenue ncopuasa - Penko*
MynsTH(GOpPMHAS 3pUTEMa . OueHb pejIKo
Tokcuueckuil snuaepMaIbHbII
OueHb penKo -
HEKPOJIN3
Cunnpom CruBeHca-
OueHsb penko -
JxoHcoHa
YacroTa
Cra3M MBIIIIIT Yacto
HEU3BECTHA
Bo3moxxHO yXyzuieHue yxe
. . | HacroTa
1509 (S0 11(S) (0 CHCTEMHOMN _
. HEU3BECTHA
Hapymemm €O | xpacHOU BOJIYAHKHU
CTOPOHbI MBIIIIEYHOM,
. Aptparus - Heyacro*
CKeJIeTHOM "
COCIMHNTEIBLHOM Muanrus Hacrora Hewacto®
TKaHH HEW3BECTHA
Yacrora
Melieynast ciadocThb _
HEU3BECTHA
YacroTa
Pabnomuonus _
HEW3BECTHA
TToyeynast HEJOCTATOYHOCTE OueHb pelko Heuacto
Hapymenus co
CTOpoHbl mouek u | AHYpHS/OmMrypus - Penxo*
MOY€EBbLIBOAANIMX Ocrpas HoueyHast
. - Penxo
nyTen HEJJOCTATOUYHOCTh A
Hapymenus co
CTOPOHBI
penpoayKTHBHOI OpeKTHIbHAS MCHYHKIHS Heuacro Heuacro
CHCTEMBbI "
MOJIOYHBIX JKeJ1e3
Acrenus - Yacro
OO6mue HapymIeHust M | Bojib B rpy/HO# KIIeTKe B Heuacto*
peaknum B MecTe
OO1ee HeTOMOraHHe - Heuacto*
BBeJICHUS
[Tepudeprueckue oTeku . Heuacto™
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Jluxopaaka - Hegacro*

IToBeIIeHHAS YTOMIIAEMOCTD Pe TIKO

IloBbIIEHUE KOHULCHTpAalUun

- Hewacro*
MOYCBHHBI B IJIa3M€ KPOBH
[oBbilIeHUEe  KOHIICHTpAIUU
- Heuacto*
KpeaTHHWHA B IJ1a3Me KPOBH
I'inepbunupyounemus . Penxo
[NoBbIIeHNE aKTUBHOCTH
Yactora
«IEUCHOYHBIX» (EPMEHTOB B Penxo
HEM3BECTHA
JlaGopaTopHbie n | U1a3M€ KpoBH
HHCTPYMeHTAJIbHBIE CHmKeHHe TeMoriodbnHa ¢
4.4 - OueHb peaKo
NaHHBIE remMatokpura (cM. paszen 4.4.)
IloBbllIeHHE  KOHIEHTPALMHU | YacroTa
TJIFOKO3BI B KPOBU HeM3BECTHA i
[oBbilieHNe  KOHIIEHTpAIUU
. Yactora
MOYEBOWM KHCIOTHl B ILIa3Me .
HEHM3BEeCTHA
KpPOBHU
Vanuuenne unrepsana QT Ha | yaerora
OKT (cm. pasnenst 4.5. u4.4.) | yoyspectna
TpaBmbl,
HHTOKCUKAIUH "
IManenue - Heuacto*
0CJIOKHEHHSA
npouenyp

* OHeHKa HaCTOThI HEXKCIJIATCIBbHBIX peaKHHﬁ, BBIIBJICHHBIX IIO CIIOHTAHHBIM COO6H1€HI/I$IM,
MMPOBC/ICHA HA OCHOBAHNHU JAHHBIX PE3YJIbTATOB KIMHUYCCKUX PICCJIC]IOBaHI/Iﬁ.

Omnucanue OTJCIbHBIX HEXKEIATSIbHBIX PEeAKIIHI

B xone nccnenoBanms 11 u 11 a3 mo cpaBHennro nHAamamMuaa B go3ax 1,5 mr u 2,5 Mr ananms
COJIEpIKaHMsI KaJInsl B TIa3Me KPOBH BBISIBIII JI0303aBHCUMOE JICHCTBHE MHIATIAMU/IA:
e yHpanmaMu, 1,5 Mr: cojep:kaHue Kajaus B TuiazMe KpoBH < 3,4 MMoub/l1 otMedann y 10 %
ManueHToB, a < 3,2 Mmolib/1 — y 4 % manueHtoB vepe3 4—6 Henenb nedeHus. [locne
12 Henenb JIeUeHUsI CpellHee CHIDKEHHE COJAEp)KaHUs Kajusl B IUIa3Me KPOBH COCTaBHIIO
0,23 MMoOIIB/I1;
e yHIAanamuz, 2,5 Mr: cojiep)KaHue Kaius B Iuia3Me KpoBH < 3,4 MMOJIb/ oTMevanu y 25 %
nanueHToB, a < 3,2 mmons/n—y 10 % nauueHtoB uepe3 4—6 Henenp jeuenus. Crycrts

29




P Y
Ll
ot L

TBETCTEYET 3KCNEPTHOMY OTUETY
ot 12.03.2025 N= 6681

(MOCNEOCBATENBEHOCTE O

o
L4

(R PN

12 HEACIIb JICUCHUA CPpCAHAA CTCIICHb CHHIXXCHUA COACPIKAHUA KaJlusgd B IIJIA3ME KPOBHU

cocrasmia 0,41 MMOJIB/.

Coo01ienne 0 mog03peBaeMbIX HEXKENATSIBLHBIX PEAKITHIX

Baxno

COO6HIaTB 0 MOAO3PCBACMBIX HECKCIIATCIIbHBIX PCaKIHAX TII0CJIC PpPCrucrpanuu

JICKApCTBCHHOI'O IIpCIiapara € HCJIbIO obOecreueHus HCIMIPEPBIBHOI'O MOHUTOPHUHI'A COOTHOIICHHA

«I10JIb3a — PHUCK» JICKApCTBCHHOI'O IIpCIriapara. MG,HI/II_II/IHCKI/IM pa6OTHI/IKaM PCKOMCHAYCTCA

C006HIaTB 0 JII00BIX noAO3pCBACMbIX HCIKCIIATCIIbHBIX PCAKIUAX JICKAPCTBCHHOI'O IIpCIiapara

4Y€pe3 HaIMOHAJIBLHBIC CUCTCMBI COO6H_ICHI/IH 0 HCXKCIATCIIbHBIX PCAKIHUAX TOCYAapCTB — YJICHOB

EBpa3uiickoro 3kKOHOMHUYECKOTO COI03A.
Poccuiickaa @edepayus

109012, r. Mocksa, CnaBsiHckas 1., 1. 4, cTp. 1

denepanpHas ciryx0a 1o Haa30py B cepe 3apaBOOXpaHECHUS

Ten.: +7 (800) 550 99 03

Anpec a1, moutel: pharm@roszdravnadzor.gov.ru
Be6-caiit: https://roszdravnadzor.gov.ru

4.9, [lepeno3upoBka

CUMIITOMBI

Haubonee BEpOSTHBIM CHMIITOMOM TEPEI03UPOBKU

ABJIICTCA apTCpHalibHass THUIIOTCH3UA,

WHOTJIa B COYETAHWW C TOITHOTOW, PBOTOHM, CyJOpOTaMH, TOJIOBOKPYXEHHEM, COHJIMBOCTBIO,

CITYTAaHHOCTBIO CO3HAHHS, OJUTYPHEH, KOTOpas MOXKET TeperTH B aHypHuio (B pe3ysibTare

THIOBOJIeMUH). Takyke MOTYT BO3HHMKATh BOJHO-3JIEKTPOJHMTHBIE HAPYIICHUS (TUIOHATPUEMUS,

TUTIOKQJTHEMUS ).

Jleuenue

HepBbIe MCPBI, KOTOPBIC HCO6XO,ZLI/IMO MNpCaANpUHATb, COCTOAT B GBICTpOM BBIBCACHUU ITPUHATOT'O

mpernapara: MPOMBIBAHUE >KENIyAKAa W/WIM TMPHUEM aKTUBUPOBAHHOTO YIS C MOCIEAYIOLIUM

BOCCTAaHOBJICHUEM BOJHO-3JICKTPOJIMTHOI'O OanaHca B YCIIOBUAX CIICHUATIU3UPOBAHHOT'O LICHTPA.

B CJIydac BBIPAXXCHHOTI'O CHMXXCHUA AI[ CICOAYCT NEPCBECTU MALIMCHTA B IMOJIOXKCHUC «JICKA» Ha

CIIMHC C IIPHUIIOAHATBIMHA HOT'aMU.

HpI/I HeO6XO,I[I/IMOCTI/I MOJKET OBITh BBIIIOJTHEHO BOCHOJIHEHHE O00bheMa KHUIKOCTU IIYyTEM

BHYTPUBEHHOH MH(QY3UM H30TOHHYECKOIO COJIEBOTO pacTBOpa (Hampumep, BHYTPUBEHHas

nadysus 0,9 % pacTBOpa XIOopuaa HATPHUS) WIW JIIOOBIM JAPYTMM CIOCOOOM BOCIIOJIHEHUS

o0bvema xuakoctu. Ilepunnonpunar, akTuBHast Gpopma

OpraHu3Ma ¢ MOMOIII0 uanu3a (cM. pasaen 5.2.).

5. ®APMAKOJIOTMYECKHE CBOMCTBA

NEepHUHAOIIPUIA, MOXKET OBITH YAaJICH U3
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5.1. ®apmakoguHAMHUYECKHE CBOIICTBA

dapMmakoTepaneBTHUECKasi TPYyMNa: CPeACTBa, ACUCTBYIOIIUME HA PEHUH-aHTMOTEH3HMHOBYIO
CHUCTEMY; WHTHOMTOPHI aHruoTeH3uHMpeBpamatomero depmenra (AllD), xomOunanuu;
unruoutopsl AIID u auyperuku

Kox ATX: C09BA04

[Ipenapar Wumamamun + [lepungonpuna aprunus - TAJ[ mpeactaBmsier co0oit KoMOWHAIUIO
NEepUHOIPUIIAa ApIrMHMHA U HHAanaMuaa. PapMakoIoruyeckue CBOMCTBA MpenapaTa CoueTaroT B
cebe OTJeNbHbIE CBOMCTBA KaKJOr0 U3 KOMIIOHEHTOB.

Mexanusm IencTBUs

Ilpenapam Unoanamuo + Ilepunoonpuna apeunun - TAJ]

KoMOunanus wuHIanamMuga W TNEPUHIONPWIA YCWIMBAET aHTUTUIIEPTEH3UBHOE JeicTBHE
KaX/10r0 U3 HUX.

Hnoanamuo

Wnpanamun — oTHocuTCs K rpynmne  Cylnb(OHAaMUIOB C  HMHIAOJIBHBIM  KOJBIIOM, IO
(apMaKoJIOrMYeCKUM CBOMCTBaM OJIM30K K THA3UAHBIM AuypeTukaM. MHnamamuj uHruOupyer
peabcopOIMI0 MOHOB HAaTpUsi B KOPTHKAJIBHOM CETrMEHTE MNeTId ['eHne, 4ro NpPUBOAUT K
YBEJIMYEHUIO BBIBEICHUS MOYKAMH MOHOB HATPHs, XJIOpa U B MEHbILIEH CTENIEHH MOHOB Kallus U
MarHus, yCWJIMBasi TEM caMbIM AUype3, U cHukas A/l

Ilepunoonpun

[epunponpun — WHrHOMTOp (epMeHTa, MpeBpamaIero aHruoreHsuH I B anrmorensus Il
(marubutop AIID). ATI®, nnu kuanHa3a 1, sBisieTcs SK30MenTUaa30M, KOTOpas OCYIIECTBIISET
IpeBpalleHrne aHrMoTeH3uHa | B cocynocyxkuBaromiee BelmecTBo aHruoreHsut I, ctumynupyer
CEKpELHIO albJOCTEPOHAa KOpPOW HAJNOYEUYHUKOB M CTHUMYJIHPYET paspylleHHe OpaauKMHHMHA,
00J1a1a011ETr0 COCYAOPACIIUPSAIOLIUM IEHCTBUEM, 10 HEAKTUBHOIO I'eNTalenTHa.

B pesynbraTe nepusaonpui:

® CHIXAET CEKPELHIO AJbJAOCTEPOHA;

® [0 MPHUHIHWITY OTPHUIATEIHHOH OOpaTHOW CBSI3M YBEIMYHMBAECT AKTUBHOCTh pPEHUHA B
T1a3mMe KpoBH;

e TpU JUIMNTEILHOM TPUMCHCHHWM YMEHBINAET oO0Iee TNepu(epuyecKoe COCyANCTOe
conpotusnenue (OIICC), uro 00yclOBIEHO, B OCHOBHOM, JICWCTBHEM Ha COCYABI B
MBIIIIAX U MOYKax. OTH 3PQPEKThl HE COMPOBOXKIAIOTCS 3aEPKKOH MOHOB HATPHUS U
YKUJIKOCTH WITU Pa3BUTHEM Pe(dICKTOPHON TaXUKapIUH.

[Tepunonpun HOpMau3yeT paboTy MUOKap/a, CHIKasl PeHArpy3Ky U MOCTHATPY3KY.
[Tpu n3ydenuu nokasaresueit reMmoguHaMukH y nanueHToB ¢ XCH Ob110 BBISBICHO:

¢ CHHMXXCHUC IABJICHUS HAIIOJJHCHUA B JICBOM U IIPABOM KCIIYyJOUYKaxX CEpALa,
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e cHmxkenue OIICC;
e yBEIMUYEHHUE CEPACYHOr0 BHIOpOCA U yIyUIlIeHHE CEpACYHOTO NHACKCA;
® YCWJICHHE MBIIICYHOTO Mepu(epruieckoro KpoBOTOKA.

dapMakoIMHAMUYECKUE Sd)d)CKTbI

Ipenapam Unoanamuo + Ilepunoonpuna apeunun - TA/

IIpenmapar Nunanamup + [epunnonpuna apruaud - TA/J] OKa3bIBAET JTI0303aBUCUMOE
AHTUTHUIEPTEH3UBHOE JEHCTBUE, KaK HAa JUACTOJIMYECKOE, TaK M Ha cucToiaumdeckoe AJl kak B
TOJIOKEHUU «CTOS», TaK U <«JIeKa». AHTUTHIIEPTCH3UBHOE ICHCTBHE COXPAHSETCS B TEUCHHUE
24 gacoB. CtaOwibpHBIN TepaneBTHYecKuil d(hdeKkT pa3BuBaeTCs MeHee deM depe3 | mecsi) oT
Hayvaja Tepanuy U He COMpoBOXKAaeTcs Taxudminakcued. [Ipekpamienne nedeHnss He BBI3BIBACT
CHUHJIPOMA «OTMEHBI».

[Ipenapar Munanamun + [lepungonpuna aprunud - TAJ] yMeHbIIaeT CTENeHb TUNEPTPOPUU
nesoro xenynouka (I'JIK), ynyumaer snactuunocts aprepuii, cumkaer OIICC, He BnusieT Ha
MeTaboNIu3M JTUNUAOB (OOUIHI XOJIECTEpUH, XOJECTEPUH JUIOMPOTEMHOB BBHICOKON IIOTHOCTH
(JIIBIT) u JITTHII, Tpuraumepusi).

Jloka3aHO BIMSHME NPUMEHEHUS KOMOMHaUWMM uHAanamuaa v nepuHponpwia Ha [JDK B
CPaBHEHHWU C SHANANPWIOM. Y MAlHUEHTOB ¢ apTepuanbHoi runeprensue u ['JDK, momydaBmmx
Tepanuio uHAanaMuaoM 0,625 Mr + nepuHIONPUIOM SpOYMHUHOM 2 MI (9KBHUBaJEHTHO 2,5 MT
MEPUHAONPWIA aprMHUHA) WIM SHalanpuwioM B Jo3e 10 Mr oauH pa3 B CYTKH, W TpHU
YBEJIIMYCHUN JI03B MHAANAMHUAA 10 2,5 MT U NMEPUHIONpIIA dpOyMUHA 10 8 MT (9KBHBAJICHTHO
10 Mr nepuHIONIPHIA apTUHKUHA), WK SHajanpuia 10 40 Mr ouH pa3 B CyTKH, OTME4eHO OoJjee
3HAYUMOE CHW)KEHHE MHIeKca Macchl JeBoro kemymouka (MMJDK) B rpymme
MHJANaMu + NepUHIONPUI 110 CPAaBHEHUIO C rpynnoil sHamanpwia. Ilpm stom Haubonee
3HauuMoe  BiusHMe Ha  MMJDK  oTmewaercs mpu  TPUMEHEHHM — WHAANaMuia
2,5 mr + nepungonpuia 3pOymMuHa 8 mr.

Taxke ormeueHo Oosnee  BBIPAKEHHOE  AaHTUTUIIEPTEH3WBHOE  JelcTBUE Ha  (oHe
KOMOMHHMPOBAHHOM Tepanuu MHAANAMHUIOM U NEPUHAOIPUIOM IO CPABHEHUIO C SHATANIPHIIOM.
Hnoanamuo

AHTUTUNIEPTEH3UBHOE JIEHCTBHE TMpPOSABISETCS MpH NPUMEHEHUM I[pernapata B J03ax,
OKa3bIBaIOIIMX MUHUMAJIBHOE TNYyPETUYECKOE JAeHCTBHUE.

AHTUTHIIEPTEH3UBHOE JIEHCTBUE MHAANAMUAA CBA3aHO C YJIYYLIEHHEM 3JIACTHYECKUX CBOMCTB
KpyIHBIX apTepuii, ymensienuem OIICC.

WNunamamuy ymensiraet crernens [JDK, He BiusieT Ha KOHIIGHTPAIHMIO JTUTHIOB B TUIa3ME KPOBH:
TPUTTHIEPHUIOB, obmero xonecrepuna, JITTHII, JIIIBII; yrieBonusiii oOMeH (B TOM yucie y

HAlMEHTOB C COMYTCTBYIOIINM CaXxapHBIM TUA0ETOM).
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COOTBETCTBYET 3KCNEPTHOMY OTYETY

IHepunoonpun

[Tepunponpui 3pPekTHUBEH B Tepanuu apTepUaIbHOM TMIEPTEH3UU JIIOOOW CTENEHH TSKECTH.
CHuXeHHe CHCTOJIMYECKOro M auactoianueckoro AJl Habmionanu B IMOJIOKEHUH «IeXa» U
«CTOS».

AHTUTHUIIEPTEH3UBHOE JIEHCTBHE IIpernapara JOCTHraeT MakcuMyMma uepe3 4—6 yacoB Imocie
OJIHOKPATHOTO NpUEMa BHYTPb M COXPAHAETCS B TeueHUe 24 4acos.

Yepez 24 yaca mnocne mnpuema npenapara HaOmogaercs BblpakeHHoe (mopsaka 80 %)
ocratoyHoe HHTHOMpoBaHue AITD.

IlepuHonpuil OKa3bIBa€T AHTUTHIIEPTEH3UBHOE JECHUCTBUE y MALMEHTOB KAaK C HU3KOM, Tak U C
HOPMAaJIbHOI aKTUBHOCTBIO PEHUHA B IJIa3Me KPOBHU.

OnHOBpeMEHHOE  TNPHMEHEHHWE  THAa3HIHBIX  JAWYPETHKOB  YCHJIHMBAET  BBIPAKEHHOCTD
aHTUTUIEPTEH3UBHOTO JeicTBus. Kpome »Toro, komOumHumpoBanHue wuHruOutopa AllD nu
THA3UTHOTO TUYPETHKA TAK)Ke MPUBOJUT K CHIDKCHHIO PHUCKA PAa3BUTHS TUTIOKATMEMHUN HA (OHE
npreMa JHypEeTHKOB.

Knnnnueckas 3 hekTHBHOCTH 1 0€301acHOCTb

Jlsoitinas 6noxaoa PAAC

WmeroTcs maHHbIe KIMHUYECKUX HCCIEIOBAaHMN KOMOMHHPOBAHHON Tepamuy ¢ MPUMEHEHUEM
uaruouropa AII® ¢ APA 11

[IpoBonuanCh KIMHUYECKHWE HCCIEAOBAHMS C y4acTHEM IMAlMeHTOB, MMEKOIIUX B aHaMHE3e
CepJICYHO-COCYIMCTOE WK TIepeOpoBacKysapHoe 3a00yeBaHue, TUOO caXapHbIM Juader 2 THIIA,
CONPOBOXKIAIOIIMICS MOATBEPKIEHHBIM MOPaXKEHUEM OpraHa-MUIIEHH, a TAKXKE MCCIeI0BaHUs
C yJacTHEeM MalMeHTOB C CaXapHbIM AUa0eTOM 2 TUMA U AMA0ETHYECKON HedponmaTHEN.

JlanHble MCClieZIOBaHUS HE BBISBWIN y MAIMEHTOB, MOJYYaBIIUX KOMOMHHPOBAHHYIO TEPAIIUIO,
3HaYUMOTO  TOJIOKUTEIBHOTO  BIMSHUS  HAa  BO3HMKHOBEHHME  MOYEYHBIX  W/MIHU
KapAMOBACKYJSIPHBIX COOBITUI M Ha MOKa3aTell CMEPTHOCTH, B TO BpeMS KaK PUCK pa3BUTH
THIEPKATMEMUH, OCTPOH TMOYEUHOM HEIOCTaTOYHOCTH W/WIM apTepHalbHOW THIIOTEH3UU
YBEJIMYUBAJICS TIO CPABHEHUIO C MallMEHTaMHM, IOJTYYaBIIMMUA MOHOTEPAIIHIO.

[IpuHuMass BO BHHMAaHHE CXOXXHE BHYTPUIPYIIOBBIE (hapMaKOJUHAMUYECKHE CBOMCTBA
naruoutopo AII® u APA II, nansbple pe3ynbTaThl MOKHO OXKHMJIATh IS B3aUMOJIEHCTBUS
TMOOBIX APYTHUX MPEnapaToB, MpeacTaBuTeNel kiraccoB nHrHOuTOpoB AITD u APA II.

[TosToMy mnpoTuBOmOKazaHo mpuMeHeHne HHTHOUTOpoB AIID B coueranuun ¢ APAIl y
NAIMEHTOB ¢ quadeTudeckoil Hedpomnatueil.

NmeroTcst naHHbBIe KIMHUYECKOTO HMCCIEI0BAaHUS MO U3YYEHHIO MOJOXKHUTEIBHOI'O BIUSHHS OT
JI0OaBICHMSI ATMCKUPEHA K cTaHapTHOU Tepanui nHruoutopom AII® wnmmn APA 11 y manmeHToB

C CaxapHbIM I[I/Ia6€TOM 2 THma u XPOHUYCCKUM 3a00JICBAaHUEM MOYEK HITH CCPACHHO-COCYAUCTBIM
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3a0oneBaHueM, JMOO UMEIOMIMX codeTaHHe ATUX 3aboseBanuil. MccienoBanue ObLIO
MPEKpalIeHO JOCPOYHO B CBSI3M C BO3POCIIMM PHUCKOM BO3HHUKHOBEHMS HEKEIATEIbHBIX
ucxonoB. CepaedyHo-coCyqucTas CMEPTh M WMHCYJbT BO3HUKAIM 4Yallle B TPYyMINE MAlUeHTOB,
MOJIy4YaKoIIUX aJUCKUPEH, [0 CpaBHEHUIO ¢ rpynmnoi mianeto. Takke HexenaTelbHble peakLluu
U Cepbe3Hble HEeXelaTelbHbIe pPeakIuu 0co00ro MHTepeca (THIIEpKaTHEeMUs, apTepuanbHas
TUIIOTEH3US] M HapylleHHs (QYHKUIUHU TO0YEK) PEruCTPUPOBAIKCH Yalle B TPYIIE aTMCKUPEHA,
4YeM B rpymnre miamneo.

eTH
OTCyTCTBYIOT JaHHBIE O IPUMEHEHUH KOMOMHALIMY UHAIaMK]l + IEPUHAONPUI Y JETEH.
5.2. @apmakoKuHeTHYECKHE CBOIICTBA

IIpenapar Mananamun + Iepuanonpmia apruaud - TAJ]

OnHOBpeMEHHOE TNPUMEHEHHWE WHIAmamMuIa ¥ [EePUHIONpWIA HE  W3MEHSeT WX
(hapMaKOKMHETHYIECKHUX XapaKTEPUCTHK 10 CPABHEHHIO C UX pa3elIbHBIM TPUMECHEHUEM.
Nuapanamun

Abcopoyus

WNupamamuy ObICTPO M MOTHOCTHIO a0COPOUPYETCs U3 JKEITyA0YHO-KUIIIEYHOTO TPAKTA.
MaxkcumainpHasi KOHIEHTpAaIMs B IUIa3Me KPOBU JOCTUTAeTcss depe3 | wac mocie mpuema
mpernapara BHyTpPb.

Pacnpeoenenue

CBs13b ¢ OelIKaMU TUIa3Mbl KPOBHU cocTaBiiseT 79 %.

Buompancgopmayus u snumunayus

[lepuon monyswiBenenus (T'2) coctaBmser 14-24 yaca (B cpeanem 18 wacom). IloBTopHOE
MpUMEHEHHE IpernapaTa He MPUBOIUT K €ro KyMYJISIIMKA B OpraHu3zMe. BrIBoAUTCS B OCHOBHOM
noukamu (70 % OT BBeIEHHOM J03bI) M uepe3 KumeyHuk (22 %) B (opme HEaKTUBHBIX
MeTabOoJIUTOB.

Oco0ble rpyIibl MalrueHTOB

Toueunas nedocmamounocmo

Y manueHTOoB ¢ MOYEYHON HEIOCTATOYHOCThIO (hapMaKOKUHETHKA HE U3MEHSIETCS.

[lepunnonpun

Abcopbyus u buodocmynnocms

[Tocne mpuema BHYTph MEPUHIOTPHUI OBICTPO BCACHIBACTCS, MaKCUMalbHas KOHIIGHTpAIUs B
mjaa3Me KpoBH JocTuraercs B TedeHue 1 yaca. TY mnepunjonpuna cocraBinseT 1 gac.
buongoctynHocTs coctaBisieT 65-70 %.

[Ipuem mumm 3ameuisieT mpeBpalleHre MNEepUHIONpUIa B MEPUHAONPHUIIAT, TAaKUM O0pa3oM,

BJIMAA Ha 6I/IOI[OCTy1'IHOCTL. HOSTOMY ONCpUHAOIIPHUIT CICAYCT INPUHHUMATL OAHWH pa3 B CYTKH,

34



COOTEBETCTBYET ZKCNEPTHOMY OTUYETY
ot 12.03.2025 N= 6681

(MOCNEQOBATENEHOCTE 0003)

YTPOM, Tepe]] MPHEMOM TTHIIH.
Pacnpeoenenue

O0nem pacnpe/ielieHus] HeCBSI3aHHOTO MEePUHAONPUIIaTa cocTaBiseT npubauzurensHo 0,2 J/kr.
CBs3p mepuHAONpWIaTa ¢ OeIKaMH IJIa3Mbl KPOBH, TJaBHbIM oOpazom ¢ AII®D, 3aBucur ot
KOHIIEHTpAIIMY TIEPHHONIPUIIA B TIa3Me KPOBH U cocTaBisieT okoio 20 %.

buompancpopmayus

[Mepunnonpun npexacraBisieTr coboil mponekapcTBo. 27 % OT 00mero KojauyecTBa HMPUHITOTO
BHYTPb MEPUHIONPUIA MOCTYIAET B KPOBOTOK B BHJE aKTMBHOTO META0OIMTa IIEPHHONIPUIIATA.
[ToMuMO aKTHBHOTO TEpHHAONpHIIATa O0pa3yloTCs eme S5 MeTaboIuTOB, He 00JIaJaonmx
(apMaKoIOrHYecKOi aKTUBHOCTHIO. [IMKOBast KOHIIEHTpAIs NEepUHIONPHUIIaTa B IUIa3Me KPOBH
JIOCTUTAETCs B TeueHue 3—4 4acos.

Onumunayus

[lepuHoONIpUIAT BHIBOIUTCS M3 OpraHW3Ma TOYKaMHU, M KOHEYHBIH T2 cBOOOIHON (pakium
COCTaBIISIET OKOJIO 17 4acoB, B pe3yabTaTe Yero paBHOBECHOE COCTOSTHUE IOCTUTACTCS B TCUCHUE
4 cyToK.

JInHelHOCTh (HEJIMHENHOCTB)

bruta mpomeMoOHCTpHpOBaHA JIMHEWHAs 3aBUCUMOCTb MEXIY J030M NEPUHAONPHIA M €T0
KOHIIEHTpAIMEN B IIIa3Me KPOBH.

Oco0ble rpyIbl DaUEeHTOB

Iayuenmul nodicunozo 6o3pacma

BriBeneHue mnepuHAoONpHIIaTa CHUXKAETCS y MALKMEHTOB IMOXWIOIO BO3pacTa, a TaKXKe Y
MALMUEHTOB C CEpAEYHON MM MOYEUHON HEIOCTATOYHOCTHIO.

Ioueunas nedocmamounocms

[Ipu nHapymenun QYHKIUU TOYEK >KEJNATENIbHO KOPPEKTHUPOBATh J03y B 3aBHCHUMOCTH OT
CTEMNEeHU HapyLeHHs (KIMPeHca KpeaTuHUHA).

JHuanus

Jmanu3Helil KIIMpeHe nepuHaonpuiaTa coctapiseT 70 MiI/MHH.

Luppo3 neuenu

dapMaKkOKMHETHKAa MEPUHIONPUIA Y TMAaLUEHTOB C LUPPO30OM IMEYEHH HOCUT H3MEHEHHBIH
XapakTep: MEeYEeHOUYHBIM KIMPEHC MCXOAHOM MOJIEKYyJibl CHMJKEH B JIBa pa3za. TeM He MeHee,
KOJIMYECTBO 00pa3yoIerocs MepuHI0NpuiIaTa He yMEHbIIAETCs, U, CIE0BATEIbHO, KOPPEKIIUN
JI03bI He TpedyeTcs (cM. pasaenst 4.2. u 4.4.).

5.3. JlaHHbI€e JOKJIMHHUYECKOH 0e30IacHOCTH

Komb6uHanus naaanaMua 1 nepuHaonpuia o01a1aeT HECKOIbKO 00JIbLIEH TOKCUYHOCTBIO, YEM

€¢ KOMIIOHEHTHI. IloueuHble MpOABJICHUA, IMO-BUIUMOMY, HC YCHIIMBAIOTCA Y KPbIC. O,I[HaKO
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KOMOMHAILIUMSL BBI3BIBAET JKEIYJIOYHO-KUIIEYHYIO TOKCHYHOCTh Yy CO00aKk, a TOKCHYECKOe
BO3/IeiicTBUE HAa OEpEeMEHHBIX CAMOK, MO-BUIMMOMY, YCHJIMBAETCS Yy KpbIC (IO CPAaBHEHHIO C
MepUHAONPUIIOM) 0e3 TepaToreHHoro 3 dekra.

Tem He MeHee, ITH HEKeNaTeNlbHble PEAKLUU MPOSBISAIOTCS NPU YPOBHSX 103, 3HAUUTEIBHO
MPEBBIIAIONINX UCIOJIb3YEMbIE TEPAIEBTUYECKUE TO3BI.

WHpanamun

Campbie Bbicokue 10361 (B 40—8000 pa3 mpeBbINIAlONIME TEPANEBTUUYECKYIO J103Y), BBOJMMBIE
NEPOPaIbHO pA3IMYHBIM BHJAM JKUBOTHBIX, IIOKAa3aJlM YCWJIEHHE MOYETOHHBIX CBOMHCTB
uHnanamuga. OCHOBHBIE CHMIITOMBI OTpPAaBJICHUS, Takhe Kak OpaguIHod M mnepudepuyueckas
Ba3OAMWJIATallMsg, BO BpEMs HCCIEAOBAHUN OCTPOM TOKCHYHOCTH HWHAANAMUAA, BBOAMMOIO
BHYTPHBEHHO WJIM BHYTPHOPIOMIMHHO, OBUIM CBS3aHBI C (DapMaKOJOTHUECKUM JICHCTBUEM
WH/IaTTaMU/1a.

HccrnenoBanns penmpoayKTUBHOM TOKCHYHOCTH HE BBISIBIUIA 3MOPHOTOKCHYECKOTO WU
TEpPaTOTeHHOTO JAeHCTBUSA, GEPTUIIHBHOCTh HE HAPYIIANACh.

HccrnenoBanns ToOKa3and OTPHUIATENBHBIA  pe3ylIbTaT B OTHOIICHWH MYTareHHBIX U
KaHIIEPOT€HHBIX CBOWCTB MHIANIaMU/IA.

[lepunponpun

B uccnenoBaHMsIX XpOHHYECKOH MEPOPANBHON TOKCHYHOCTH (y KPBIC M 00€3bsH) OpraHoM-
MUIICHBIO OBUIH MOYKH, IPUYEM MTOBPEKACHUS HOCUIH 00paTUMBII XapakTep.

B uccnenoBanvsx in vitro WIH in vivo MyTareéHHBIX CBOMCTB He HaOJII01a10Ch.

HccnenoBanus penpoayKTHBHOW TOKCHYHOCTH (Y KpBIC, MBIIICH, KPOJUKOB W 00E€3bSH) HE
BBISIBUIM TIPU3HAKOB 3MOPUOTOKCUYHOCTH WIIM TeparoreHHocTu. OaHako ObUTO MOKa3aHo, YTO
naruouTopel AIID kak Kiacc UMEIOT HEONArompuATHOE BO3JCHCTBHE Ha TO3JHHUX CTaJMIX
pa3BUTHUS TUIOAA, MPHUBOJAS K THOETH IUIOAa W BPOXKACHHBIM TOCIEJACTBHSM Y TPBI3YHOB U
KpPOJIMKOB: HAOMIOAANUCh TOPaKEHUsI TIIOYEK U YBEJIMYCHHE TMepH- U IOCTHATaIbHOMN
cmepTHOCTU. DepTUILHOCT HE Hapylllajdach HU y CaMIIOB, HU Y CAMOK KPBIC.

B nonrocpodHbIX HMCCIENOBaHMSIX Ha Kpbicax W MBIIIAX KaHIEPOTCHHBIX CBOWCTB HeE

HaAOJIFO1A10Ch.

6. ®APMAILIEBTUYECKUE CBOMCTBA
6.1. Ilepevyenn BcioMoraTeJibHbIX BENIECTB

HuTparpanyist

Kanbuums xnopuaa rekcaruapar
[emnron03a MUKPOKPUCTAIITHYECKAS

DKCTparpanyiasaT
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Kpaxman npexenaTuHU3UPOBAHHBIH

Hatpus runpokapbonat

Kpemnust tnokcu1 KOJIOUAHbBIN THAPaTHPOBAHHbII

Marnus creapar

Llennonoza mukpoxpucmaniuieckas CUTUKAMuUpPOBaAHHAa.

[enmron03a MUKPOKpUCTAIUIMYECKAS

KpeMuus nuoxcu KonmouIHbIN 0€3BOIHBII

6.2. HecoBmecTuMOCTD

Henpumenumo.

6.3. Cpok rognocTu (CpoK XpaHeHUs)

2 roxa.

6.4. Oco0Oble Mepbl NPE0CTOPOKHOCTH NIPH XPAHEHUH

XpaHuUTh B OPUTHHAIBHOM OJHCTepe Ul 3alIUThl OT CBeTa. JIeKapCTBEHHBIM IpemapaTr He
TpeOyeT CrerraabHbIX TEMIIEPATYPHBIX YCIOBUH XpaHCHHUS.

6.5. Xapakrep u conep:xaHue NepBUYHONH YIIAKOBKH

ITo 10 Tabnerox B Omuctepe u3 komOuHHpoBaHHOTO Matepuana OITA/An/IIBX u dombru
ATFOMUHUEBON. 3, 6 mwim 9 OmucrepoB (o 10 TabiieTOK) BMECTE C JIMCTKOM-BKJIABIIIEM
MOMEIIAIOT B MMAYKy KAPTOHHYIO.

He Bce pa3Mepsl yakoBOK MOTYT OBITh JOCTYITHBI JJIs1 pEeaTi3alIii.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOKEHHUHM  MCMOJIb30BAHHOIO
JIEKAPCTBEHHOI0  MNpenapara WJIM  OTX0A0B, TMOJYYEeHHbIX IOcje TpUMEHEeHus
JIEKApCTBEHHOI'0 Npenapara, u Apyrue MaHUNMyJIsiMHU ¢ MpenapaToM

OcoOsie TpeOOBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
I'epmanus
TAJl ®apma 'M6X, Xaiini-Jlomanu-IItpacce 5, 27472 Kykcxaden
Ten.: +49 (4721) 606-0
dakc: +49 (4721) 606-333
Anpec a1, noutsl: info@tad.de
7.1. llpeacraBurennb AepaTessi pericCTPAHMOHHOIO Y10CTOBEPEeHUs!

IIpeTeH3uu moTpeOuTENeH HAIPABIATh IO aJPECy:

Poccuiickas denepanms
000 «KPKA-PYC»

143500, MockoBckas o61., T. Uctpa, yin. MockoBckas, 1. 50
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Ten.: +7 (495) 994 70 70
dakc: +7 (495) 994 70 78
Anpec a1. mouts: krka-rus@krka.biz

8. HOMEP PETHCTPALIMOHHOI'O YIOCTOBEPEHUS
JII-Ne(005101)-(PT-RU)

9. TATA HIEPBUYHOM PETUCTPAIIMA (ITIOJATBEPXKAEHUA PETUCTPALINN,
NEPEPEI'MCTPALINN)
Jata nepBo#i peructpanuu: 5 anpens 2024 r.
10. IATA IEPECMOTPA TEKCTA
OO0mas xapaKTepuCcTHKa JIeKapcTBEHHOTO mpenapata Wumamamun + [lepuHmonpuia apruHuH -

TAJl nocrymHa Ha MHGOPMALMOHHOM nopTase EBpa3miickoro 3KOHOMHUYECKOTO cOro3a B

nH(GOPMAIIMOHHO-KOMMYHHUKAIIMOHHOM ceTn « MHTepHeT» https://eec.eacunion.org.
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