COOTBETCTBYET 3KCNEPTHOMY OTYETY
9 082025 Ne 20614

OBINIAS XAPAKTEPHCTHEA JEKAPGTREUHOTO MRENAPAT 8 :,

V JlaHHbIi JIeKapCTBEHHBIN Mpenapar MOAJIEKHUT JTONOTHUTEIbHOMY MOHUTOPUHTY. DTO MO3BOJIUT

OBICTPO BBHISIBUTH HOBYIO HH(OpMaIHIO 0 6e30macHOCTH. MBI oOpamaemMcs K pabOTHHKAM CHCTEMBI

3/IpaBOOXpaHEHUsI ¢ MPOCKOOH cooOImaTh O JIOOBIX MOJI03PEBACMBIX HEKEIATEIBHBIX PEAKIIHSIX.

[Topsiiok cooOIIEeHNs O HEXEIATeIbHBIX PEAKIUAX MPECTaBICH B pa3zeine 4.8.

1.

HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Oxkcomrrus, 40 mr/0,8 M1, pacTBOpP 7Sl TIOJJKOKHOTO BBEICHUS.

2.

KAYECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB

JeticTBytoliiee BEIIECTBO: afatuMymao.

B 1 Mz pactBopa cogepxurcs 50 Mr ananumymada.

BcnomorarensHbie BCIICCTBA, HAJIMNYHUEC KOTOPLIX HAA0 YYUTBIBATHL B COCTABC JICKAPCTBCHHOI'O

npenapara: Hatpui (cM. pazzaen 4.4.).

ITonuprit MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3.

JIEKAPCTBEHHAS ®OPMA

PaCTBOp JJIA ITIOAKOXHOI'O BBCACHUA.

[Tpo3pauHblit MM OnaNeCUPYIOLUINHA, OECIBETHBIN UM CIIETKa JKeNThIH pacTBOp.

4.
4.1.

KJIMHUYECKUE JTAHHBIE

Iloxa3anus k NMPUMECHECHUTIO

[Ipenapat DKcoMOTHS IOKA3aH B KAYECTBE TEPAIUU B3POCILIM JIJIs JICUCHUS

CpeHeTsKeNoro U TAXKEJI0ro aKTHBHOTO PEBMAaTOMAHOI0 apTpUTa (B peKUME MOHOTEPANUU UITH
B KOMOMHAIlMM C METOTPEKCaTOM WIM JPYTMMH Oa3MCHBIMH IPOTHBOBOCHIAIUTEIbHBIMU
npenapatamu). B KoMOMHaIMM ¢ MeTOTpeKcaToM Ipemnapar JKCIMOTHS CHHXKAET CKOPOCThb
IPOrPECCUPOBAaHUsl  MOBPEXKIEHHS  CyCcTaBOB (IO  JaHHBIM  PEHTreHOrpapuuecKoro
UCCJIEIOBAHMS) U yayuliaeT (yHKINOHAIbHYIO aKTUBHOCTb.

AKTHBHOTO aHKMJIO3UPYIOLIETO CIIOHAMIINTA.

Tsokenoro  akCHMallbHOTO — CHOHAWJIOAPTpUTa 0O€3 PEHTTeHOJIOTUYECKH MOJATBEPKICHHOIO
AQHKUJIO3UPYIOUIET0 CIOHAWINTA, HO MPU HAIMYUU OOBEKTUBHBIX IMPHU3HAKOB BOCHAJIECHHS IO
NOBBIIEHHOMY ypoBHIO C-peaktuBHOro Oenka (CPbB) w/wnm naHHBIM MarHUTHO-PE30HAHCHOM
tomorpapuu (MPT), npu OTCyTCTBMM aJE€KBaTHOTO OTBETa Ha JIEUEHHE HECTEPOUTHBIMHU
IIPOTUBOBOCIIAJIUTENBHBIMU ITPENapaTaMH WM UX HENIEPEHOCUMOCTH.

AKTHBHOTO TICOPHATHUYECKOTO apTputa (B pEXKHUME MOHOTEpallMd WIK B KOMOWHAIUU C
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MCTOTPCKCATOM UJIN APYTUMH 0a3uCHBIMU HpOTP{ﬁ??gWW?EﬂI‘?HﬁIMﬁI III-IHqE[?lpaITﬁMH}f:':

XPOHUYECKOTO OJISIIEYHOTr0 Ncoprasa (CPEAHCTIKEION 1 TIKEII0MN CICIICHN ), Ticophasa HOT e,

KOr'Jla IoKa3aHa CUCTeMHas Teparusi.

AKTHBHOT'O THOMHOTO TUAPAZCHUTA (acne inversa) CpelHEN WU TSKENIO CTENeHH Y B3POCIBIX

MAIMEHTOB MIPU OTCYTCTBUU a/IEKBATHOTO OTBETA HA CTAHIAPTHYIO CUCTEMHYIO TE€PAIHIO.

bonesnn KpoHa (cpenHeTssKeNnoi Wil TSHKEIOM CTETICHH ):

— TIpU HeaJleKBaTHOM OTBETE Ha TPAJWLHOHHYIO TEpPANUIO, a TaKKe HEIMEePEeHOCHMOCTH WU
MIPOTUBOMNOKA3aHUAX K TPAJAULIMOHHON Tepanuu;

— npu HedPDEKTUBHOCTH (WM CHWKEHUU J(POEKTUBHOCTH) WIM HEMEPEHOCHMOCTH
nH}IMKCUMaba.

SI3BEHHOTO KONIUTA CPEAHETSHKENOW M TSHKENON CTENeHW IMpU HealeKBaTHOM OTBETE Ha

TPAJULMOHHYIO TEpamnuio, BKIOYas KOPTUKOCTEPOUABl W/WIH O-MEpKanTONypUH WJIH

a3aTUOTIPHH, a TAK)KE TIPHU HENIEPEHOCHMOCTH HJIA TPOTUBOTIOKA3aHUIX K TPAIUIIMOHHOHN TepaIuu.

Heundexknuonnoro yseuta (MPOMEKYTOYHOTO, 33THETO M IAHYBEUTA) Y B3POCIBIX TIPH

HEa/ICKBATHOM OTBETE Ha TEPAITUIO MTFOKOKOPTUKOCTEPOUIAMH, B CUTYAIIHIX, KOT1a HE0OOX0TUMO

OTpaHWYCHUE JO03bl WM OTMEHA TJIFOKOKOPTUKOCTEPOHJIOB, a TaKXKe KOTJga Tepamus

[IIIOKOKOPTUKOCTEPOUIaMHU MTPOTUBOMOKA3aHA.

bonesnu bexuera (nHTEeCTUHANBHOM (HOPMBI) y MAIIMEHTOB MIPH OTCYTCTBUU a/IEKBAaTHOT'O OTBETA

Ha CTaHAAPTHYIO TCPAIIUIO.

[Ipenapat DKcOMOTHS IOKA3aH B KAYESCTBE TEPAUKU ASTIM JJIs JICUCHUS

FOBeHMIBHOTO MAMONATHYECKOTO ApTPUTA Y MALMEHTOB C 2 JIET B peXUME MOHOTEpAIlUU WU B
KOMOWHAIMM C METOTPEKCATOM.

AKTHBHOTO SHTE€3UT-ACCOLIMMPOBAHHOTO apTpUTa y MAllUEHTOB B BO3pacTe ¢ 6 JIET U cTapuie Npu
OTCYTCTBMM aJ€KBATHOIO OTBETA HAa TEPAalMUI0 CTAHJAPTHBIMM IpenaparaMM WIH HX
HEIIEPEHOCUMOCTH.

XPpOHUYECKOT0 OJISAIIEYHOro Ncopuasa (TsDKEIOoH CTeneHu) y AeTel ¢ 4 JIeT npu HeaJaeKBaTHOM
OTBETE€ Ha MECTHYIO TEpanuio Uid (OTOTEpaAIuio, a TaKKe y IMalMEeHTOB, KOTOPbIM MECTHas
Tepanus 1 GoToTepanusi IPOTUBONOKA3aHbI.

bonesnu KpoHa (cpegHeTsHKENnol MM TSHKEJIOW CTENEHHW) y NMAlUEHTOB ¢ 6 JIET U cTaplie Npu
HEaJIeKBaTHOM OTBETE Ha TPAJUIIMOHHYIO TE€paInuio (BKJIIOYas MOJHOE SHTEpAIbHOE MUTAHUE U
[JIFOKOKOPTUKOCTEPOUABl W/MIIM  HMMMYHOCYIIPECCOPBI), a TaKXXe HEeNepeHOCUMOCTH MU
IMPOTHUBOIIOKA3aHUAX K Tpa}.'[PILIPIOHHOfI TCpaIuu.

HeundekunonHoro mnepenHero yBewTra y JeTed C 2 JIieT NpU HEaJeKBaTHOM OTBET€ Ha
CTaHJAPTHYIO TEPAITAIO WIN KOTJa CTAHAAPTHAs Tepanus He NOJAXOJAUT TaKUM ITallHEHTaM.

AKTHUBHOTO THOWHOTO THAPAJIEHUTA (acne inversa) CPEIHEH WIH TSKEIOW CTETICHH y JETEH C
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12 et npu OTCYTCTBUM a[IEKBATHOTO OTBETA HA CTAHIADTHY|O GUE TEMHY IO FEPAFHI

e  SI3BEHHOro KOJMTA CPEIHETSKENION U THKCION CICHCHN Yy ACICH C 9 JieT PN HEajcKBaTHOM
OTBETE Ha TPAJULIMOHHYIO TE€PAINIO, BKIIOYasl KOPTUKOCTEPOU bl W/ 6-MEpKaNTOITypUH WU
a3aTHOIPHUH, a TaKXKe INpPU HENEePEeHOCHMMOCTH WJIM HPOTHBOIOKA3aHUAX K TPaJULUOHHON
TEpaInH.

4.2. PexuM 103UPOBAHMA M CIIOCOO MPUMEHEHHS

Jleuenue npenapaToM DKCAMIITUS CIelyeT MPOBOAUTH MO HAOIIOAEHUEM Bpaya, UMEIOILEro OIbIT

IPUMEHEHH IPEnapaToB, COAEPKALIMX MOHOKIOHAJIbHBIE AHTUTEIIA.

PexxuM J103upoBaHus

Bspocnvie

Pesmamouonwviii apmpum (PA), ncopuamuueckuu apmpum (IlcA) u anxunoszupyiowui cROHOUIUM

(AC), MANCEAbIU _AKCUATIbHBLU cnortdwzoapmpum bes PEHRNMCEHOI02UUHECKU nodmgepofcdeﬂﬂozo

anKuio3upyouwe2o cnonouruma (axcuan CnA)

Pexomengyemast no3a mpenapara Oxkceomntus y B3pocibix PA, TIcA, AC u TsKeIbIM aKCHaTbHBIM
CHOHAMJIOAPTPUTOM 0€3 PEHTI'CHOJIOTMYECKU MOATBEP)KICHHOTO AHKUIIO3UPYIOLIErO CIOHAMINTA
(akcuan CnA) coctasnsier 40 Mr MOJAKOXKHO OJMH pa3 B JBe Henenu. [Ipy Ha3HayeHMH npemnapara
OKCOMITHSA Tepanus [JIIOKOKOPTUKOCTEPOUIaMH, caJluluIaTaMu, HECTEPOUIHBIMU
IIPOTUBOBOCIIAJIUTENIHBIMY IIPENapaTaMy, aHAJIbI€TUKaMH, METOTPEKCATOM M APYTUMHU Oa3HCHBIMU
IPOTHUBOPEBMATHUECKUMHU NpenapaTaMu MOXKET ObITh TPOJOJIKEHA.

VY HekoTopbIX MmanueHToB ¢ PA, He monyyaromux MeToTpeKcar, JOMOJHUTEIbHbIN 3P deKkT Moxer
OBITH TOCTUTHYT NP yBEJIMYEHUH KPATHOCTH MpUMEHEHus npenapara Jxcomntus 10 40 mr 1 pa3 B
Henento win 80 mr 1 pa3 B 2 Henmenu.

ITo BceM yKka3zaHHBIM BBIILIE TOKA3aHUSIM, COINIACHO UMEIOIIMMCS JAHHBIM, KIMHUYECKUNA OTBET, KaK
IIPaBWJIO, JOCTUraerca B TeueHue 12 Henmenb nedeHus. Crenyer TINATENBHO IIEPECMOTPETH
IIPOJOJDKEHUE TEpaluM y IMAlMEHTa, HE JOCTUTAIOIIEro OTBETA Ha JICUEHUE B TEUEHHE JAHHOTO
nepuoja BpeMEHHU.

bonesnv Kpona (bK)

PexoMenayeMblIil pesxuM J03UpOBaHUs Npenapara JKeoMnTus A B3pocislx ¢ BK — 160 mr B 1 nenp
(mpumensieTcs o 4 uHbEKIUH 10 40 Mr B IeHb WK 110 2 nHbeKIuHU 110 40 MT B ICHb TIOCTIEI0BATEIHHO
B TeueHue 2 mHel), yepe3 2 Heaenu (Ha 15-i menp) — 80 mr, eme depe3 2 Henenu (29-i 1eHb)
HAYMHAIOT TPUMEHSTh nojjepxuBaromyro no3y — 40 mr 1 pa3 B 2 Hegenu. [lpu HaszHaueHuwn
mpermapata OJKCOMITHUS —Tepanmusi aMHUHOCAIUIUIATAMU, TIIOKOKOPTUKOCTEPOUIAMH, H/WIH
UMMYHOMOYJISATOpaMHU (Hampumep, 6-MepKanTomyprH U a3aTUOIPUH) MOXKET OBITh MTPOOIIKEHA.

[TaruenTsl, HaOJIOJAIOIIME YMEHbIIEHHWE OTBETAa Ha JICUEHHWE IIpernaparoM, MOTYT IOJIY4YUTh
JOTIOTHUTEbHBIN 3G (EKT OT YBETUUEHUS YaCTOThI BBeIeHU npenapaTta Jkeamntus 10 40 mr 1 pa3

B Henento win 80 mr 1 pa3 B 2 Henenu.
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HekoTopble nmanyeHTsl MOIyT HE OTBEYaTh Ha TepariiQ HPEHAPATOM OKEINIITHS] B TEUEHHE: IEPBBIX

4 Henenb, OJHAKO JICYCHHUE CIICAYET MPOJOIDKUTE, T.K. IOJNORATCIEHBI SPPCKT MOKCT  OBITE —

JIOCTUTHYT B TeueHue 12 Henens. Pemenue o npekpaeHuu Teparnuy MOKeT ObITh IPUHATO B CIIy4dae,

€CJIM TIAIUEHT He ToTydaeT 3P QeKTa OT JICUSHUsS B TEUSHUE ITOTO IMEPUOIA.

Bo BpeMs mopaepkuBarolieil Tepanud IpenapaToM ODKCOIMITHUS A03Y TNIHOKOKOPTHKOCTEPOHU]IOB
MOYKHO MOCTENIEHHO YMEHBIIIATh B COOTBETCTBUM C UMEIOIIMMUCS KIMHUYECKUMHU PYKOBOJICTBAMU 1O
neuennio bK.

Hz6ennblil koaum

Hauanphas (MHAYKIMOHHAS) 1034 AJIS1 B3POCIBIX CO CPEAHETSIKEION U TSHKEIION CTETIEHbIO I3BEHHOTO
KoJjuTa coctaBisier 160 Mr ncxoHO (1032 MOXKET OBITh BBEJICHA B BHJIC YETEPEX MHBEKIMH B | JICHD
WINM B BUJAC 2 UHBEKUMH B CyTKM B TedeHue 2 nued moxapsn) u 80 mr uvepe3 2 mepenu. Ilocne
MHAYKIIMOHHOW J103bl peKOMEHAyeMas MoiepKuBatomias 1o3a coctasiser 40 Mr, KoTopasi BBOAUTCS
B BHJIC€ PETYJSIPHBIX TMOJKOXXHBIX HMHBEKIMH C HMHTEpBAJIOM B 2 Henenu. Bo Bpems nedeHus
mpernapaToM OKCOMITHUS Tepamnus. aMUHOCATUIWIATAMHU, TJIIOKOKOPTUKOCTEPOUIAMU  W/UIU
UMMYHOMOJYJSATOpaMH  (Hampumep, 6-MEpKanTOMypHHOM M a3aTHONPHHOM) MOXKET OBITh
IIPOJIOJKEHA.

Bo Bpems nonnepkuBarolell Tepanuu IpernapaTtoM OKCOMITHUS 03y TIFOKOKOPTUKOCTEPOUIOB
MO>KHO ITOCTETIEHHO YMEHBIIIATh B COOTBETCTBUU C UMEIOIIMMHUCS KIMHUYECKUMH PYKOBOJICTBAMH 10
JICYCHUIO SA3BEHHOTO KOJIUTA.

[TarueHTsl, y KOTOPBHIX HAOMIOAAETCS YMEHBIICHHE OTBETA Ha JIEUEHUE NTPenapaToM, MOTYT OJTYyYUTh
JIOTIOTHUTEbHBIN 3 (EKT OT YBETUUEHUS YaCTOThI BBeIeHU npenapaTta JkeamnTtus 10 40 mr 1 pa3
B Henento win 80 mr 1 pa3 B 2 Henenu.

Hmeromecst 1aHHbIE CBUAECTEILCTBYIOT O TOM, UYTO KIMHHYECKUN 3((HEKT 0OBIYHO TOCTUTAETCS B
TeueHue 2—8 Henenb JieueHusd. JleueHue npenapatoM DKCOMNOTHS CleAyeT MPOAOJIKATh TOJIBKO Y
NAlMEHTOB, Yy KOTOPBIX HaOJI0/aeTcsi TepaneBTHYEeCKHi 3((eKT B TeueHue NepBbIX 8 HEelb
Tepanuu.

XpoHuueckull O1AUEYHbLI NCOPUA3 U NCOPpUA3 Hocmeu

HavanbHas q03a 1u1st B3pOocibIX MalMeHToB cocTaBiseT 80 Mr.

[TonnepxxuBaromas go3a — 1o 40 Mr 1 pa3 B ABe HelENIM, HAYMHAS Yepe3 HEACNIO MOCIE Ha4YallbHOU
J03BI.

CrnenyeT TIIATENBHO EPECMOTPETH MTPOJOJKEHUE TEPANINU B IEPUOJ CBBIIIE 16 HeNenb y MalueHTa,
HE JIOCTUTAIOIIEro OTBETa B TEUEHUE JAHHOTO TIEpH0/1a BPEMEHH.

Ecnu uepes 16 Henenb Tepanuu y naleHTa He HAOII0AaeTCs a/IeKBaTHBIN OTBET Ha TEPAINIO, TO 1032
npenaparta MoxeT ObITh yBenuueHa (40 mr 1 pa3 B Heaemto win 80 mr 1 pa3 B 2 Henenu). B Teuenune
JAHHOTO TEepUuoJa CIEAYyeT IPOBOAMTH OLEHKY IOJIb3bl NPUMEHEHMS] M PHUCKA HEXKEIATENIbHBIX

sBiieHU. Ecii afiekBaTHRIN OTBET NOCTUTHYT IPH YacTOTE MpUMeHeHus npenapara (40 mr) 1 pa3 B

4
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Henento (mu 80 Mr 1 pa3 B 2 Hexenu), TO Janee MOYXHO, BERHYTBCA K W?{?H?ﬁl ﬂqz{ggmﬁ%ﬁaromeﬁ

no3e (40 mr 1 pa3 B 2 Henenn).

Axmuenblil 2HOUHbBII 2udpaderum (acne inversa)

Pexomenayemblii pexxuM AO3UPOBAHUS IS TMpernapata DKCAOMIOTHS Y B3POCIBIX MAIMEHTOB C
rHoHBIM ruapageauToM (I'T) BrmrouaeT HavanpHyO 103y 160 Mr B 1 1eHb (BO3MOXKHO BBEJICHHE 4X
uHBEKIMH 110 40 Mr B TeueHue | CyTOK Wi 2X HHBEKIHH 110 40 MT' B CYyTKH B TEYCHHE 2 JTHSH TOIPSIT)
u 3aTeM Ha 15-i nenb (uepes 2 Henenu) — 80 mr (BBeaeHue 2 uHbEKIUH 1Mo 40 Mr B TeUeHUE OJTHUX
cyTok). Uepes 2 nenenu (29 nenn) npopoixaioT BBeaeHue 10361 40 mr 1 pa3 B Henento unu 80 mr
1 pa3 B 2 Hennenu (BBeneHUe 2 MHBbEKIMH 1o 40 M B TeUueHHE OJTHUX CYTOK). [Ipu HeoOXoaumocTH,
MOJKET OBITh IPOJIOJIKEH MPUEM aHTUOMOTUKOB BO BpeMsl JIeUeHUs IpernapaToM DKkcomnTus. Bo Bpemst
JICYCHUS] TMPErapaToM ODKCOMIITHUS TMALUEHTaM PEKOMEHIYETCS €XEIHEBHO NPOMBIBaTH MeEcCTa
nopaxeHui ['T" MECTHBIM aHTHUCENITUYECKUM CPEACTBOM.

CrnenyeT TIIATeNbHO MEPECMOTPETh MPOAOIIKEHUE TEPATUH B IIEPUOJ CBBIIIE 12 HeeNnb y MaiueHToB,
HE JIOCTUTAOIIUX YIyYIIEHUI B TeUCHUE TaHHOTO MePHO/ia BPEMEHHU.

[Tpy HEOOXOAMMOCTH BPEMEHHOIO MPEKpalleHUsl JeUeHHUs MpHEeM Mpenapara DKCOMOTHS B J103€
40 mr 1 pa3 B Henento uiu 80 mr 1 pa3 B 2 HeJlenu MOXKET ObITh BO30OHOBJIEH.

Crenyer mNepUOAMYECKH BBIMIOJHIATH OIEHKY COOTHOIICHMS TOJB3bl W PHUCKA MPOAOIIKEHUS
JUTUTETILHOTO JICUCHUS.

Yeeum

Pexomenyemblil pesxuM T03UpOBaHMS TS TIpenapaTa IKCOMITHUS Y B3POCIIBIX TTAIMEHTOB C YBEUTOM
BKJIIOUAeT HavajabHy!o 703y 80 mr, 3areM 1o 40 mr 1 pa3 B 2 Heaenu, HauMHas Yepe3 HeJlemto 1ociie
MPUMEHEHUs HadalbHOM J03bl. CylIEeCTBYET OTpaHMYEHHBIM OMNBIT Hauyajga TEpanuu IpenapaToM
DOKCOMINTUSA B peXkUMe MoHoTepanuu. JleueHue mpemnapaTtoM DKCOMITHUS MOXKET ObITh HA4aTo B
KOMOWMHAIIUM  C  TJIIOKOKOPTUKOCTEPOUJAMU  W/WIM €  JPYTUMH  HEOHMOJIOTHYECKUMU
MMMYHOMOIYJIUPYIOIUMH CpeAcTBaMu. J03a TIIFOKOKOPTHUKOCTEPOUIOB MOXKET OBITh MOCTETICHHO
CHUKEHA 0 MOJHOW OTMEHBI B COOTBETCTBUM C YCTOSIBUIEHCS KJIMHUYECKOW MPAKTUKOM, Hayauo
CHIKEHHUS J03bl TIIIOKOKOPTUKOCTEPOUJOB — Uepe3 2 HEJleau IMOcie Hayaja JEUYEeHHs MpernapaTom
OxcomnTusa. PekoMeHyeTcss €XerogHo OLEHMBATh TMOJIb3Y M PHUCK TMPOJOHKEHHUS UTHUTEIBHOTO
JICYCHMUS.

Bonesuv bexuema (unmecmunanvias oopma)

Hauanbsnas go3a y B3pocibix cocrasisger 160 mr. Jlanee yepes 2 HeAenu ciaeayeT CHUZHUTH J103Y /10
80 mr. Uepe3 4 Henenn Mocie Hayvajda Tepanuu CleIyeT MEPEHTH Ha MOAAEPKUBAIONIYIO TEPAITUIO
40 mr 1| pa3 B 2 Henenu.

Bospacm, paca, non

B xmuamueckux wuccnenoBanusx 9,4 % mnanueHTOB OBLTM B BO3pacTe 65 €T W crapuie u

npubm3uTenbpHo 2,0 % — B Bo3pacte 75 net u crapme. Oinuuanii B 3 PEeKTUBHOCTH HE HAOII01a710Ch
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MEXy JaHHBIMH IDYNIIaMH IallMEHTOB. K)ppeKquI%oﬁyll 7R ARHHOQHE KATELOPUH, I3HHEHTOB He

Tpedyercs.
Jemu

OO0beM T MHBEKITMM BBHIOMPACTCS MCXOJs M3 MAcChl Tela manueHTa. J[Jis manueHToB, KOTOPhIM
HeoOxouMo BBesieHue MeHee 40 Mr npenapara, Ha STUKETKe LIIpULia IpelycMoTpeHa prucka 20 mr.

FOsenunvuvil uouonamuyeckul apmpum (FOHUA)

Jo3bl npenapata JxcamnTus i nauueHToB ¢ FOMA B Bo3pacte ¢ 2 JIeT U cTaplilie PeICTaBICHbI B
Taoauue 1. /loza nogbupaercst B 3aBUCUMOCTH OT MacChl Teja NallUeHTa.

[Ipy Ha3HaueHMM npenapaTa DKCOMIOTHUA Tepamnuss METOTPEKCATOM, IIIIOKOKOPTUKOCTEPOUIAMH,
HECTEPOUIHBIMH IPOTHBOBOCHAIUTEIBHBIMU IIperapaTaMyd HM/WIM aHAIbIeTHUKAMU MOXET ObITb
IIPOJIOJIKEHA.

[Tpenapat DkcAoMOTHS NPU IOBEHUILHOM UMONATUYECKOM apTpUTE Ha3HauyatoT | pa3 B 2 Helenu.

Ta6auna 1. PekomennoBanHble 1036l IpenapaTta DkeamnTus npu FOMA.

Macca tena Jo3a

Ot 10 1o 30 kr | 20 mr 1 pa3 B 2 Henenu

> 30 kr 40 mr 1 pa3 B 2 Henenu

Knuanyeckuii 0TBeT 0OBIYHO TOCTUTAETCS B TeUeHHE 12 Henenb edeHus. Pemenne o mpekpameHun
TCpaIIuu MOXKET OBITH IMPUHATO B ClIy4dac, €CJIM MAUCHT HE MTOJIYyYacT 3(1)(1)CKT3 OT JICUCHUA B TCUCHUC
3TOTO MEPHOJIA.

[Ipumenenue npenapara Dxkcomntus y geteit munaame 2 net ¢ FOUMA unm y nereii ¢ maccoii Tena MeHee
10 Kr HE U3y4aJIOCh.

9Hm€3um-aCCOZ4MMDOGCZHHbZIZ apmpum

Jlo3bl nmpenapara DKCOMOTHUS [l TAUEHTOB C YHTE3UT-ACCOLIMMPOBAHHBIM apTPUTOM B BO3pacTe ¢
6 et u crapue npezacrasieHsl B Tadaune 2. Jloza nmoxOupaercs B 3aBUCUMOCTH OT MAaccChl Tejla
NalyeHTa.

Ta6auna 2. PekoMeHJOBaHHbBIE 03Bl IpenapaTta ODKCOMNTHUS IPU DHTE3UT-aCCOLMMPOBAHHOM

apTpuTe.

Macca tena Ho3a

Ot 15 1o 30 kr | 20 mr 1 pa3 B 2 Henenu

> 30 kr 40 mr 1 pa3 B 2 Henenu

HpI/IMeHeHI/IC nperapara OKCOMIITHUSA Yy HaguCHTOB C DHTC3UT-ACCOUNMUPOBAHHBIM ApPTPUTOM B
BO3pacTe 10 6 et He HN3y4aJioCh.

bonesnv Kpona (bK)

I[OBBI pemnapara DKCOMIITHUSA JJIs1 IIAUECHTOB C BK B BO3pacTe C 6 ner a0 17 ner OpCaACTaBJICHBI B

Taﬁ.mme 3. I[o:«:a noz[61/1paeTc;1 B 3aBUCUMOCTH OT MACChI TCJIa ITallMCHTA.



COOTBETCTBYET IKCINEFPTHOMY OTYETY

ot 18.08.2025 N2 20614
Tabamnua 3. PexomenioBaHHbIE 03I TIpeNdpaTa IKCAMHATHA p}iJI[LEE ATEMRHOCTR D005

Macca TeJsia Havaannas no3a I_mmmmﬂ C Heaean 4

80 Mr B nepBbI ACHBb
<40 xr 20 mr 1 pa3 B 2 Henenu
40 mr gepes 2 Heaenu

160 Mr B nepBblii IeHb
>40 kr 40 mr 1 pa3 B 2 Henenu
e 80 mr uepes 2 Henenu

[TanmenTsl, y KOTOPBIX HAOMIOAAETCS YMEHBIIEHUE OTBETA HA JICYCHUE IPEnapaToM, MOTYT MOJyYHUTh
JONOJTHUTEIBHBIN AP (EKT OT yBETUUEHHS JO3bI IperapaTa DKCIMIITHUS:

®  nayuenmul ¢ maccou mena menee 40 ke: 20 mr 1 pa3 B HezeIo;

e nayuenmul ¢ maccou mena 40 ke u 6onee: 40 mr 1 pa3 B Henemo unu 80 mr 1 pa3 B 2 Hepenu.
[Tpumenenue npenapata DxcomMnTHs y neteit miamue 6 et ¢ BK He uzyuanocs.

Axmuenbili 2HounbIL 2udpadenum (acne inversa) v oemeu ¢ 12 nem, maccou mena nHe mernee 30 k2

Pexomenayemast no3a cocrasisier 80 Mr (crapToBas 103a), Jajee Ha3HAYACTCs IMOJICp>KUBArOIIAs
no3a — 40 mr 1 pa3 B 2 Hefienu, HauMHas Yepe3 OJIHY HEAEI0 MOocie CTapTOBOM 103bl.

B cnyuyae oTcyTCTBUS aIeKBaTHOTO OTBETA HA TEPANMIO MPU NPUMEHEHUU MOIIEPKUBAIOLIEH 103bl
40 mr 1 pa3 B 2 Henenu, CleayeT pacCMOTPETh YBelInueHue 1036l npemnapata — 40 mr 1 pa3 B Heaeno
wiu 80 mr 1 pa3 B 2 Hepenu.

[Tpu HEOOXOAMMOCTH, BO BpeMsi MPUMEHEHHS MpermapaTa DKCOMITHUS MOXKET OBITh MPOJOJDKEHA
Tepanusi aHTHOMOTUKAMHU.

Bo Bpewms nedeHust mpemapaToM DKCOMITHUS PEKOMEHYETCS €KETHEBHOE TPUMEHEHNE HAPYKHBIX
AHTUCETITUYECKHUX CPEJICTB HA YUACTKAX BOCTAIMTEIIBHBIX KOXKHBIX JJIEMEHTOB.

CrnenyeT THIATETLHO OLEHUTH HEOOXOIUMOCThH MPOJOJKEHHS JICUECHUS MpernapaToM DKCAOMNOTHS, B
Cly4yae OTCYTCTBUSI OTBETa Ha Tepanuio B TeueHue 12 Henenb. B ciyuae mpepbiBaHus Tepanuu
npenaparoM DKCOMIITUS BO3MOKHO BO3OOHOBUTH JICUCHUE 110 CXEME, YKa3aHHOM BHIIIIE.

B ciyuae mpo10/KUTENBHOTO JISYEHUS MperapaToM DKCOMITHS CIEAYeT MePUOINIECKH OIEHUBATD
M0JIb3y NPUMEHEHHS IIpernapaTa B COOTHOUIEHUU K BO3MOKHOMY PHCKY.

Knunnueckue uccnenoBanus npenapara Jkesmnrtus y aereit ¢ ['T He mpoBoaunuck. Jlo3upoBanue
mpenapara  OKCOMNOTHS Yy JAHHBIX  TMAIlMEHTOB  OBUIO  OMpENEJIeHO Ha  OCHOBAaHUU
(hapMaKOKMHETHIECKOTO MOJICTTUPOBAHUS U CUMYJISIITIH.

JlaHHBIE 0 NpUMEHEHUH ITpenapaTa DKCOMITHS y aeTerd mutaauie 12 net ¢ aktuBHbIM [T OTCYTCTBYIOT.

Xponuueckuil basueunviil ncopuas

Pexomenn0oBaHHBIM peXUM JO3UPOBAHMS IMpenapara ODKCOMOTUS Yy JETed C XPOHUYECKUM
OJstieuHbIM Ticopuaszom ¢ 4 o 17 net npencrasnex B Tadauue 4 Huxe.

21033 HO)I6I/IpaeTC5I B 3aBUCHUMOCTHU OT MACChI T€Jia ITalfMCHTA.



COOTBETCTEBYET 3AKCNEFTHOMY OTHETY
ot 19.08.2025 Nz 20614
Tabuauna 4. PekomeHa0BaHHbBIE O3B TTpendpara BK()IqIYIIH:”FI/.If[-l P}?I[L %gpﬁqﬁ?w HGOPHA3E e

Macca Tena Jio3a

Ot 15 no 30 kr | HauansHas no3a u 103a, BBOAMMAs dyepe3 1 Heneno mocie NnepBoi HHBEKLNHY,
cocrapiseT 20 mr. Yepes 2 Henenu nocie BTOPO HHBEKIUH CIIE1yET IEPEUTH Ha

MOJJEPKUBAIONTYI0 Tepamnuio B 103¢ 20 mr 1 pa3 B 2 Henenu.

>30 kr HauanpHas no3a u 103a, BBOAUMAs uepe3 | Hememro mocie NepBoi MHBEKIIHH,
cocraBiseT 40 mr. Uepes 2 Henenu nocsae BTOpoil UHBEKIUU CIEAYET IEPEUTH HA

MOJJIEP>KUBAIONTYI0 Tepamnuto B 103¢ 40 mr 1 pa3 B 2 Henenu.

Ecnu nauueHT He oTBeyaeT Ha Tepanuio B TeueHue 16 Hepesab Tepanuu, TO HE0OX0IUMO TIIATEIBHO
paccMOTpeTh BOMPOC 0 HEOOXOAUMOCTH TMPOJIOIKEHUS JICUCHUSI.

[Tpy NOBTOPHOM TepanmuMu XPOHUYECKOTO OJIAIIEYHOIO Icopuasza y JAeTed NpenapaToM DKCOMIITHUS
HE00XO0/IMMO CJIEJIOBATh TAKOMY XK€ PEKUMY JO3UPOBAHUS.

JlaHHbIe 0 IPUMEHEHUH IpenapaTa DKCAIMITUSA y J1eTel Miaaiie 4 JIeT ¢ XpOHUYECKUM OJIALIeYHbIM
IICOPUA30M OTCYTCTBYIOT.

Yeeum

JlanHble O IPUMEHEHUH IIpenapaTa y AeTel Miaaule 2 JIeT ¢ yBEMTOM OTCyTCTBYIOT. Ilepen Hauanom
JICYEHUs PEKOMEHIYETCs OLICHUTh II0Jb3y M BO3MOXHBIE PHUCKHM JUIMTEIbHOW Tepanuu. OmnbIT
IpUMEHEHHS IpenapaTa DKCOMITHS 0e3 METOTpeKcaTa y JeTel C yBEUTOM OTCYTCTBYET.

Jlo3a noxOupaercs B 3aBUCUMOCTH OT MaccChl TeJla Nal[UEeHTA.

o Jlemu c maccou mena <30 ke: pEeKOMEHI0OBaHHasl 103a IIpenapaTa DKCOMITHS cocTasisieT 20 Mr

1 pa3 B 2 Heaenu B KOMOMHAIIMU C METOTpeKcaToM. BO3MOXKHO pUMeHEHNEe HayalbHON J03bI
40 Mr 3a 1 Hememo 10 Havaja NOJJEpXKHUBArOLIEH Tepanuu. HeT AaHHBIX O NpPUMEHEHHH
HavajabHOU 1036l 40 Mr y nereit mutaaue 6 JerT.

o Jlemu c maccou mena > 30 ke: peKOMEHIOBaHHAs /103 Mpernapara IKCOMNTHS cocTaBisieT 40 mr

1 pa3 B 2 Heaenu B KOMOWHAIIMU C METOTpeKcaToM. BO3MOXKHO mpUMeHeHHEe HauyalbHON J03bI
80 mr 3a 1 Hexenro 10 Havaa MOACP>KUBAIOIIECH Teparui.

Hzeennvlil koaum

PekoMeH10BaHHBINA PEXUM JO3UPOBAHUS IpenapaTta DKCOMOTHUS Y AETEH C SA3BEHHBIM KOJIUTOM C 5
1o 17 ner npeacrasnen B Tabaune S Huxe.

21033 HOH6I/IpaeTCSI B 3aBUCHUMOCTHU OT MAcCChI T€Jia ITalfMCHTA.



COOTBETCTBYET SKCIMNEPTHOMY OTHETY
ot 19.08.2025 N2 20614

Tabuauna S. PekomeHa0BaHHbBIE O3B TTpendpara aqulY{}'ETEIfIf[] P}?I[L SBBEHHQM KQRHITG: o ooy

Macca Tena HavaabHas 103a '—WMunﬂaﬂ C Heaeam 4~

80 mr B nepBbiii 1eHb | ® 40 mr 1 pa3 B 2 Henenu

<40 kr o 40 mr uepes 2 Henenu | WA
e 20 mr 1 pa3 B Hezento.
. 160 mr B niepBbIii 1eHb | ® 80 Mr 1 pa3 B 2 Henenu

> 40 kr o 80 mr uepes 2 Hepenyn | WU

e 40 mr 1 pa3 B Hegeno

*[larueHTam, KOTOPBIM UCTIOTHIIIOCH 18 J1eT BO BpeMsi Tepanuu mpernapaToM DKCIMITTHS, CISTYET
MIPOJIOJIKATH MPUEM HAa3HAYEHHOM MOAIEPKUBAIOIIEH JTO3bI.

Ecnu manueHT He oTBeYaeT Ha TEpaIlvio B TeUCHUE § HEIeNb Tepaluu, TO HEOOXO0IMMO TINATEIbHO
PaccMOTPETh BOIPOC O HEOOXOAMMOCTH MPOAOJIKCHUS JICUCHHS.

B ciyuae peruanBa 3a0osieBanus Ha (GOHE TOJACPKUBAIONICH TEPATUU MOXKET OBITh ONPaBIaHHBIM
Ha3Ha4Y€HHE MOBTOPHON MHIYKIIMOHHOM 103bl: 80 MI' OTHOKPATHO (151 TallUEHTOB

<40 kr) unmu 160 Mr ogHOKpaTHO (U1 ManueHToB > 40 Kr) ¢ mocneAyoLei moiaep>KuBaroIIei 1030H,
Kak ykazaHo B Ta0umue 5.

JlanHble O MpPUMEHEHUM TMpenapara IDKCOMNTHS Yy JeTed Miaame 5 JIeT ¢ S3BEHHBIM KOJIUTOM
OTCYTCTBYIOT.

Cnoco6 IIPUMCHCHUA

ITonkoxHO.

[Tpenapat BblITyCcKaeTCsl B OJHO030BBIX MINpuiax mno 0,8 mir.

KonuyectBo ananumymaba B mmpuiie:0,8 vt — 40 mr.

Jleuenne npenaparoM OKCAOMNOTHUS NPOBOJUTCS IMOJA KOHTpoJieM Bpada. Eciau Bpau cuuraer 310
BO3MOYHBIM, TO TIOCJI€ COOTBETCTBYIOLIETO OOYUYEHMsI TEXHUKE IMOJKOXHBIX MHBEKIMH MalMeHThI
MOTYT CaMOCTOSITEIbHO BBOAUTH ce0e mpemnapar.

[Tpenapat DxcamMnOTHs BBOJAT MOAKOKHO B 00JacTh Oepa win >kuBOTa. MecTa HHBEKIUN ClleqyeT
yepenoBarb. HenomycTumMo BBOIWUTH HOBbIE HMHBEKIMM HAa Y4YacTKaX C YyBCTBUTEJIBHOM,
MOBPEKICHHOMU, ITIOKPACHEBIIEH WIH YIITIOTHEHHOU KOXKEH.

PactBop cnemyeTr ocMOTpeTh mepes BBEACHHEM Ha NpPEIMET HaJIW4yusl MOCTOPOHHUX YacTUI[ U
M3MEHEHUS 1[BETa.

[Tpenapat DkcoMOTHS HE CIEAYyeT CMEUIMBATh B OJJHOM ILITPUIE WK (pIIaKoHE ¢ JHOOBIMHU APYTUMH
JIEKapCTBEHHbIMHU TpenaparaMu. OCTaBIIMKCA pPacTBOP M HCIIOJIB30BAHHBIE MaTE€pHalIbl CIEAYET
YTUJIN3UPOBATb.

Ecnu ouepennas uHbeKUMs mpernapaTta OKCOMOTHS OblUla CIlydalHO MpPOIyIIeHa, HE0OXOAUMO
NPOBECTH MHBEKIUIO CPa3y, KaK TOJbKO 3T0 Oyner oOHapykeHo. Cremyromnias MHbEKUIUS TOJDKHA

OBITh IMpoBEACHA B COOTBCTCTBUHU C 3aIJIAHUPOBAHHLIM PAaHEC Tpa(l)I/IKOM.



COOTBETCTBYET DKCINEFTHOMY QOTYHETY
ot 19.08.2025 N2 20614

Moxer BO3HMKHYTh HEOOXOXMMOCTH BO | BDEMCHHOM- X PGKPAMICHHY- (HDUNCHOHNS, Tipenapara,

HalpuMmep, mepen XHPYPrHYSCKUM BMENTATCIIECTBOM W B Clyddc  pasBUTHA  CEPBE3HOTO

UH(EKIIMOHHOTO 3a00JIeBaHusI.

CornacHO MMEIOIIUMCS JTAHHBIM, BO30OOHOBJIICHUE JICUCHHS aIaTAMyMa0OM IIOCJIE€ €r0 OTMEHBI B

Teyenne 70 mHeld WM OoJiee BBI3BAJO KIMHUYECKHH OTBET TAaKOH K€ HHTEHCHBHOCTH, KakK IO

IpeKpaleHus npyuemMa mnpenapara, ¢ aHaJOTHYHbIM NpoduieM 6€30MacHOCTH.

I/IHCprKIII/Iﬂ IO MOATOTOBKE U IIPOBECACHUI0O UHBbECKIIMH NIPENIaparTta IKcIMITHS B OJHOI030BOM

mnpuie

1)

Tloozomoska

2)

TimarenbHO BbIMOITE pyKU. JlocTaHbTE OJIMH LIIPHUIL C IPENapaToM DKCOMITUS U3 YIAKOBKU U
OJIHY TIPOIUTAHHYIO CHHPTOM Cal(PeTKy M MOJOXKHTE MX Ha YUCTYIO MOBEpXHOCTb. OOpaTuTe
BHUMaHUE Ha JaTy MCTEYEHHMs] CpOKa TOJHOCTU IIpernapaTa, yKa3aHHyl0 Ha mmpuue. He
MCIIOJIb3YHITE Mpenapar Mocie 1aThl HCTEYEHHs] CPOKa F'OTHOCTH.

[Tpenapat DKcoMNTUS MpeACTaBIsIeT COOON MPO3padyHbIi WM OMaJeCUUPYIOLINHA, OeCIBETHBIH
WIM CJIeTKa JKenTeld pacTBop. He ucnonw3yiiTe npenapar, €ciiy KUIKOCTb MYTHas, COIEPKUT
XJIOIbSl WX YaCTULIBI WJIM U3MEHWIIA CBOM LIBET.

Buvibop u noocomoexa mecma ons unvexkyuu

e —

BriOepuTe MecTo Ha KUBOTE WIIH TMEpeTIHEN TOBEPXHOCTH Oeipa.

MecTta HHBEKIUI U CTOPOHBI CIIETYET MEHSATb.

Kaxxnoe cnenyroiee MECTO BBENEHHUS JOJKHO OTCTYIATh OT MPEIBIAYLIEr0 Kak MUHUMYM Ha
3cm.

Henb3s BBOAWTH mpenapaT B MECTO Ha KOXe, I7le uMeeTcsi O0JIe3HEHHOCTh, MOKpacHEHHE,

YIUIOTHCHHUE UJIK KPOBOIIOATCK. Ot MMPU3HAKU MOTYT YKa3bIBATbh Ha HAJIUYUC I/IH(I)CKI_[I/II/I.



3)

COOTBETCTBYET 2KCNEPTHOMY OTHETY
ot 19.08.2025 Nz 20614
MecTo uHBEKIIUHU HEOOX0AMMO 00padoTaTh cnnpqqggﬁ J‘ﬁmﬁ-‘?j?ﬁ?ﬁ] KPY{FOBBEMH JIBIRKOHIIMHU.

Beeoenue npenapama Sxcomnmus

N
45°\

4.3.

He BcrpsxuBaiite mmpuu.
CHuMUTE KOJMAYOK C MIVIbI, HE JOTPAruBasiCh 0 UIJbl U n30eras MPUKOCHOBEHUS K JIPYIMM
IIOBEPXHOCTSIM.
OnHOI1 pyKO# BO3BMHUTE B CKIIAJIKYy 00pa0OTaHHYIO KOXKY.
B npyryro pyky BO3BMHUTE WINpHUL, J€pKa €ro nox yriaoM 45° K IOBEPXHOCTH KOXKH,
rpaJyupOBaHHON NOBEPXHOCTBHIO BBEPX.
OpHUM OBICTPBIM JIBUKEHHUEM IOJHOCTBIO BBEJIUTE UTITY B KOKHYIO CKIIAJIKY.
[Tocne BBEIEHMS UIJIBI OTIIYCTUTE CKIIAIKY KOXKH.
Bsenure Beck pacTBOp B TeUEHHE 2—5 CEKYHI.
[Tocne BBeneHus pactBopa (Koraa mmpui] OyAeT MyCThIM) U3BJIECKUTE UTITY U3 KOXKH, TIOJT TEM K€
YTJIOM.
Crnerka nmpuXMHTE KyCOYKOM MapiH 00JacTb MHBEKIMU B TedeHHe 10 cekyHH, HO HU B KOEM
clly4ae He TPUTE OBEPXHOCTh. VI3 MecTa MHBEKIIMN MOXKET BBIIEIUTHCS HEOOJIBIIIOE KOJIUYECTBO
KkpoBH. [Ipu jxenaHnyM MOXKHO BOCIIOJIB30BaThCS IIACTBIPEM.
He ucnons3yiite nocie MHbEKIMY IIIPULL TOBTOPHO.

IIporuBomnoxkasanus
['nnepyyBCTBUTENBHOCTD K aJaTUMyMaldy WM JII0OOMY KOMIIOHEHTY Ipenapara, yKa3aHHOMY B
paznene 6.1.
JHerckuit Bo3pact 1o 18 ner (kpome mauueHToB ¢ 2 et ¢ KOUA, nmanueHToB ¢ 6 yer ¢ BK
(cpemHeTsDKeNo WM TSDKEJNOM CTeNeHu), MalMeHTOB C 6 JeT C aKTUBHBIM OJHTE3UT-
ACCOLIMMPOBAHHBIM APTPUTOM, MALUEHTOB C 4-X JIET ¢ XPOHUYECKUM OJISIIEUYHBIM IICOPHA30M,
maryedToB ¢ 12 jer ¢ akTuBHBIM [T, marueHToB ¢ 2-X JeT ¢ HeMH(PEKIIMOHHBIM MTEPEIHUM YBEUTOM,
MAIICHTOB C 5 JIET C S3BEHHBIM KOJIIUTOM CPETHETSKEIION U TSDKEIION CTeIeH ).
Wndexunonnsie 3a001€BaHus, B TOM YHCIe TyOepKyIies.
CoBMecTHBIN MpUeEM ¢ aHTaroHucTamu (hakropa Hekposa onyxonu (OHO) nnu npyrumu reHHo-
WHXEHEPHbIMU  OMOJIOTMUECKHMHU MPOTHUBOPEBMATHUYECKMMM  IIpernaparaMu  (Hampumep,

aHaKMHpa U abaTarenr).



COOTBETCTBYET QECMNEPTHOMY OTHETY
ot 19.08.2025 Ne 20614
e Cepnevnas HEOCTaTOYHOCTh CPEIHEN MK Tﬂﬁ(@pﬂﬁ,ﬁfﬁﬂfﬁmmlﬂ\q I@:Xﬂﬂgpﬂgﬂwﬂﬁ KJ1ace

no knaccupukanun NYHA).
44. Oco0Oble yka3aHUs U MepPbI NPETOCTOPOKHOCTH NP IPUMEHEHUH
Undekunu
[TatmenTsl, npuHuMatone aHTaroHucTsl MHO, OGonee mNOABEpKEHBI PA3BUTUIO CEPHE3HBIX
uHdeknmii. Hapymenne QyHKIUM JErkuxX MOXET MOBBICHTH PUCK pa3BUTUS MH(eKImid. B cBs3u ¢
9THM, CJelyeT TIaTeIbHO HAOMI0JaTh MAlMEHTOB Ha MpeIMeT NOABICHUS UHPEKIHHA, B TOM YUciie
TyOepKyne3a, 10 Hayaja JICYEHHs,, BO BpeMs JICUEHHUs U I0CJIEe OKOHYAHUS JICYEHUs INpernapaTom
OkcamnTus. [1ockoNbKy MOIHOE BhIBEEHHE aJadnMyMada MOXKET 3aHUMATh J0 YETHIPEX MECSIIEB,
HE00XO0IMMO MPOJODKUTH HAOJIIOEHUE B TEUEHHUE JAHHOTO MEPHUOo/a IMOCe BBEACHUS MOCIETHEH
J103BI IIperapara.
He cnenyer HauMHaTh JieueHUe npenapaToM DKCOMITHS Y MALMEHTOB C aKTUBHON MH(pEKLuel, B TOM
YHCJIe XPOHUUYECKON WM JIOKAJIM30BaHHOW, NTOKa OHA HE Oy/eT BbUIeUEHA. Y MalMEHTOB, KOTOPbIE
OBUIH TIOJIBEPIKEHBI TYOCPKYJIe3y, U y MallMeHTOB, KOTOPBIE MyTEIIECTBOBAIN B PAailOHBI BEICOKOTO
pHcka TyOepKyJie3a WM S3HAEMUYECKOr0 MUKO03a, HallpuMep, TUCTOINIa3M03a, KOKIIUINOUIOMUKO3a
Wi 6JaCTOMMKO3a, CJIEAYEeT OLICHUTh PUCK M I0JIb3Yy JICUEHHs MpernapaToM DKCIMIITHS 10 Hadaia
Tepanuu (CM. OJIpa3IeN «/[pyeue onnopmyrHucmuieckue uH@Gexyuuy).
[TaneHTOB, Yy KOTOPBIX pa3BHUiach HOBas WHQEKIUS BO BpPEeMs JICUCHHUS MpernapaToM DKCOMIITHS,
cileflyeT TIATeJbHO HaONI0JaTh M IPOBECTU IOJIHOE JUarHoctuueckoe obciepoBanue. Cremyer
IIPEKPAaTUTh BBEJEHHUE Ipenapara OKCOMIITHSA, €CJIM y IallMeHTa pPa3BWJIACh HOBAas CEpbE3Has
MH(QEKIMST WM CEelCUC, M CleAyeT HayaTh COOTBETCTBYIOIIYIO IPOTUBOMHUKPOOHYIO WIIU
IPOTUBOTPUOKOBYIO TEpanuio, Moka MHQpeKuus He Oyner mposiedyeHa. Bpauu TOMKHBI IPOSBIATH
OCTOPOKHOCTB IIPH PACCMOTPEHNUHN BO3MOXHOCTH IPUMEHEHHUS Npenapara DKCAOMITHS y MallUEHTOB
C peuuaAMBHpYIoLIel HH(peKIell B aHaMHe3€e WIN IIPU HAIWYMU COCTOSIHUM, IPeApacroararomux K
pa3sBUTHIO HH(EKIUI, B TOM YHCIIe IPU IPUMEHEHNU COMYTCTBYIOIMX UMMYHO/IETIPECCAHTOB.
Cepbve3snble unghexyuu
Coo01manock 0 ciy4asix Cepbe3HbIX MH(EKIIUNA, B TOM YHCII€ CETICUCA, BBI3BAHHBIX OaKTepUaILHOM,
MHUKOOAKTEpUaNbHOM, HMHBa3sUBHOM TIpUOKOBOM, Mapa3uTapHOW, BHPYCHOM WM  Jpyroi
OMIOPTYHUCTUYECKON MH(EKIUEH, HampuMep, JTUCTEPUO30M, JETHOHEIJIE30M U MTHEBMOLIUCTO30M Y
MAIMEHTOB, OJYYaIOLUX agaIuMymao.
Hpyrue cepbe3nble MHPEKIUHU, HAOIIOIABIIUECS B XOJ€ KIMHUYECKUX HCCIIEIOBAaHUM, BKIIOYAIOT
HEBMOHUIO, TNHEJIOHE(PPUT, CENTHYEeCKUH apTpurT U centuuemuto. Coobmanoch 0 Ciydasx
TOCHUTATIM3AMY WK CMEPTEIHLHOT0 UCX0/1a, CBA3aHHBIX C Pa3BUTHEM HH(EKIINH.
Tybepkynes
Coo0mmanock o ciaydasx TyOepKyJie3a, B TOM YHCIEe peaKTUBAIlUA U HOBOTO Pa3BUTHS TyOepKyie3a y

ManucHTOB, MOJYYaBIINUX a)laJ'II/IMYMa6. COO6H_ICHI/I$I BKJIIOYAJIM CIIy4dad JICTOYHOI'O U BHCJICTOYHOTI'O
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COOTBETCTBYET IKCINEFPTHOMY OTYETY

ot 19.08.2025 N2 20614
T.€. JWICCEMUHUPOBAHHOTO TybepKynesa. (NOCNENOBATENBHOCTE 0005)

o Hayana Tepanuu npenapaToM DKCOMITHST, CIEAYET IIPOBECTH ONCHKY Ha HATMINT aK THBHOTO VITH
HEaKTHBHOTO («IATEHTHOTO») TyOepKyJjes3a y BceX MalHeHToB. /laHHas olleHKa JOJDKHA BKIIOYAThH
NOApOOHYI0 MEIUIIMHCKYIO OILIGHKY TyOepKyJe3a B aHaMHE3e NalMeHTa WX BO3MOXKHOTO
IpeIbIAYIIEero KOHTAKTA C JIF0JIbMH C aKTHBHOHM (hopMoii TyOepKyJie3a U npeAbAyIIel W/ Wi TeKyIei
Tepanuel UMMyHoOJenpeccaHTaMu. HeoOX0MMMO BBITIOJTHEHUE COOTBETCTBYIOIIUX CKPUHHHIOBBIX
TECTOB (2 UMEHHO, TyOEpKYJIMHOBOW KOKHOM MPOOBI M pEHTTeHa IPYAHOM KIETKH) y BCEX MAllUeHTOB
(BO3MOXHO IPUMEHEHHE MECTHBIX pEeKOMeHJauuil). PekoMmeHayercs perucrpauusi MpoLEaypbl
NPOBEJICHUSI U PE3yJIbTATOB ATHUX TECTOB B JIMYHOW KapTOUKe ManueHTa. Bpauu, Ha3Havaromme
JICYCHHE, JTOJDKHBI IOMHHUTH O PUCKE JIOKHOOTPHIIATEIILHBIX PE3YJIbTATOB TYOCPKYJIMHOBOW KOXKHOM
poOBI, 0COOCHHO Y MAIIMEHTOB C TsDKeIoi (popmoii 3a00eBaHuUs WA OCIIA0JIEHHBIM UMMYHHUTETOM.
Ecnu nuarHocTHpoBaH aKTHUBHBIA TyOepKyye3, TO HE CJleIyeT HauyuHATh TEepPaIHio IMPernapaTom
OxcamnTus (cM. pazaen 4.3).

Bo Bcex ONMUCAHHBIX BBINIC CUTYalUsX CIIEAYET OYCHb TIIATEIBHO OICHHBATH COOTHOIICHHUE
M0JIb3a/PUCK TEPAITUH.

[Tpu mog03peHny Ha JIATEHTHBIA TyOepKyJie3 ClieAyeT MPOKOHCYJIBTHPOBATHCS Y Bpadya, HMEIOIIETO
OOJIBIIION OIIBIT B JICYCHUH TYOEpKyJie3a.

[lpy OMarHOCTHPOBAHMHU JIATCHTHOTO TyOepKyse3a HEOOXOIMMO IPOBECTH COOTBETCTBYIOIICE
MPOTUBOTYOEpKYJIe3HOE MPOodHITaKTHUECKOE JICUeHUE JI0 Havajia IPUMEHEHU Ipernapara IKCOMITUSL
M B COOTBCTCTBHU C MECTHBIMH PCKOMCHAAISMMU.

Taxoke cieayeT TpPOBECTH MPOTUBOTYOEPKYJIe3HOE MPOPMIAKTHIECKOe JIEYeHHE JI0 Hayaia
MPUMEHEHHUS Mpenapara DKCOIMITHS Y MAlIMEHTOB C HECKOJIBKUMH WJIM 3HAUMMBIMH (haKTOpaMH PHCKa
pa3BUTHs TyOepKyJe3a, HECMOTPsl Ha OTPUIIATEIbHBINA pe3yNbTaT TecTa Ha TyOepKyles, a Takke y
MNanuceHTOB C MNPOULJIBIM JIATCHTHBIM HJIM aKTUBHBIM TY6epKy.]'IC3OM B AaHAMHE3C, JId KOTOPBIX
HEBO3MOXKHO TTOATBEPIUTH MPOBEJICHHUE a/IEKBATHOTO Kypca JICYCHUSI.

Hecmotps Ha mnpodunakTudeckoe IledeHue TyOepKylie3a, OTMEYaauCh CIydau peakTUBALUU
TyOepKyle3a y MalMeHTOB, MOMYYaBIIUX JIedYeHHE aganuMyMmMadboM. Y HEKOTOpBhIX MaIMeHTOB,
YCIIENTHO TPOMICJIINX JIEYCHHE AaKTUBHOTO TyOepKyJie3a, HaOJro/laloch IMOBTOPHOE pa3BHTHE
TyOepKyJie3a BO BpeMs JISUeHUs aJaluMyMadoM.

[TarueHTaM AOKHBI OBITH JAHBI YKa3aHHS MO OOpPAIIECHUIO 32 MEAMIIMHCKOW MOMOIIBI0 B CIy4ae
MOSIBJICHUS TPU3HAKOB/CUMIITOMOB, YKa3bIBAIOIIMX Ha TyOepKyle3Hyl WHQEKIU (Hampumep,
HETpEeKpaIaronMics Kallelb, UCTOIICHUE/CHIDKEHHE MacChl Tena, cyodeOpripbHas TeMreparypa
TeJa, BSUTOCTB), BO BPEMSI HITH TIOCIIE TEPAITHH TIPenapaToM DKCOMITHS.

pyaue onnopmyHnucmuyeckue uHgexyuu

OnmnopTryHucTHYeCKUE MH(EKINH, B TOM YHCIIe MHBA3UBHbBIE IPHOKOBBIE MH(EKITNH, HAOIIOIATICh Y

ManucHTOB, MOJTy4YaBIINX aJIaJ'II/IMYMa6. Ot HH(i)eKHI/II/I HE BCCraa BbIABIAINUCH JOJIKHBIM 06p330M y
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NAIUEHTOB, NpUHUMABIIKUX aHTaroHucTs! | GHO, 9o, .:pglfp?%ngéof.. K336 PP Ker B nHA3HAYCHNN

COOTBETCTBYIOILIETO JICUCHNUs, @ HHOI1a U K CMEPTCIIEHOMY HCXOY-

VY nmanueHToB ¢ TaKMMU INPU3HAKAMU M CUMIITOMAaMH, KaK JUXOpaaKa, HEJOMOTaHUE, CHUKCHHE
Macchl Tela, MOTJIMBOCTb, Kalllelb, OJIbIIIKA 1/HIU HHPUIBTPATH JETKUX, THO0 APYTUMH CEPhE3HBIMU
CHCTEMHBIMU 3a00JIEBAHUSMHU C COITYTCTBYIOLIMM IIIOKOM M 0€3 HEero, clielyeT M0oJ03peBaTh pa3BUTHE
WUHBa3UBHOW TIpHOKOBOM HMHQEKIMH, U BBEIEHHE Ipernapara OKCAMITUSA JOJDKHO ObITh
HE3aMeUITUTEIBHO MPEeKpalieHo. J(narHocTuky U MpUMEHEHUE SMIIMPUYECKON MPOTHBOIPUOKOBOM
TEpanuy y JaHHBIX MAIUEHTOB HEOOXOIMMO MPOBOJUTD MOCIIE KOHCYJIBTALMU C BPAuOM, UMEIOIIUM
OIBIT B JICYEHUU NALIUEHTOB C MHBA3UBHOM rprOKOBOM HHEKIMEH.

Peaxmusayus cenamuma B

PeaxtuBanus renatura B nabmoganack y mannMeHToB, noiny4aBiux antaronuctsl ®HO, B TOM uucie
amanuMymal, W SBISBIIMXCS XPOHHMYECKUMH HOCHUTEIISIMH 3TOTO BHpYyca (T.€., TOJOXHTEIbHBIH
pe3ynbTaT Ha NMOBEPXHOCTHBIM aHTUreH). HexoTtopble ciayuyaum ObUIM CO CMEPTENbHBIM HCXOIOM.
[lepen HawyanmoM jeueHHs mpenapaToM DKCOMITHUS MAUEHTaM HEOOXOIUMO BBINOJHUTH TECT Ha
uHpekuuo Bupyca renatuta B (BI'B). [lanuentam ¢ MONOXKHUTENbHBIM pE3yJlbTaTOM TECTa Ha
uHdexuio BI'B pekoMentyeTcst KOHCYIbTalMs Bpaya, MMEIOIIEro OIBIT B JICYCHUH renartura B.
Hocureneit BI'B, Hyxjaromuxcs B JIEYEHUM IpenapaToM OKCOMITHS, HEOOXOAMMO TILATEIbHO
Ha0JI01aTh HA HAJIMYKE MTPU3HAKOB U CUMITOMOB akTHUBHOM MH(pekuuu BI'B Ha npoTskeHun Beero
IIEpUOJA TEPAlMK U B TEUEHUE HECKOJIBKMX MECSLEB I10CIIE €€ IPEKPALCHUS.

Jocrarounble AaHHBIE N0 JIEYECHHIO MMALIMEHTOB, SBIAIOMKXCA HocuTenssMu BI'B, ¢ mpumeHneHnem
IPOTUBOBUPYCHOW Tepanuu B couetaHuu ¢ antaronncramMmu @HO 1 npoduinakTUKN peakTUBALUN
BI'B orcyrcrBytor. Ilpn peaktuBanmu BI'B y manueHTOB nprMeHeHHE mpenapara OKCOMITHS
clleflyeT NMPEeKpaTuTh U HadaTh 3(PPEKTUBHYIO MPOTUBOBUPYCHYIO TEPANHIO C COOTBETCTBYIOLIUM
MTO/IEPKUBAOIINM JICUEHUEM.

HeBposornueckue 0CI0KHEHUS

B penxux ciyuasx npumeHenue antaronucros ®HO, B Tom yncie aganumymada, ObIJIO CBSI3aHO C
HOBBIM pa3BUTHEM WM OOOCTPEHHEM KJIMHUYECKHX CHMOTOMOB W/WIM paguorpaduyeckux
NPU3HAKOB JIEMUEIMHU3UPYIOUIET0 3a00JIeBaHUsI LEHTPAJbHOW HEPBHOM CHCTEMBI, B TOM 4HCIIE
paccesHHOrO  CKJIepo3a W HEBpPUTAa 3pUTEIBHOIO HEpBAa, a Takke Nepupepudeckux
JeMUEIMHU3UPYIONIHX 3a0051eBaHuil, B TOM uncie cuHapoma [ uitena-bappe.

Bpawam, Ha3HauaromuM JIe4EHHE, CIEAYET MPOSBIATH OCTOPOKHOCTh IPU PACCMOTPEHUU
BO3MOXXHOCTH TPHUMEHEHHUs Mpernapata DKCOMOTHS Yy MAlUEHTOB C YXK€ CYLIECTBYIOIIMMHU HIIH
HEJAaBHO BO3HUKUIMMH AEMUETMHU3UPYIOIIUMHU HApYLIIEHUSIMHU HEHTPaIbHOU WK nepudepruecKoit
HEpPBHOH cHCTeMBl. B cioyuae pa3sBUTUS ONMCAHHBIX BBILIE SBJIEHUH CJIEAYET PACCMOTPETH
BO3MO>KHOCTb OTMEHBI ITpenapaTa JKCOMITHS.

[Toxazana accomuais MPOMEKYTOUYHOTO YyBEUTA C JEMUCITUHU3UPYIOMUMH 3a00JICBaHUSIMU
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LICHTPAIbHOW HEpBHOW cucTeMbl. Jlo Havdna Tepanpi, APSAApaToM I?Iﬁ?MWHgIYﬁ HAUMEHTOB €

HeI/IH(l)eKHI/IOHHBIM HpOMG)KyTOqHLIM YBCI/IT M HCOOXOAMMO HIPOBCACHUC OUCJICOBbdHN Y Hd 11PC/IMCT
HaJIMYUs AEMUEITMHU3UPYIOLUX 3a00JI€BaHUN IEHTPaIbHONW HEPBHON CUCTEMBI.

AJIJIGDI‘ MYCCKUEC pCAKIINHU

B Xxozme KIMHHUYECKHMX WCCIEIOBAaHUN CEPbE3HBIC AJUIEPIMUYECKUE PEaKIUU, CBS3aHHBIE C
IpUMEHEeHHEeM aJanuMymala, HaOIoJaIMch penko. B xone KIMHMYECKUX HCCIIEOBAHUN Clydyau
HECEPhE3HBIX AJUICPTHUYECKUE PEAKIIMi, CBS3aHHBIX C NMPUMEHEHWEM aaanuMymaba, HaOIoqannch
HEYacTO. BTN MoTydeHbl COOOIICHHSI O CTyYasX Cephe3HbIX ANIEPTUISCKUX PEAKIIHiA, B TOM YHCIIE
aHapuIakcuy, TOCJe BBeAeHUS aganuMmymadba. B cimydae BO3HMKHOBEHMSI aHA(pUIAKTHUECKOM
peaKuu Wi Jpyroi cepbe3HON ajliepruyeckoi peakiuy BBeJIeHUE Ipernapara DKCIMIITHUS CIeTyeT
HE3aMeJIUTEIbHO MPEKPATUTh U HAYaTh COOTBETCTBYIONIYIO TEPAIIUIO.

HO,ZIaBJ'IeHI/Ie HUMMYHHUTCTA

B xone uccnenoBanus y 64 namuentoB ¢ PA, monyyaBmimx JICUeHHE aalliMyMadoM, Kakue-i1ndo
MPU3HAKHU MOJJaBJICHUS TUIIEPUYBCTBUTEIHLHOCTH 3aMEIJICHHOT'O THIIA U YPOBHS UMMYHOTTIOOYJIMHOB,
nin u3mMeHenus B uucie T-, B-, NK-kierok-3¢dexropoB, MOHOIIUTOB/MaKpodaroB 1 HEUTPOPHUIOB
OTMEYEHBI HE OBLIH.

3J10KaYeCTBEHHBIE HOBOOOpa30BaHus v JIuMdorpoaudepaTuBHbIE HAPYIIICHUS

B xozme koHTpoiMpyeMol 4acTH KJIMHHYECKUX HccienoBaHuil aHtaroHucroB ®HO nabmonanoch
Oonblle CIy4aeB 3JI0KAUECTBEHHBIX OIMYyXOJe, B TOM uucie JUM(POMBI, CpPeau IalUueHTOB,
nosrydaBimux aHtaronuct ®HO, B cpaBHEeHNH ¢ MallMEHTaMU KOHTPOJIbHOM TPYIIIBL.

OpnHako OHM cy4yaluch pellko. B mocTpeructpalnoHHbIN Nepro1 coo0Ianoch o ciyvasx JeMKkeMun
y MalMeHToB, noiaydyaBmux jedeHue anraronucrom ®HO. [Tanuentsr ¢ PA ¢ npoaoKUTENbHbIM,
OYCHb AKTUBHBIM BOCHAJIMTEIbHBIM 3a00JIeBAaHHEM, 3aTPYIHSIOLUIMM OLICHKY PUCKa, MOIBEPIKEHBI
HauOO0JIbIIEMY OCHOBHOMY PUCKY pa3BUTHsI TUMQPOMBI U JielikeMuu. COriaCHO UMEIOLIUMCS JTaHHBIM,
HeNb3s HCKIII0YaTh BO3MOXHBIA pUCK 00pa3oBaHusA JUM(OMBI, JIEHKEeMUH U JAPYTUX
3JI0Ka4E€CTBEHHBIX OIYXOJIEH Y NAIMEHTOB, NOMyJyaronux jgeuenue anraronucrom ®HO.

B noctperucTpaiioHHbIi epro cOO0IANOCH O CIyYasiX 3JI0KaueCTBEHHOM OITyX0JIH, HEKOTOPBIX CO
CMEpTEIbHBIM UCXOJI0M, CPEM I€TEM, OIPOCTKOB M MOJIOJIEXKH (B BO3pacTe 10 22 JIET), MOTyUYaBIIMX
nedenue antaronucramu ®HO (Hauano Tepanuu B Bo3pacte <18 jeT), B TOM 4ucie agaiuMmyMadboM.
[TpuMepHO B MOJOBHHE cay4yaeB 3TO Oblia TuMdoMa. B ocTanbHbBIX ciyyasx 3TO ObLIM pa3IndHbIE
3JI0KAYECTBEHHBIE OIYXOJIM W B TOM YHCJIE PEIKHE 3J0KAUECTBEHHBIE OIYXOJM, KaK IPABUIIO
CBsI3aHHBIE C MOJaBJICHHEM UMMYyHHTeTa. Henb3s ucKkiIo4aTh puck 00pa3oBaHuUs 3I0Ka4€CTBEHHBIX
OMyXOJIEH Y IeTeH U MOIPOCTKOB, MOIYYarOIIUX JieueHre antaronucramu ®HO.

B nmoctpeructpanoHHbli epuo; ObUIM OTMEUEHBI peIKhe caydan T-KIeTOUHOW TUMQOMBI TEYeHN
U CeJIe3€HKH Yy MaIlMeHTOB, MOJIyYaBIINX JIEYeHUE afanuMymadoM. Jta peakas ¢popma T-kiieTouHOR

TuM(OMBI IMEET OYeHB arpeCCUBHOE TeUEHUE 3a00JIeBaHUS M, KaK TIPABUIIO, SIBISIETCS CMEPTEILHOM.
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[Ipu npumeHeHun ananuMymada HaOIIOIAINCh HEKQTOPLIG ?Hytf%nl | |BORHUKHOBCHH | TaKoi

T-xneTounoi TMMGOMBI TIEUYEHHU U CENIE3EHKI Y MOTOABIX TTAINCHTOB TIPH CONY TCTBYTOIICM JICICHIT
A3aTHONPUHOM HJIM 6-MEPKaNTOIYpPHHOM IO TOBOJY BOCHAIUTEILHOTO 3a00JI€BaHUSI KHUILIECUYHUKA.
Crnenmyer TIIATENBHO YYUTHIBATH IMOTCHUUAIBHBIA pPUCK NPUMEHEHHS a3aTHONpPUHA WU 6-
MEpKaNToIyprHa B KOMOMHAIIUY C TIPerapaToM DKCOMIITHUSI.

Henb3s uckimouaTh puck pa3BuUTUS T-KiIeTOYHOW TUMGOMBI MMEYEHH U CEJIE3CHKH y MalleHTOB,
MOJTyYaroluX JIeueHUe npernaparomM JKkeomnTus (cm. paszaen 4.8).

HccnenoBanust ¢ BKJIIOYEHHEM I[IAlIUEHTOB CO 3JI0KAYECTBEHHOM OIyXOJbl0 B aHaMHE3€ WIIHU
MPOJODKUBIINX JIEYCHHE MpenapaToM DKCAIMITHS MOcie 00pa30BaHUs 3710KaUYECTBEHHOW OMYXOJU
HE TPOBOAMIUCH. TakuM 00pa3oM, CieyeT MPOSIBISTh KPAHIO OCTOPOKHOCTh IMPU Ha3HAUYEHUU
JIEUEHUs IIpernapaToM DKCOMIITHS y TaKUX NAUEHTOB (cM. pa3zaen 4.8).

Bce manumeHTHl, B YaCTHOCTH MAlMEHTHl C PACIIMPEHHOW Tepamueld MMMYHOJCIPECCAaHTaMHU B
MEAMIIMHCKOM aHaMHe3€ WM NanueHTsl ¢ mncopuazoMm ¢ [IYBA-tepanueil B aHamHe3€e TOJIAKHBI
MPOXOIUTH 00CIeI0BaHUE HA HAJTMYKMe HEMETAaHOMHOTO paka KOXKH JI0 Havaja U BO BpeMs JICUCHHS
npernapaToM OkcaMmOTHs. Takke cooOmianoch O ciaydyasX MEIaHOMBI U KapIUHOMBI U3 KIJIETOK
Mepxkenst y malueHToB, mojydyaBiux jgedyeHue antaronucramu ®HO, B ToM dncie againMmymadom
(cm. paznen 4.8).

B xoxe mouckoBOro KJIMHHYECKOTO HMCCIEIOBAaHUS MO OLEHKE MPUMEHEHUsS IPYroro aHTaroHHCTa
®HO, unpnukcumaba, y MalMEHTOB C XPOHUYECKOW OOCTpYKTUBHOHM Oose3Hbto yierkux (XOBJI)
CpeIHEH WM TSKEJIOM CTemeHW TSHKECTH cooOlanocs Oosblie  ciiydaeB 00Opa3oBaHUS
3JI0KaYECTBEHHBIX OIyXOJieH, B OCHOBHOM B JIETKOM, JMOO B TOJIOBE U lIee, y NaIHUEHTOB,
NOJyYaBIIUX JeYyeHHe MHQIMKCUMaOoM B CPaBHEHUH C MAaIlMEHTaMM KOHTPOJBHOW Tpymnmsbl. Bce
NalMeHThl HMENN aHaMHe3 3asJIor0 KypWwiblIMKa. B CBs3u ¢ 3TUM, ciemayeT coOioaaTh
OCTOPOKHOCTB MPU MPUMEHEHNH Kakoro-nmnbo antaronucra ®HO y manuentoB ¢ XOBJI, a Takxke y
NAIMEHTOB C MOBBIIIEHHBIM PUCKOM 00pa30BaHMs 3710KaUE€CTBEHHOW OMYXOJIH O MPUUUHE 3a5JI0T0
KypeHusl.

CornacHo UMEIOIIMMCS JaHHBIM HEM3BECTHO, BIIUSET JIM JICUEeHHE aAaTuMyMaboM Ha PUCK Pa3BUTHS
JCTITIA3UH WM paKa TOJICTOM KUIIKH. Bce MaruenTsl ¢ I3BeHHBIM KOJTUTOM, HAaXO/SAIINECs B TPYIIIE
TIOBBIIIEHHOTO PUCKA Pa3BUTHS AMCIUIA3MHM WM paka TOJCTOM KHINKK (HampuMmep, MAIMEeHTHI C
IPOIOJDKUTEIBHBIM S3BEHHBIM KOJUTOM WM MEPBUYHBIM CKJIEPO3UPYIOLUIMM XOJAHTMTOM), WIH C
npeablAyIIel AUCIuIa3uel Uik pakoM TOJICTON KHUIIKHM B aHaMHe3€ JOJDKHBI PETYJISIPHO MPOXOAUTh
oOcienoBaHUe MO MOBOJXY IUCIUIA3MM JO0 Hayajla Tepanud W Ha NPOTSHDKEHWH BCEro IMepuoja
3a0oneBanus. JlaHHas OIEHKA JOJDKHA BKJIIOYATh KOJOHOCKONMHMIO M OHMOICHIO B COOTBETCTBUU C
MECTHBIMU PEKOMEH IALHSIMH.

['eMaTOJOTMYSCKHUE PEAKITUM

Coo0manoch 0 penKuX CcIydasx IMaHIIMTOINCHHH, B TOM YHCIIE alJJACTUYECKONW aHeMHH, TpHU
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npuMeHeHun anTaronuctoB ®HO. Coobuialiocs o HEHKGIATLIT HERR ﬂ.l})‘l[?l-ﬂl/ﬁ[_)i GQ CTQPOHEL CHCTEMbI

KPOBH, B TOM YHCJIC KIMHUYECKH 3HAYUMOI
Npu NpUMEHEHHH ananumymada. Bcem mamumeHTam BO BpeMs JIEUEHHUs MpenaparoM ODKCAIMITHUS
JOJKHO OBITh PEKOMEHJIOBAHO HEMEIJICHHOE OOpalieHHe K Bpady, €Clu y HHX HaOJI0aloTCs
CJICAYIOIINE TPU3HAKU M CUMIITOMBI: TIOCTOSIHHAsI JIMXOPaJKa, KPOBOMOJATEKH, KPOBOTCUCHUE WU
0JICITHOCTB. Y TAIMEHTOB C TOATBEPKACHHBIMU 3HAUYNTEIbHBIMU OTKJIOHEHUSIMH T€MAaTOJIOTHIECKUX
MoKa3aTesiel OT HOPMBI CIEAYET PacCMOTPETh BO3MOKHOCThH MPEKpAIlleHUs] Teparuu MpenaparomM
DKCOMIITHS.

BaknuHanms

B xoxe uccnenoBanus y 226 B3pOCibIX NalMeHTOB ¢ PA, momyyaBmmx JiedeHUE afaluMyMaOoOM WIIH
miane6o, HaOMIONaNNCh aHAJIOTHMYHBIE OTBETHl AHTUTEN HA CTAaHJAPTHYIO 23-BaJCHTHYIO
MMHEBMOKOKKOBYIO BaKIMHY M TPEXBaJEHTHYIO BakKIMHY MPOTUB BUpyca rpunma. [laHHeie Mo
BTOPUYHOU Tiepenade MHPEKIUN Yepe3 )KUBbIC BAKIMHBI y MMAMEHTOB, MOJIYYAIONINX agaiuMymad
OTCYTCTBYIOT.

[TarueHnTaM JETCKOTO BO3pacTa PEKOMEHIYETCs, €CIM 3TO BO3MOXKHO, MPONTH BCE COBPEMEHHBIE
BaKI[MHAIIMA B COOTBETCTBHHM C JCUCTBUTEIBHBIMM PYKOBOJCTBAMHU I10 BaKIMHALMKA [0 Havasa
Tepanuu mpenapaToM IDKCOIMIITHUSA.

[TauueHTsl, NpUHUMAKOUIUE NpenapaT IKCIMITHUS, MOTYT HPONTH COIMYTCTBYIOIIYIO BAKIIMHALILIO, 32
UCKIIIOYCHHEM JKUBBIX BaklIMH. He pekoMeHayeTcss BBEICHHE JKMBBIX BaKIMH MJIAJICHIIAM,
MOJABEPTHYTHIM BO3JICHCTBHIO aganumMymaba B yTpoOe Marepu, B TEUEHHE S5 MECSIEB IMocie
MOCJIeTHEeW UHBEKITUHU aaliuMyMada MaTepH BO BpeMsi O€pEMEHHOCTH.

XpoHMYECKas cepAcUHas HeI0CTaTOYHOCTh

B xone kIuHHUYECKOro HMccieloBaHUs ¢ MpUMeHeHueM apyroro antaronucra ®HO nabmromanock
yXyALIeHue XpoHHUYecKol cepaeuHoil HemocratoyHocTd (XCH) U  MOBBINIEHHBIM ypOBEHb
cmeptHocTH B pesyibTare XCH. Taxke coobmanoce o ciydasx yxyamenus XCH y mauuenros,
noigy4aBmux agaauMmymal. CreayeT ¢ OCTOPOXKHOCTbIO TNPHUMEHATh Mpernapar OKCOMOTHS Yy
MAIMEHTOB C JIETKOU cepredHoi HepocTatoyHocThIo (kimace I/II mo NYHA). [Ipemapat DxcomnTust
IIPOTUBOIIOKA3aH IIPHU CEPACYHON HETOCTATOUHOCTH CPEIHEN HIIU TSKEJION CTENEHU TSKECTH.

IIpn pa3BUTMM HOBBIX WM YXYAIIEHWH CHUMITOMOB CEpPACYHONM HENOCTATOYHOCTH JIEUYEHUE
HAIMEeHTOB MpernapaToM DKCIMITHS JOIKHO OBITh MPEKPAIIECHO.

AVyTOMMMYHHBIEC IPOIIECCHI

Jleyenue mnpenapaToM OKCOMIITHS MOXKET IMPHUBECTH K OOpPa30BaHHIO ayTOMMMYHHBIX AHTUTEIN.
Bnusinue niautensHOro gedeHus npenaparomM DKCOMOTHS Ha pa3BUTHE ayTOMMMYHHBIX 3a00JI€BaHUN
Heu3BecTHO. Eciu y manuenTa HaOt01al0TCsl CHMIITOMBI, YKa3bIBAIOIIME HA Pa3BUTHE BOTYaHOYHO-
N0J00HOT0 CHHIPOMA, MPH JEUYSHUH MpenapaToM DKCOMIITUS U MOJ0KUTEIIEHOM pe3ysbTaTe TecTa

Ha aHTtUTeNna k apyxuenoueunoi JIHK, To He ciienyer npoBoauTh HalbHENIIEE JIEUEHUE TTPENapaToM
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IkcoMITHA (CM. pasaen 4.8). (MOCNENOBATENLHOCTE 0005)

OnHOBpPEMEHHOE IPUMEHEHNE OMOJIOTNUYECKIX Oa3NCHBIX TIPEIapaTOB [N JICUcHI PEBMATONIHOIO

aprpura (BIIBII) wnu autaronucros PHO

B Xxome KIMHMYECKHMX UCCICIOBAaHMNA HAOMIONAINCH CIy4ad CEpPhEe3HBIX HWHQEKIUA Mpu
OJHOBPEMEHHOM NPUMEHCHHH aHaKUHPBI C¢ ApyruM antaronucrom ®HO, staneprenrtom, G6e3
JIONOJTHUTEIBHOTO KIMHUYECKOT0 3(h(hekTa B CpaBHEHUH ¢ MOHOTEPAINUEH ATaHEePIIETITOM.

BBuny xapaktepa HeXelaTeNbHBIX SIBICHHH, HAOIIOAABIIMXCS TNPU TEpaluu 3TAHEPLENTOM B
KOMOWHAIMK C aHAKUHPOH, aHAJIOTHYHAs! TOKCUYHOCTD TAK)KE MOKET HaOII0AaThCs TP IPUMEHEHUH
aHaKWHPbI B KoMmOuHammu ¢ apyruMm anraronucrom ®HO. Takum o0pa3om, NPOTHBOMOKA3aHO
NpUMEHEHHE afainMyMala B KOMOMHAIINH C aHAaKUHPOH.

OnHOBpeMeHHOE BBeAeHUE agaiuMymaba ¢ apyrumu  Ouonormueckumu BIIBII  (mampumep,
aHakMHpOW u abatamenToM) wiM JapyruMu antaronnctamu ®HO He pexoMeHayeTcs, ¢ y4eToMm
BO3MOYKHOT'O TTOBBIIIIEHHOT'O PHCKA PAa3BUTHUS MH(EKIIHIA, B TOM YUCIIE CEPhE3HBIX MHPEKINHA 1 IPYTUX
HNOTEHIUAIBHBIX (hapMaKOJIOTHUECKUX B3aUMOJCHCTBHM (CM. pasen 4.5).

XHUpYypruueckoe BMEIIATEILCTBO

OnpIT 6€30MaCHOT0 MPOBEACHUS XUPYPrUUYE€CKUX MPOLEAYp y MALKUEHTOB, MOJYYaOLUX JEUEHUE
ajanuMyma0boM, orpannyeH. [Ipu muraHupoBaHUK MPOBEICHUS XUPYPTHUECKON MPOLEAYPHI CIEAYEeT
YUUTBIBATh JUIMTEIBHOCTb EPUO/JIA MOTYBBIBECHUS aaauMyMaa.

[TanmenTa, Hy’>XAaOLIErocs B XUPYPru4eCKOM BMEIIATENILCTBE, BO BpEMs JICUEHHs IpernapaTom
OKCOMINTHA HEOOXOIUMO TIIATEIbHO HAOJI0/aTh Ha MPEAMET Pa3BUTUS MHPEKUUN M MPUHUMATbH
COOTBETCTBYIOIINE Mephbl. OMBIT 0€3011acCHOr0 MPUMEHEHUS aganTuMymMala y HalueHTOB, TPOXOIAIINX
apTPOILIACTHKY, OTPAaHUYEH.

HenpoXxoauMocTh TOHKOW KHIIIKH

OrtcytcTBue oTBeTa Ha jnedeHue BK MoxeT ykaspiBaTh Ha HaMHuue PUKCUPOBAHHOTO (PUOPO3HOTO
CTEHO03a, HYKJIAIOIIETOCs B XUPYPrUUECKOM BMEIIATEILCTBE.

Hmeromecs JaHHBIE YKa3bIBAIOT HA TO, YTO MPUMEHEHHUE aaiuMyMaba He yXy/IIIaeT U He BHI3BIBAET
CTEHO3BI.

[TanmeHThl OYKWJIOTO BO3pacTa

Yacrota cepbe3HbIX HMH(EKIUI cpenyd NalMEeHTOB cTapiie 65 JeT, MoNy4alollux JieYeHue
ajanuMyma0oM, OblIa BBIIIE, UM Y MMAaLlMEHTOB B Bo3pacte 110 65 set. M3 o01iero uncia y4acTHUKOB
KJIMHUYECKHX HMCCIeoBaHui aganumyMatda 9,4 % Obutu B Bo3pacTe 65 neT u crapiie, a IpUMEPHO
2,0 % — B Bo3pacte 75 net u crapiie. [IoCKOIbKY B IIEJIOM Cpeau MAIMEHTOB MOXKHIIOTO BO3pacTa
yaiie BCTpedaroTcsi MH(MEKINH, cleyeT coOJolaTh OCTOPOKHOCTh NPHU Ha3HAUEHHWU Mpernapara
OKCOMITHA JaHHON KaTErOpuH MalUEeHTOB.

BcnomoraTensHbI€ BelllecTBa

Jannslil mpenapaT coaepkXuT MeHee | Mmonb (23 Mr) HaTpus Ha LIOpPHI, TO €CTh, IO CYTH, HE
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eTH
Cw. BhImIe IOapasen «BaknuHanus.
45. B3aumoneiicTBHe ¢ JAPYrMMH JIEKADCTBEHHLIMH TMpenapaTamMu W JApPyrue BH/bI
B3aNMOJAEeHCTBUSA
beumn mpoBeaeHbl UccienoBanus aganuMymada y nmanueHTtoB ¢ PA, mommaptukynsapasiv FOUA u
[IcA, npuHUMABIIKX MpenapaT Kak B KAYeCTBE MOHOTEPAITUH, TaK U B COUYETAHUU C METOTPEKCATOM.
OOpazoBanue aHTUTENl OBLIO HIDKE TPU OJHOBPEMEHHOM HAa3HAUEHUHW ajanuMymada C
METOTpPEKCaTOM B CpaBHEHHMHM C MOHOTepanueld. Bpenenue amanumymaba 0e3 MeToTpekcara
OPUBOJMIO K TIOBBIIICHHWIO OOpa30BaHUS AHTUTEN, YCKOPEHUIO KIMPEHCA U CHUXKEHHIO
s dexkTuBHOCTH ananumymada (cm. pasaen 5.1).
[TpoTuBONIOKa3aHO MPUMEHSTH MpenapaT IKCAMITHUS B KOMOUHALIMYU ¢ aHAKUHPOH (cM. pasaen 4.3 u
4.4).
[TpoTuBOMOKa3aHO MPUMEHSATH Mpenapar IKCOMOTH B KOMOMHALIUY ¢ abaraientom (cM. pazzaen 4.3
u4.4).
4.6. DepTHIBHOCTH, 0epEeMEHHOCTb U JIAKTALUS

)KGHHII/IHI)I C ACTOPOAHBIM ITOTCHIIMAJIOM

Kenmmuam ¢ CcOXpaHEHHOH CHOCOOHOCTBIO K 3auaTHIO CIEAyeT PEKOMEHJIOBaTh H30erath
OepeMeHHOCTH BO BpeMms jeueHusi. Bo Bpems Tepanuu u B T€YEHHE, [0 KpailHeil mepe, 5 MecsleB
nocjie NMPUMEHEHHs IMOCIeAHEeN 03Bl Mpenapara JOJKHBI HCIOJb30BaThCS aJIEKBATHBIE METOJIbI
KOHTpALIEIUH.

bepemeHHOCTD

B unccnenoBanuu sMOpuo- U (HETOTOKCHUECKOTO JIeHCTBUS, MPOBEACHHOM Ha SIBAHCKMX MaKaKax C
UCIIONIb30BaHueM ananumymada B go3zax mo 100 mr/xr (B 373 paza Beime skcnosunuu (AUC) y
YyeJioBeKa MpH MOJK0XHOM BBeZieHHH 40 Mr), MpU3HAKOB HETaTMBHOTO BO3JEHCTBUS IpernapaTa Ha
IUIOJ] HE BBISIBIICHO.

B npocnekTrBHOE KOropTHOE HCCiel0BaHKe AEHCTBHS aJjamuMyMaba BO BpeMst O0epeMEeHHOCTH ObLIO
BKJItOueHo 257 xeHumuH ¢ PA unu BK, nonyyaBmiux jgeuenue agaiuMymadoMm, 1o KpaiHeil Mepe, B
TEUYEHHUE TePBOTO TpUMecTpa bepeMeHHocTH, a Takke 120 sxermuH ¢ PA unu BK, He mpoxonuBmmx
TEpaIUIo alaTUMyMa0oM.

He Opino BbIsiBIEHO (CTaHAApTU3WpOBaHHOE oOTHomIeHWe ImancoB 0,84, 95 % nmoBepuTenbHBIN
untepsan (W) or 0,34 no 2,05) craTucTUYeCKH 3HAYMMBIX Pa3InyMil B OOIIEH 4acTOTe TSHKENBbIX
BPOKJCHHBIX TTOPOKOB Pa3BUTHS, BKIIOYEHHBIX B OCHOBHOM KpUTEpHUH OlLEHKM O€30MacHOCTH, a
TaKXe IO IMOKa3aTeJsIM JOMOJIHUTEILHOTO KPUTEpHs OLIEHKU O€30IacHOCTH, KOTOpbIE BKJIIOYAOT
cJ1a00BBIpa)XKEHHBIE BPOXKIEHHBIE TIOPOKU Pa3BUTHSA, CAMOIPOU3BOJIBHBIN a00pT, MPEKIeBPEMEHHbIE

POabI, HU3KYIO MAacCCy TEjia Y HOBOPOXKACHHBIX W TSAXKCIIbIC UJIN OIMIIOPTYHUCTHYCCKHUC I/IH(l)eKIII/II/I. O
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ClIydasx MEPTBOPOKACHUA UIIN 3JIOKAaUCCTBEHHBIX HO]ﬁqoqpq%PBﬂ;HHE}IX. ITI? ?ﬂO?HJﬂJIQCIBII 005)

HecmoTps Ha TO, UTO B pErUCTPALIMOHHOM U ;
HeOONBIION pa3Mep BBIOOPDKM M OTCYTCTBHE pPaHIOMHU3ALMH, TIOIy4YEHHBIE JaHHbIE HE
JEMOHCTPUPYIOT MOBBIIIEHHOTO PUCKA Pa3BUTHS HEONArONpHUSATHBIX HCXOJOB OEPEMEHHOCTH Y
skeHuH ¢ PA wim BK, nmonyyaBmux jgedeHue aganumMymMadoM, 10 CpaBHEHUIO C KEHITUHAMU ¢ PA
win BK, He momywaBmumu jedenus aganumymadOom. [Ipu 3TOM AaHHBIE MOCTPETUCTPALUOHHOIO
HaOJII0/ICHUS HE YKa3bIBAalOT HAa HAJIMYME PUCKA, CBA3aHHOIO C IPUEMOM IIpernapara.

Anamumymab sBisiercsi uHruouropom @OHO-anbda. Ilpumenenune amanumymaba BO BpeMms
OepeMEeHHOCTH MOXKET MOBJIHATh HA UMMYHHBIM OTBET y HOBOPOXACHHBIX. [IpuMensTh ananumymad
BO BpeMs OEpEeMEHHOCTH CJIelyeT TOJIbKO MPHU OYEBHUIHON HEOOXOIMMOCTH.

AnanumymMa® MOXKET NMPOHUKATh Yepe3 IUIAICHTY B CHIBOPOTKY KPOBH HOBOPOXKICHHBIX JETEH OT
JKEHIIMH, KOTOpbIE MOJydalu mpenapar Bo BpeMs OepemeHHocTu. CleoBaTeNbHO, y ATUX JAeTel
MOXET OBITh TOBBIIIEH PHUCK pa3BUTHS WHPEKIUH. MiaaeHnaM, KOTOpPbhIe IOABEPrajKCh
BO3/ICICTBUIO afanuMymMada BHYTPHYTPOOHO, HE PEKOMEH IyeTCs BBEJCHHE KUBBIX BAKIIUH B TEUCHUE

5 Mecs1EeB IMocie nocnez[Heﬁ HNHBCKINU a,Z[aJ'II/IMYMa6a Y MaT€pu BO BpEMsL 6epeMeHHOCTI/I.

Ponbl 1 poopaspelieHue

Ha ceropnsmnmii 1eHs TaHHBIE O BIMSHAN aJalMMyMada Ha POABI U POIOpa3pPEIICHHE OTCYTCTBYIOT.
JlakTanums

OrpaHuyeHHbIe JaHHbIE U3 MyOJMKAIMK YKa3bIBAIOT Ha TO, YTO alalUMyMal BBIBOJAUTCS C IPYAHBIM
MOJIOKOM B O4€Hb HU3KNX KOHLeHTpauusx: oT 0,1 10 1 % OT COOTBETCTBYIOIIET0 YPOBHS B CHIBOPOTKE
kpoBu  Martepu. HmmyHornoOynuuel G, NOpUHMMAaeMble  IEpPOpPalbHO,  IOJBEPraroTCs
IPOTEOJIMTHYECKOMY PACIICIUVICHUIO B KHMIIEYHHKE W OO0IaJaloT HU3KOM OMOJOCTYMHOCTBIO; 3TO
HO3BOJISIET MPEANOIOXKNUTh, YTO CUCTEMHOE BO3/EHCTBHE ajaiuMyMada Ha HOBOPOXIAEHHOTO IpHU
IPYAHOM BCKapMJIMBAaHUM MaJIOBEpOSATHO. [103TOMY NOJIB3y IpyIHOTO BCKApMIIMBAHMSI AJIsl pA3BUTHUS
U 370pOBbsi peO€HKa ClieAyeT paccMaTpuBaTh C YyYETOM KIMHHYECKON HEOOXOIMMOCTU JI€UEHUS
ajlanuMyMaloM y MaTepu M BEPOSITHOCTH Pa3BUTUS MOOOYHBIX 3(PPEKTOB BCIEACTBUE BO3ICHCTBUSA
ananuMymaba Ha peOeHKa, HaxXOASLIerocs Ha TPYAHOM BCKAPMIIMBAaHMM, WM 10 MPUYUHE
COITYTCTBYIOIIIETO 3a00JIEBaHUS MaTEPH.

477. BuusiHMe Ha CHOCOOHOCTH YNPABJATHL TPAHCIOPTHBIMH CpeACTBAMH M PpadoTaTh ¢
MeXaHU3MaMH

[TpenapaT DKCOMITHS MOXET OKa3blBaTh HE3HAUMUTENBHOE BIMSHUE HA CIOCOOHOCTH YIPABIATH
TPAHCIIOPTHBIMU CPEACTBAMM U IPYTMMHM MEXaHH3MaMH, Tak Kak Ha (pOHEe MPUMEHEHHUs Ipernapara
MOTYT HaOJFIOAAThCS TOJIOBOKPYKEHNE U HApYIIIEHHE 3peHus (CM. paszzen 4.8).

4.8. HexenarejJbHble peakuuu

Tabauunoe pPE3IOME HEXKENATEIbHBIX PEaKIINN

HaunGonee yacTto cooOmanoch O TaKMX HEXKENAaTEeIbHBIX peaKIusAx, Kak WHGEKIuu (Hampumep,
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Ha30(apUHIUT, HHPEKIMU BEPXHUX ABIXaTIBHBIX TR 11 ﬁnﬁyqﬁy),l?eﬁlmpfp] B.-Mecie MHBEKIIH

(3puTeMa, 3y, KpoBOTE€UEHHE, OOJIb UK OTEK); TOMOBHAN 005 T KOCTHO-MBITIICTHBIC OO,
Coo01manoch 0 cepbe3HbIX HEXKETATEIbHBIX PEaKIUsIX MPHU NMPUMEHEHUH Ipernapara DKCOMIITHSL.
Takue anTtaronuctst ®HO, kak mpemapaT OKCOMOTHS, BIUAIOT HA MUMMYHHYIO CHCTEMY, U HX
PUMEHEHHE MOKET MOBIUAThH HA 3alIUTY OpraHu3Ma oT MHPeKIui 1 paka. Takke Npyu IpUMEHEHUU
aganuMymaba coo0IIajJoch O CMEPTENbHBIX M YIPOXKAIOIIUX >KU3HHM HHPEKUUsAX (B TOM 4YHCIE
cercuce, OMIMOPTYHUCTHYECKMX HMH(peKuusx u TyOepkynese), peakruBauuud BI'B u pasnndnbix
3JI0KaUECTBEHHBIX OMYXOJIAX (B TOM YMcIe JeiikeMuu, tuMpome u T-ki1eTouHoi TumMdomMe eueH: u
CEJIC3CHKH ).

CooOmaioch 0 cily4asiX CEphe3HbIX TI€MaTOJIOTUYECKUX, HEBPOJIOTMUYECKUX W ayTOMMMYHHBIX
peakuuii. OHM BKJIIOYAIOT PEIKUE CIIyYau MAHIMTOICHUH, alljlaCTUYeCKO aHEeMUH, IICHTPATIbHBIX U
nepuepuIecKuX AEMUCSIMHUZUPYIOMINX SBJICHUH, a TaKKe COOOUICHHS O BOJYAHKE, BOTYAHOYHO-
1o100HBIX 3a00ieBaHusX U cuHapoMe CTuBeHca-/[)KoHCOHA.

[lepeueHr HexenaTeNbHBIX pPEAKIM OCHOBAaH HA JaHHBIX KIMHUYECKUX UCCICOBAHUM U
MOCTPETUCTPALIMOHHOTO OTbITa IPUMEHEHHS1, CBEJICHHBIX I10 KJIACCY CUCTEM OPTraHOB U YAaCTOTE HUKE
B Tabumue 6: ouens yacto (> 1/10), wacto (ot > 1/100 mo < 1/10), HewacTo (ot > 1/1000 mo < 1/100),
peako (ot > 1/10 000 mo < 1/1000), Hen3BecTHO (HEBO3MOXHO OIEHUTh HA OCHOBAHUH MMECIOIIIUXCS
JaHHBIX). B Kkaxgol rpymme sBIEHUH, paclpeAeNeHHBIX MO YacToTe, MmobouyHble 3(hdexTs
MPEJICTaBICHbBl B TOpsAKE YOBbIBaHHMS CEPhE3HOCTH. Takyke BKIIOYEHA HauOOIbIIas YacToTa,
HaOMoJaBIIasicsl MpH  pa3IMYHBIX [OKa3aHWSAX. 3Be3louka (*) yka3plBaeT Ha HalUuue
JOTIOJTHUTEIFHOM HHpOpMaLMK B ApyTux pazaenax 4.3, 4.4 u npyrux nojapasnenax pasnaena 4.8.

Tadauua 6. Pe3rome HexxenaTeNnbHBIX PEAKIUN.

Kuace cucrem opranos Yacrora HexesnatenbHasi peakums

WNudexnun npIxaTenbHBIX MyTeH (B TOM 4YHUCIEe
MHPEKIUA HIWKHUX W BEPXHHUX JbIXaTEIbHBIX
Ouenb yacTo |myTeH, ITHCBMOHUS, CUHYCHT, (dbapuHrurT,
Ha30(apuHTUT W BUpPyCHas ITHEBMOHUS,

BbI3BaAHHAasA FepHCCOM)

T Cucremuple uHpekuuu (B TOM YHCIE CEIICHUC,
! KaHJIMJI03 U TPUII), KUIIEYHbIe HHPEKIUHN (B TOM
Yuciae BHUPYCHBIH TacTPOIHTEPUT), HHPEKIHNU
Yacro KOXM M MATKHX TKaHeH (B TOM 4MCIIe MapOHUXMS,
LEJITOJINT, UMIIETHTO, HEKPOTU3UPYIOLIHIA

(dacuuuT ¥ OMOSCBHIBAIOIIMNA JIMIIAH), YIIHBIE

UHEKIUH, UHPEKIMHU MOJOCTH pTa (B TOM YHUCIe
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MPOCTOM  Tepriec, TepHeTHYECKOe TOPAKEHHE
CIIM3UCTON OOOJIOUKM TIOJIOCTH pTa M 3yOHBIC
nHpeKnnn), UHPEKIUH TOJIOBBIX TyTeH (B TOM
Yucye ByJIbBOBarMHAIbHAsI TPUOKOBast MHPEKIN),
MHQEKIIUH MOYEBBIBOIIINX IMyTEeH (B TOM 4YHCIe
nuenoHedpuT), TpUOKOBbIE HHPEKIINHA, HHPEKITNHA

CyCTaBOB

Heuacto

HeBponornyeckue wuHdpeknuun (B TOM UHCIE

BUPYCHBII ~ MEHUHIUT), ONIOPTYHUCTHUYECKUE

uHpeknuu U TyOepkyie3 (B TOM  YHUCIe

KOKIOUJIHUONJOMHKO3, THCTOIIIIa3MO3 n

MUKOOaKTepHuanbHble  HWH()EKIWH, BBHI3BAHHBIC
Mycobacterium avium complex), 6akTepuaIbHBIE

H()EKINH, T1a3Hble HHOEKIUH, TUBEPTUKYITUT™ **

JloOpokadecTBeHHEIE,
3]I0Ka4Y€CTBEHHBIE U
HCYTOYHCHHLIC
HOBOOOpa30BaHUs
(BKJTFOYAst KUCTHI U

MOJUTIBI)*

Yacto

Pak KOXH, 3a HCKIYCHHEM MCJIIaHOMBI (B TOM

YHUCIIC 0a3aIbLHOKJICTOYHAS KapuouHOMa n

IJIOCKOKJICTOYHBIN a0 6pOKa‘IeCTBeHHLI€

pak),

HOBOOOpa3oBaHUs

Heuacto

JIumdpoma™*, conuHble OMyXouu (B TOM YUCIIE paK
MOJIOYHOH eJie3bl, HOBOOOpa30BaHUE B JIETKUX U

IIUTOBUTHOM XkKene3e), Menanoma™ *

Penxo

Jletikemuss * **

HewnssectHO

T-xnerounas nuM@oma MEUYEHU U CENIE3ECHKH™***,

KapLIMHOMa u3 KJIETOK Mepxkens

(HeHpOIHIOKPUHHAS KapIITHOMA KOXKH ) ***

Hapymenust co cTopoHbl

OueHb 4acTo

Jleiikonienuss (B TOM 4YHCJIE€ HEUTPONEHUA U

arpaHyJoOlHUTO3), AaHEMUS

Yacto JleikonuTo3, TPOMOOIIUTOIIEHUS
KpPOBH HIUM(DATHIECKOM
Wnnonarnueckas TPOMOOIIUTONIEHUYECKAS
CUCTEMBI* Heuacro
nypiypa
Penko [Tanmuronenus
Hapymienust co cTopoHsI ['mnepuyBCTBUTENBHOCTD, alIeprus (B TOM YHCIIE
Yacto

UMMYHHOU CHCTEMBI*

CEe30HHAas aJuIeprus)
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Kaace cucrem opranos |  Yacrora T Hehkenaretmas peakmmst 0005}
Hewacrto Capkonmo3***, Backymur
Penxo Anadumakcus™**

OueHp 4acTo

IToBeImenHas KOHIOCHTpAaNuAd JIUIIUI0B

I'mnokanuemusi, NMOBBIIICHHBI YPOBEHb MOYEBOU

Hapymenus
KHCJIOTBI, OTKJIOHEHUE YPOBHS HaTpUs B KPOBU OT
MeTaboIM3Ma U MUTaHUS Yacro
HOPMBI,  THUIOKaJIbLIMEMHS, TUIEPIIINKEMHS,
runogocharemust, 00€3BOKUBAHUE
IIcuxnueckue N3meHeHne HacTpoeHUs (B TOM YHCIIE ACTIPECCHS),
Yacro
HapyLICHUs 0ecroKoNcTBO, OECCOHHUIIA

OueHp 4acTo

T'onoBHas 6016

[Tapecre3us (B TOM 4uCll€ TUIECTE3US), MUTPEHbD,

Yacro
KOMIIpecCcHsl KOpellKa HepBa
Hapyiienust co cTopoHsl Hapymenne Mo3roBoro KpoBooOpaimeHus™***,
. Heuacro
HEpPBHOI CUCTEMBI ™ TpeMop, HelponaTus
PaccesHHBI ~ cKJIepO3,  AEMUEIMHU3UPYIOIINE
Penxo HapylleHus (Hampumep, HEBPUT 3PUTEIHHOIO
HepBa, cunapoM ['uitena-bappe)™**
Hapymenue 3peHusi, KOHbIOHKTUBUT, Onedapur,
Yacto
Hapymenust co cTopoHsbl OTeK IJ1a3
oprasa 3peHus Heuacro Jurumonus
Yacto Bepturo
Hapymenust co cTopoHsl
oprasa ciryxa u Heuacto I'myxora, orym B ymax
JabupuHTa
Yacto Taxukapaus
Hapymienust co cTopoHsI Wndapkr muokapna***, aputmus, XpoHHYecKas
Heuacro
cepaua* cepieyHast HEIOCTATOYHOCTh
Penxo OcraHoBKa cep/ia
Yacto I'unepToHus, HOKpaCHEHUE KOXKH, TeMaToMa
Hapymenus co cropoHbl
AHeBpU3Ma a0pThI, OKKIIO3US COCYIOB M apTepHid,
COCYIIOB Heuacto
TpoMbODIEeOUT
Hapymenus co CTOpOHBI Yacro ActMa, ofpIIIKa, KaIlIeIh
JBIXaTEIbHON CUCTEMBI, Heuwacro Jleroynas  »>MmOonmus™***,  HHTepcTHUIMAIbHAS
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OpraHoB IpyAHON 00JIe3Hb JIETKUX, XPOHHYECKas OOCTPYKTHUBHAs
KJICTKH U CPEJIOCTCHUS * 0OJIe3Hb  JICTKUX, TTHEBMOHHT, IUICBPAJIbHBIN
BBIMOT***
Penxo Dubpo3 merkux***

Keny104HO-KHUIIIEYHbIE

HapyILIEHUs

OueHp 4acTo

bons B KHUBOTEC, TOIHOTA XU PBOTA

KpOBOTeLIeHI/Ie KCITYyJOYHO-KMIICYHOI'0 TpakKTa,

Yacto JCTICTICHSI, TacTpold3odareanbHas pedaokcHas
6onesnb, cuaapoM Illerpena
Heuacro [Tankpearut, aucdarus, OTEK JUIA
Penko [IpoGonenue kumeunuka™**

Hapymienust co cTopoHsI
MEYCHU U
YKETYEBBIBOJISAIIINX

nyTtei *

OueHp 4acTo

[oBbIIeHHBIN YPOBEHB MIEYCHOUYHBIX (PEPMEHTOB

XOJIEUMCTUT U JKEJTUHOKaAMEHHas 60J'Ie3HI>, CTCaTo3

Heuacrto
MeYEeHH, TOBBIIICHHBIN OUTUPYOUH
I'enatur, peakTUBaIHs remnaTura B***,
Penxo
ayTOMMMYHHBII renaTut™**
Heussectuo |IledyeHoyHas HeqOCTATOYHOCTH* **

Hapymienus co cTopoHsl
KOXKU U TTOJAKOXKHBIX

TKaHeHn

OueHp 4acTo

Chimib (B TOM ymcIie 3KC(oIraTUBHAS CHIITb)

Yacto

VYXyalieHue nin BepBble BhISABICHHBIH IIcopuas (B
TOM 4YHCJI€ JIaJOHHO-TIOJOIIBEHHBIH MyCTyIe3HbINH
ncopuas)™***, kpanuBHMIA, KPOBOIOATEKU (B TOM
YHUCle MypIrypa), AepMaTUT (B TOM YHUCIE IK3EMa),
JOMKOCTb HOTTEBBIX IUIACTHHOK,

TUIIEPTUIPO3,

anonerus***, 3yn

Heuacto

Hounas MNOTJINBOCTD, IIPaMbI

Penko

DkccynatuBHas sputeMa™** cuaapom CTuBeHCa-
JIxoHCOHa™ **  aHTMOHEBPOTHUECKHHA OTEK™**,
KOXHBIA BacKynmuT*** nuxeHougHAs peakuus

KOXH***

HewnssectHO

VYXynimeHue CHMIITOMOB IepMaTOMUO3HUTa ™ **

Hapymienust co ctopoHbl
MBIIIIEYHOM, CKEICTHOM
U COCTUHUTENLHON

TKaHH

OueHp 4acTo

KocTHOo-MbIIIeUHBIE 00N

Yacto

MEImeyHsle cria3MEbl (B TOM YHCJIE€ MOBBIIICHHBIN

ypoBeHb KpeaTUH(POCchHOKHNHA3HI B KPOBH)

Heuacto

Pa6IIOMI/IOJ'II/13, CUCTCMHAaA KpaCcHas BOJTYaHKa
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Kaace cucrem opranos |  Yacrora T Hehkenaretmas peakmmst 0005}

Penxo Boigano4HO-og00HBINH CHHAPOM ™ **

Hapymienust co cTopoHsl Yacro [Toueynast HEIOCTATOUHOCTH, FeMaTyPHS
TIOYEK ¥ MOYEBBIBOJISIIINX

Heuacro Huxrypus
ITyTCH
Hapymienust co cropoHsl
pENpOAYKTUBHOM

Heuacto DOpeKTriIbHAs TUCHYHKITUS

CHUCTEMbI U MOJIOYHBIX

KCEIIC3

Peakmuu B MecTe HHBEKINU (B TOM YHCIIE SPUTEMA
OO0u1me HapyIleHus U OueHnb yacto
B MECTE UHBEKIIIH)
peaKIu B MecTe

Yacro Bounb B rpyay, oTek, mupexcus * **
BBeJCHUA *
Heuacrto Bocnanenune
Hapymenust koaryiasiquu u TeMOpparuyeckue
HapymieHust (B TOM  4YHCIE  IOBBIIICHHOE
JlaboparopHbie u AKTUBHPOBAHHOE YACTHYHOE TPOMOOILUIACTHHOBOE
WHCTPYMEHTAJIbHBIE Yacto BpeMsi), TMOJIOKUTEIbHBIA pe3ylbTaT TecTa Ha
naHHble * ayroaHTtutrena (B TOM 4YHCIe aHTHTENa K

neyxuenoueyHoi /IHK), moBblleHHBINH YypOBEHb

JAaKTaTACTUAPOTCHA3bl B KPOBU

TpaBMLI, HWHTOKCHUKallNH1

N OCJIIOXKHCHUA Yacto yXYI[IJ_IeHI/Ie 3aXXUBJICHUA

npouemyp

* [lononmHUTeNbHAS WH(OPMAITUS TIPEICTABIICHA B IpYTUX pazaenax 4.3, 4.4 u B Apyrux noapaszienax
paznena 4.8.

**Bkitouasi OTKpPBITHIE, paCIIUPEHHBIE UCCIIEIOBAHMUS.

*** Bruroyast TaHHBIE CTIOHTAHHBIX COOOIIICHMIA.

bonesnuv bexuema (unmecmunanvhas gpopma)

[Ipo¢unp OezomacHOCTH B MCCIEJOBAHUU C yYAaCTHEM SAMOHCKHX MAI[MEHTOB C MHTECTHHAJIHHON
dopmoii 6osieznn bexyera ObuT TaKUM Ke, Kak 001 Mpouib 6€30MacCHOCTH agaauMymaoa.
Yeeum

[Ipoduns Ge30MacHOCTH y MAIMEHTOB C HEMH(EKIIMOHHBIM YBEUTOM OBLT TaKUM XK€, KaKk OOmui
npodmiis 6€30MaCHOCTH alaTuMymada.

AKxmuenwlil 2HOUHBI 2UOPAOEeHUM

[Ipoduns GezomacHocTy y manueHtoB ¢ [T, monmydaBmux jedeHHe agantuMymMaboM OJWH pa3 B
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HEJIEII0, OBLI COOCTABUM C U3BECTHBIM NpOhuIeM 6-er°’f-}’n.?‘.:ﬁ?cfffl ARATAMYMAOR, vy e

Tlobounvie s¢hghexmut y nayuenmos 0emckoZo 8O3PaCa
B 1nenoM, HexxenarenpHbIC SIBICHHUS y MAIUEHTOB JETCKOTO BO3pacTa OBUIM CXOXH C SIBJICHUSMU,
HAOJIOIABITUMIUCS Y B3POCIBIX MAIIMEHTOB, 10 YaCTOTE U BUJLY.

OmnmcaHue OTACIBHBIX HEXKEIATSIbHBIX PEaKITAM

Peaxyuu 6 mecme unvexyuu

VY 12,9 % nanueHToB (B3pOCHbIX M JETEi), MOJYyYaBIIMX JIEYCHUE aJaTuMyMaOOM, BO3HUKAIH
pPEaKIuu B MECTE WHBEKINH (IpUTEMA H/UIU 3y]l, KPOBOTCUEHHUE, OOJb WM OTEK) MO CPABHEHHUIO C
7,2 % TMalKUeHTOB, MOJYyYaOIIUX MJIaned0 WM KOHTPOJbHBIA mpernapar. B oCHOBHOM peakiuu B
MeCTe UHBEKIIUU HE TPeOOBAIN OTMEHBI JIEKapCTBEHHOT'O Mpernapara.

Hngpexyuu

B uccrienoBanusix y B3pOCIBIX U JETCH 4acTOTa BO3HUKHOBEHUs WH(eKuil cocraBmia 1,51 Ha 1
MAlMEeHTO-TOJ] B TPYIIE NAlMEHTOB, MOJyYaBIIMX ananumymad, u 1,46 Ha 1 manueHto-rox B
KOHTPOJIbHOM TpYTIIIE.

Wudekunu, rnaBHbBIM 00pa3oM, BKIIOYAIH Ha30()apuHTUT, UHGEKIUN BEPXHUX JbIXaTeIbHBIX IMyTei
U CUHYCHUT. BOJIBIIMHCTBO MAIMEHTOB TMPOJOJDKUIM TIpUEM aaaluMymada Tociie pa3perieHus
UHQEKIHH.

YactoTa BO3HUKHOBEHHS CEPbE3HBIX MHQEKIUl Oblla COMOCTaBMMa B TPYIIE JeUeHUs
aganuMyma0dom u KoHTposbHOU rpymre: 0,04 u 0,03 Ha 1 manueHTo-roJ] COOTBETCTBEHHO, COCTaBHIIA
0,04/manuenTo-roga cpeay MalKUeHTOB, MOJyYaBIIUX JiedeHue aganumymadom, u 0,03/mamuenTo-
roJia Cpe/iv MaIueHTOB, MOJyYaBIINX MJ1a1e00 U aKTUBHBIN MpernapaT KOHTPOJIA. Y B3POCIBIX U JIeTeH
€000I11aTI0Ch O CePhEe3HBIX MH(MEKIHIX (B TOM YHCIIE CMEPTENbHBIX MHPEKIUAX, KOTOPhIE BOSHUKAIIN
pPENKo), BKIIOYAIOMIMX COOOIIEeHUss 0 TyOepkysie3e (B TOM UYMCIe MUIMAPHOM U BHEJIETOYHOM) U
WHBA3WBHBIX OMMOPTYHUCTUUYECKUX MH(PEKIUAX (HapuMep, TUCCEMUHUPOBAHHOM UJTU BHEJIETOUHOM
TUCTOTIa3MO3¢e, 0J1aCTOMUKO3€, KOKIIHIUOUIOMUKO3€, ITHEBMOIIMCTO3€E, KaHIU03€, aclIepTuiIie3e U
auctepuose). B OonbIuHCTBE ciiydaeB TyOepKylie3 BOSHHKAI B TE€YEHHE MEPBBIX BOCBMH MECSIIEB
Moclie Hauana Teparuu, YTO MOXKET YKa3bIBaTh HA PELUIUB JIATEHTHOW OONE3HU.

3nokauecmsennvie HO800OPA306aHUS U TUMPONPONUDepamusHble HapyUleHUs

B xone uccnenoBanmii aganmumymaba y nereit ¢ TOUA (momuaptukynsapasiM FOUA u sHTE3UT-
ACCOLIMMPOBAHHBIM apTpUTOM), BK, OmsiimedHsiM McopuazoM, YBEHTOM U S3BEHHBIM KOJIHTOM
3JI0Ka4€CTBEHHBIX OMYXOJiel He HaOII01aI0Ch.

B wuccrnemoBaHusx y B3pOCHBIX YacTOTa BCEX 3JIOKAYECTBEHHBIX OITyXOJEH, 3a HCKIOYEHUEM
auMOMBI 1 HEMETAHOMHOT'O paka Kou, coctasuia 6,8 (95 % JAU: 4,4-10,5) na 1000 mauiueHTO-J€ET.
YactoTa HEMEIaHOMHOTO paka Koxu coctaBuia 8,8 (95 % IAU: 6,0-13,0) va 1000 narmeHTO-N€ET.
Cpenu JaHHBIX BUIOB paka KOXKM YaCTOTa PEMOPTUPOBAHMS IIIOCKOKIETOYHOTO paka coctaBuia 2,7

(95 % IAU: 1,4-5,4) va 1000 nmarmeHTO-JIET CPEIH MAIIMEHTOB.
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HCCIICAOBAHUAX YacCcTOTa peHOpTI/IpOBaHI/Iﬂ llyXUJlUl/l HC YBCINHUBAIACb. BCCX 35/I0RAHCCTBCHHbIX
OITyXOJIeH, 3a UCKITOUEHHEM JIMM(OMBI 1 HEMEIIAHOMHOTO paka Koxu — 8,5 Ha 1000 marmeHTo-Jer,
HEMEIIAaHOMHOT0 paka Koxu — 9,6 Ha 1000 naruenTo-ner, mumdomsl — 1,3 Ha 1000 manueHTO-IIeT.

B xonme mocTperucrpalMOHHOrO Mepuoja PEeIKO COOOIIATUCh Cllydad pa3BUTUA T-KIETOYHOU
TUMGOMBI TICUEHU U CEeNIE3€HKH Y MAallMeHTOB, MOTYyYaBIINX JICYCHHE aJaluMyMadoMm.
Aymoanmumena

B xonme xmuHuueckux wuccinenoBanuii y 11,9 % mnanmentoB ¢ PA, mnosydaBmux JiedyeHue
aganumymabom, u y 8,1 %, mnomyuyaBmmx IUtanebo0 ¥ aKTHBHBIA MpemapaT KOHTPOIS,
PErUCTPUPOBAIOCH MOSABICHUE ayTOAHTUTEIN Ha 24-1i HeJlele TepaIlni.

VY nauuentoB ¢ PA u IIcA peako HabmOAamiCh KIMHUYECKHE TPU3HAKH, YKa3bIBAIOIINE Ha BIIEPBBIC
BO3HHUKIIUN BOJYAaHOUYHO-TIOOOHBIM CHUHAPOM. COCTOSHHME TAIMEHTOB YIYUYIIWIOCh TIOCIIe
npekpamieHus: tepanud. Hu y ogHOro M3 manmuMeHTOB HE HAOMIOANIOCh Pa3BUTHE BOJYAHOYHOTO
He(pHUTA UM CUMIITOMOB CO CTOPOHBI LIEHTPAILHOW HEPBHOM CHUCTEMBI.

T'enamobunuapmvie Hapywenus

VY nanuentoB ¢ paznuuHbiMH 3a0oneBaHusMu (PA, TIcA, nomuapruxynspusii FOUA, sHTE3UT-
acconuupoBaHHbIl apTpuT, BK, s3Bennsii komut, bBK y nereit, Oonsmeunsrit ncopuas, I'T, yBeur)
Habmoanock nossienue ypoBHs AJIT g0 6,1 % cinyuaes.

ITo Bcem noka3aHusIM B KIIMHUYECKUX MCCIIEIOBAHUAX Y MMALIMEHTOB C MOBBIIICHHBIM YpoBHEM AJIT
HE HAONIOAAINCh CUMMTOMBI M B OOJBIIMHCTBE CIIy4acB TMOBBIIMICHUS OBUIM TPEXOIAIIUMU U
paspemanuch Ha (oHe mnpojospkaromerocs jedeHus. OAHAKO B XOJle MOCTPETMCTPALMOHHOTO
nepuofa cooOIanoch O CiIy4asX MEeYEeHOYHOW HEAOCTAaTOYHOCTH, a TaKkKe MeHee TsDKENbIX
HapyLIEHUSX NEYEHHU, KOTOPbIe MOTJIM MPEANIECTBOBATh MEUEHOYHOW HEJOCTATOYHOCTH, TAKUX Kak
renaTuT, B TOM YKCJIE ayTOUMMYHHBIH T€MaTUT, y MallMeHTOB, MOTYYaBIINX adaIuMyMao.
Conymcmesyowee neuenue azamuonpunom/6-mepranmonypuHom

B xozne uccnenoBanuii y B3pocibix ¢ bK Habmronanach Gonee BbICOKAash 4acTOTa HEKeIaTeNbHBIX
SBJICHHUM, B YACTHOCTU PEMOPTHUPOBAHUE 3JI0KAUECTBEHHBIX OMYXOJIEM M HEXKENATENbHbIX SIBICHUH,
ACCOITMUPOBAHHBIX C CEPHE3HBIMU MH(DEKIUSIMH, P MPUMEHEHUU afaiuMymada B KOMOWHAIIUU C
a3aTHONPUHOM/6-MEPKANTOIYPHUHOM 10 CPaBHEHHUIO C MOHOTEpaIuel aiaauMyMa0oM.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HEXKCIATCIbHBIX PCAKIINAX

BaxxHo c0001IaTh 0 MOJ03peBaEMBIX HEXKENATEIbHBIX PEAKIUAX MOCIE PETUCTPALMU Mpernapara ¢
1eJIbI0 00eCIeUeHNs] HEIIPEPhIBHOTO MOHUTOPUHIA COOTHOILIEHUS «II0JIb3a—PHUCK» JIEKAPCTBEHHOIO
npenapara. MeIUIMHCKUM paOOTHHKAaM PEKOMEHIYETCS CoOoO0IaTh O JIOOBIX IMOJ03PEBAEMBIX
HEKeNaTeNIbHBIX PEeaKIMsIX JIGKApCTBEHHOTO IIpermapaTra dYepe3 HaI[MOHAJIbHBIE COOOIIEHUS O
HEXeJaTeNIbHbIX PEeaKIUsAX roCy1apCTB-wIeHOB EBpa3suiickoro 5KOHOMHUYECKOT0 COI03a.

Poccuiickasa ®@eoepayus

27



COOTBETCTBYET DKCINEFTHOMY QOTYHETY
ot 19.08.2025 N2 20614

Denepanbras Ciyx0a 0 Hax30py B chepe panooxpapeHKPAGERAREMECRY C Th, 0005)

109012, MockBa, CnaBsHCKas IJI0MIAlb, 1. 4, CTP. I
Tenedon: +7 800 550 99 03

OnekrpoHHas outa: pharm@roszdravnadzor.gov.ru
Caiit: https://www.roszdravnadzor.gov.ru
Pecnybnuxa benapyco

Anpec: 220037, r. Munck, niep. ToBapuieckuii, 2a
VII «LIeHTp 3KCIIepTU3 U UCIIBITAHUM B 3PaBOOXPAHCHUN
Tenedon: +375 (17) 242-00-29

dakc: +375 (17) 242-00-29

OnexTponHas noyra: repl@rceth.by

Caiit: https//www.rceth.by

Pecnyonuxa Kazaxcman

PI'TT na IIXB «Hanuonanbueiii LleHTp SKCnepTU3bl JEKAPCTBEHHBIX CPEACTB M MEAUIIMHCKUX

u3nenuit»  Komurera MenuMUMHCKOrO ©  (DapMarieBTHUECKOro  KOHTPOJIS
3apaBooxpanenust Pecnyonuku Kazaxcran

010000, paiion baiikonsip, r. Actana, yi. A. Mmanosa, a. 13, BLl «Hypcayner 2»
Tenedon: +7 (7172) 235-135

OnexTtpoHHas noyra: farm@dari.kz

Caiit: http://www.ndda.kz

Keipevizckas Pecnyoauka

JlemapTaMeHT JIEKapCTBEHHBIX CpPEACTB M  MEIUIMHCKUX HU3Jenuil  npu
3npaBooxpanenust Koipreizckoit PecriyOmmku

720044, Yyiickas obnacts, . bumkek, yiu. 3-s Jluaus, 25

Tenedon: +996 (312) 21-92-86

OnexTtpoHHas noyra: dlsmi@pharm.kg

Caiit: http://www.pharm.kg

Pecnyonuxa Apmenus

I'HKO «lIeHTp 3KCnIepTU3bI JEKAPCTB U MEAUIIUHCKUX TEXHOJIOTHUI

0051, r. Epesan, np. Komuraca 49/5

Tenedonsr: (+374 10) 20-05-05, (+374 96) 22-05-05

OnekTpoHHas nouta: vigilance@pharm.am

Caiit: http://pharm.am

49. Ilepeno3upoBka

MuHucTepcTBa

MunucrepcTse

B xone xIMHUYECKHUX HCClIedOBaHU Kakue-I00 SBIICHUS J0300T paHI/I‘-II/IBaIOIJ_ICﬁ TOKCHUYHOCTH HE

HaOmogamch. CaMoil BHICOKOM OLIEHMBAEMOW 1030 SIBJISIACh MHOTOKpaTHasi BHYTPUBEHHAS 1032
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10 mr/kr, mpuMepHO B 15 pa3 npeBblIaron] PEKOMEHAYEMYIO A0V o T ML HOC T 0005)

5. ®APMAKOJIOTHYECKHUE CBOHMCTBA

5.1. ®apmakoguHaAMHU4YeCKHe CBOHCTBA

®dapmakoTepaneBTUyecKas rpynna: IMMyHoaenpeccanTbl; HHTUOUTOPHI (hakTopa HEKPO3a OMyXO0JIn
anbda (PHO-anbda).

Koxg ATX: LO4AB04

DKCOMITHS ABIISETCS OMOaHAIOTOM (OMOMOA0OHBIM JICKAPCTBEHHBIM MPENapaToOM).

MexaHu3M IeHCTBUS

Anamumymab cenekTuBHO cBsizbiBaeTcsa ¢ DHO u HeliTpanmsyer 6nonorudeckyro pyuaknuo @HO 3a
cueT OJI0KaIbl B3aUMOJICHCTBHUS C MOBEPXHOCTHBIMU KIIETOYHBIMH PS5 1 p75 peuentopamu k ®HO.
Taxxe ananumyMad MOJyJIUpYyeT OMOJOTMYECKUE OTBETHBIE peaKluu, KOTOPbIe HHAYLHUPYIOTCS WU
perynupytorcst ®HO, Britovas M3MEHEHUS YPOBHEW MOJIEKYJ aAr€3UHU, BBI3BIBAIOLIUX MUIPALUIO
neiikorutoB (ELAM-1, VCAM-1 u ICAM-1 npu 3Hauenun ICso = 0,1-0,2 HMOIB/N).

Kinnanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

[Tocne mneueHuss amanuMymaOoMm HaOMIOJANIOCH OBICTPOE CHIDKEHHE YPOBHS OCTPO(a3zHBIX
nokazarenei BocnianeHus (CPb u ckopoctu ocenanust 3puTponUTOB) U ypoBHS nuTOoKUHOB (UJI-6) B
CBIBOPOTKE KPOBH B CPAaBHEHHUH C HICXOAHBIMH 3HAYEHUSIMU Y MAIlieHTOB ¢ PA. YpoBeHb MaTpUKCHBIX
metautonporenHas (MMP-1 u MMP-3) B ChIBOpOTKE KpPOBH, BBI3BIBAIOIIUX PEMOJICITHMPOBAHUE
TKaHEeH, KOTOpOE€ JIeKUT B OCHOBE pa3pylIeHUs Xpslla, TakKe CHHU3WICS IIOCJIE€ BBEICHUS
aganuMymada. Y MalueHTOB, MOJYYaBIINX JICUEHHE alaJuMyMaOOM, OTMEYajaoCh, KaK IMPaBUIIO,
YIY4ILIEHHE TeMATOJIOTUYECKUX TPU3HAKOB XPOHUYECKOTO BOCIIAJICHHUS.

Taxxe ObicTpoe cHIkeHue ypoBHs CPb Habmromanock y maiueHToB ¢ moauapTukyasipabiM FOUA,
BbK, s3BennbM konmutoMm u [T mocne nedenus aganumymabom. Y mamnuentoB ¢ BK ormeuanocs
YMEHBIIEHUE YUCIIa KJIETOK, SKCIPECCUPYIOIMMX MAPKEPHI BOCHAJIEHUS TOJICTON KUILIKH, B TOM YHCJIE
3HAUYMTENIbHOE CHUXeHue JsKcrpeccun DPHO-o. DHIOCKOMUYECKHE WCCIASAOBAHUS CIM3UCTOM
000JIOUKH KHIIIEYHHKA TMOKAa3adl MPHU3HAKW 3aKUBIEHUS CIU3UCTOM OOONOUYKH y TAIMEeHTOB,
MOJTy4aBIIUX JICUCHUE aIaTUMyMa0OM.

bonv 6 mecme unvexyuu

B panmoMu3npoBaHHBIX MCCIIEIOBAHUSX, MMPOBEAECHHBIX Y B3pPOCIbIX MarueHToB ¢ PA, B KOTOPBIX
MPOBOAMIIACH CPABHUTENbHAS OIleHKa 00N B MECTe UHBEKIIUHU B TPYINAX MAI[UEHTOB, MOTYYaBIIUX
aganumymabd 40 mr/0,8 Mn u 40 mr/0,4 Mn, HaOMIOAANOCH CTATUCTHYECKH 3HAUYMMOE pa3inyue:
CpeHee 3HaYeHHE OIEHKU OOJIEBBIX OIIYIIEHUH MO BU3yalbHOU aHamoroBoi mikaie (oT 0 go 10 cm)
coctaBuiio 3,7 cMm no cpaBHeHuio ¢ 1,2 cM coorBercTBeHHO (p < 0,001), yto oTpakano cpenHee
yMEHbIlIeHHEe 001 B MECTe UHBEKIIMH y MaleHTOB, MPUHUMAaBIINX aganumyMad 40 mr/0,4 miu, Ha

84 %.
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5.2 PapMAKOKHHETHECKHE CBOHCTBA (MOCNENOBATENLHOCTE 0005)

AOcopO1us 1 pacupeaelieHue

[Tocne mMOAKOXKHOTO BBEAEHHUS OJHOKpAaTHOW 11036l 40 Mr amannmymaba HaOIIOAIOCh MEIEHHOE
BCAChIBAaHME U PaCIpe/Ie]IeHUE C JIOCTH)KEHUEM MaKCUMAJIbHOM KOHIIEHTPALlMM B ChIBOPOTKE KPOBH
npuMepHoO yepe3 5 aHel mocne BBeAeHus. Cpennsisi abcoiioTHas OMOJOCTYHMHOCTh aJanuMymada
nocJie MOJKOKHOTO BBEICHUSI OJTHOKPATHOM 10361 40 Mr, pacCYMTaHHAs Ha OCHOBAHUU JaHHBIX TPEX
uccienoBanuil, cocraBuia 64 %. [lociie BHyTpUBEHHOTO BBEACHUS OJJHOKPATHBIX /103 B IMAIIa30HE OT
0,25 no 10 Mr/Kr KOHIICHTpAIMU OBLTH MPOMOPIHOHANBHBI 03e. [locne BBeaenus no3er 0,5 Mr/kr
(~40 Mr) KmupeHc Haxoauics B peaenax ot 11 1o 15 miu/q, 00bem pacnpenenenus (Vss) HAXOAMICS B
npenenax orT 5 10 6 JIUTPOB, a CPeHAsS TEPMUHANILHAS (haza MmoyTyBBIBEICHUS COCTABHIIA OKOJIO IBYX
HEZelb.

Konnenrpanuss aganuMmymaba B CHHOBHUAJIBHOW JKUAKOCTH Y HECKOJIBKMX TMalueHToB ¢ PA
Kojebasach B mpenenax ot 31 10 96 % OTHOCHTENIBHO KOHIIEHTPAIIUU B CBIBOPOTKE KPOBHU.

[Tocne moakoxHoro BBeAeHMsI 103kl 40 Mr agamumymala OIMH pa3 B JIBE HEAENU Y B3pOCIBIX
nanueHToB ¢ PA cpeansss MUHUMaITbHasi paBHOBECHAs KOHLIEHTPAIHSI COCTaBUIIA OKOJIO 5 MKT/MiI (0e3
COITYTCTBYIOIIETO JICUEHUSI METOTPEKCaTOM) M OT 8 10 9 MKI/Mi (IIpH COMYTCTBYIOLIEM JICUEHUU
METOTPEKCATOM) COOTBETCTBEHHO.

MuHuManbHbIN paBHOBECHBIN YpOBEHb afaluMyMala yBEIUYUBAJICS MOYTH NPOIOPLMOHAIBHO /103€
nocJie noakoxHoro BeaeHus 103 20, 40 u 80 Mr oJivH pa3 B JIB€ HEJIEIU U OJIUH pa3 B HEJEINIO.
TTocIie MOAKOKHOTO BBEAEHHS 10361 24 MI/M? (110 MAKCUMANBHOM 10361 40 MI) OJIMH pa3 B BE HEJIEH
y nanueHToB ¢ FOUA B Bo3pacte ot 4 10 17 ner cpeaHsiss MUHUMaJIbHAsi PABHOBECHAsI KOHIIEHTPALIUS
(3nauenusi, u3Mmepennole ¢ 20 mo 48 Henmeno) agaiuMyMada B CBIBOPOTKE KpPOBU COCTaBUIIA
5,6 £5,6 mxr/mn (102 % xoaddummeHnT Bapuanuud) NOpu TOPUMEHEHHH aganumymada 6e3
COITYTCTBYIOILIETO JeueHus: merorpekcatoM u 10,9 + 5,2 mxr/ma (47,7 % xo3dduurienT Bapuanun)
IIPYU COIMYTCTBYIOLIEM JICYEHUN METOTPEKCATOM.

V¥ nanuentoB ¢ FOMA B Bo3pacte oT 2 10 4 neT wiM OT 4 JeT u crapiie ¢ Maccoi tena <lI5 kr,
NOJYYMBIINX afanuMymab B go3e 24 Mr/mM%, cpeiHss MMHUMAbHAs PABHOBECHAS KOHIIEHTpPAIHs
afganuMymala B ChIBOPOTKe KpoBH coctaBuia 6,0 + 6,1 Mxr/mi (101 % koadunimenT Bapuamum) npu
OpUMEHEHUH ajaiuMyMaba 0e3 COMyTCTBYIOLIEro JIEUYEHHs MeToTpekcaTtoM u 7,9 + 5,6 MKr/mi
(71,2 % ko3¢ punmeHT Bapraluu) Mpy COMYTCTBYIOIIEM JICYEHUN METOTPEKCATOM.

TTocIte MOKOXKHOTO BBEICHHS 0361 24 MI/M> (mo MakcuManbHOM 10361 40 MT) OIMH pa3 B IBE HEACIU
y MAaIMEHTOB C JHTE3UT-aCCOIMUPOBAHHBIM apTPUTOM B Bo3pacte OT 6 1m0 17 ner cpemusas
MUHUMAaJIbHAsI PABHOBECHAs! KOHIIEHTpAlUs (3HAUYCHUs, U3MEPEHHBIC Ha 24 Hezene) anaatumymada B
CBIBOPOTKE KPOBHU cocTaBmia 8,8 + 6,6 MKI/MJI IpU IPUMEHEHUH alaluMyMaba 6e3 COIyTCTBYIOIIET0
nedeHust metorpekcatoM u 11,8 = 4,3 MKI/MIT TpH COMTyTCTBYIOIIEM JICUEHUH METOTPEKCATOM.

[Tocne monkoxkHoro BBeneHus 40 Mr agauMyMada OJUH pa3 B JIBE HEACIIH B3POCIBIM MAIlUEHTaM C
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HTCHONQIESH | AQBTHPRISAREG 1, Ao e

(£ cTanmapTHOE OTKJIOHECHHE) paBHOBECHAS

OHHCHTPdAIINA Hd 06 HCACJIC COCTdBKId 6,U = 4,0 MKI /IMJl.

¥ B3pOCIbIX NAMEHTOB C IICOPHUA30M CPEIHSSI MUHUMAJIbHAs pABHOBECHAsI KOHLICHTPALUS COCTaBHIIa
5 MKT/MJI IpU MOHOTEpanuu aganumMyMmadom 40 Mr oiMH pa3 B JABE HEAETH.

[Tocne nmoakoxHoro BBeaeHus 0,8 Mr/kr (MmakcumywM 10 40 Mr) aganuMmymada OJIMH pa3 B JBE HECIH
JETSAM C XPOHUYECKUM OJIAIIEYHBIM IICOPHUA30M cpeliHss (+ CTaHAapTHOE OTKIOHEHHE) paBHOBECHAs
KOHIIEHTPAIMsl COCTAaBUJIA MPUOIU3UTEIbHO 7,4 £ 5,8 Mkr/™MI (79 % k03 pduIiMeHT Bapruaum).

Y B3pocneix manueHToB ¢ I'T npu BBeaenun no3er 160 mr ananumymaba Ha 0 Henmene u 3atemM 80 mr
Ha 2 Hezene ObUIa JOCTUTHYTa MUHMMajbHas KOHIEHTpaLus ajaiuMymala B ChIBOPOTKE KpPOBH
NpUOJIM3UTENBPHO OT 7 10 8 MKr/Ma Ha 2 u 4 Hemene. CpenHssi MUHUMalbHas pPaBHOBECHAs
KOHIeHTpanus ¢ 12 o 36 Hezpenro cocTaBuiia okono 8—10 MKr/Mi pu JeueHnn aganumymadoom 40 mr
OJIMH Pa3 B HEJIEIIO.

N3yuenmne BoszzeiicTBusi amanumymaba y aereit ¢ I'T mpoBoamiock ¢ HCIONB30BaHHEM METOJA
(apMaKOKMHETHYECKOIO MOJCIMPOBAHUS M MOJEIUPOBAaHMS Ha OCHOBE (PapMaKOKMHETHYECKUX
UCCIICIOBAaHUN Yy JIeTeil ¢ Opyrumu 3a00JeBaHUSAMHU, KOTOPBIE MOJy4Yalld JICUeHHE aJaluMyMadoM
(xponmueckuii Onsmeunsiid ncopuas, FOUA, BK 1 sHTE3UT-aCCOIMMPOBAHHBINA apTPHUT).
PexomennoBannas no3a y aereit ¢ I'T 40 mr ogun pa3 B 2 Heaenu. BBuay toro, 4to Bo3jaelcTBHE
ajanuMymala 3aBUCHT OT MAacchl Tejla, €T ¢ OOJIBLIONH Maccoil Tena U Hel0CTaTOYHBIM OTBETOM Ha
TEpaIuio aJaluMyMadoM MOTYT I0JIyyaTh B3pociyto 103y 40 mr 1 pa3 B Henemo. Y nanuenTos ¢ bK
IIpU BBEJIEHUHU MHIYKIMOHHOM 10361 80 Mr ananumyMabda Ha 0 Hezene, naiee 40 Mr aganuMmymabda Ha
2 HeJene KOHIEHTpaIMs alaTuMyMada B CBIBOPOTKE KPOBH COCTABIISIET MPUOIUZUTEIBHO 5,5 MKT/MII
BO BpeMsl MHIYKIIMOHHOTO niepuoja. [Ipu BBeileHMH HHAYKIIMOHHON 10361 160 Mr ananuMymaba Ha 0
Henene u 3ateM 80 Mr aganumymada Ha 2 Hejene Obula JOCTMTHYTAa MMUHUMAJIbHAS KOHLIEHTPALHS
afganuMymala B CBIBOPOTKE KPOBU OKOJIO 12 MKI/MIJI B T€4€HHME MHAYKUMOHHOTO nepuoaa. CpenHuit
MUHUMAaJIbHBII PABHOBECHBIM YPOBEHb OKOJIO 7 MKI/MII Habmoaancs y naurentoB bK, nomyyasmmx
noJ/iep>kuBarontyo 103y 40 mMr ajanumymaba OoJIUH pa3 B JBE HeleNd. Y MAIUEHTOB JETCKOTO
Bo3pacta ¢ bK cpenHell mim TsSKenol CTENEeHN TSKECTH OTKPBITO BBEICHHAs MHIYKLIHOHHAs 032
aganmumymada coctasisuia 160/80 mr unm 80/40 mr Ha 0 1 2 Hefiene COOTBETCTBEHHO, B 3aBUCHMOCTH
oT Macchl Tena > 40 kr win < 40 xr. Ha 4 Henene manueHTsl ObUIM paHIoMHU3UpoOBaHbl 1:1 1160 B
IpyMIly HOJIEP>KUBAIOIIET0 JIEUSHHs CTaHAapTHBIMU o3amu (40/20 Mr oiuH pa3 B iBE HEAEIH ), TM00
HU3KUMH j103amu (20/10 Mr) oauH pa3 B JIB€ HElENU B 3aBUCUMOCTH OT MX Macchl Tena. CpenHuii
yYpOBeHb (£ CTaHIApPTHOE OTKJIOHEHWE) MMUHUMAJIbHOW OCTAaTOYHOM KOHIEHTpAluu ajaaumMymada B
CBIBOPOTKE KPOBH, IOCTUTHYTHII Ha 4 Henene, coctaBuia 15,7 £ 6,6 MKI/MJ y NAlMEHTOB ¢ Maccoi
tena > 40 kr (160/80 mr) u 10,6 £ 6,1 Mxr/mn y narueHToB ¢ Maccoi Tena < 40 xr (80/40 mr).

VY nanueHToB, NPOJODKMBIIMX CBOK TEpalMIO IOCIE paHAOMHU3aLlMM, Ha 52 Hexene cpenHee

3HayeHue (+ CTaHJapTHOE OTKJIOHEHHE) MMUHMMAaJbHOW OCTaTOYHON KOHILIEHTpalMU afaauMymala
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coctaBuiio 9,5 £ 5,6 MKI/MJI B TpyMIe CTaHJapTHBIX Ji03, 1 ﬁ; ﬁ 2, 2.-MIKEF/FV%{I BERYPES H}{ISKI/IX 703.

CpenHee 3HaY€HHE MHUHUMAJIBHOW OCTat
MAIUEHTOB, MMPOJOJHKHUBIINX JICUCHHUE aJATMIMyMa0OM OJIMH pa3 B JIBC HEJEIH B TCUCHUE 52 HEe/IeTb.
VY nanueHToB, KOTOPbIM YBEJIMYMIN KPATHOCTh IMPUEMa JI03bI OT OJIHOTO pa3a B JBE HEIEIH JI0 OJHOTO
pas3a B HeJelto, cpeiHas (+ CTaHAapTHOE OTKJIOHEHHE) KOHLEHTpalUs ajaiuMyMmMada B CHIBOPOTKE
KpoBHU Ha 52 Henene coctaBuia 15,3 + 11,4 mxr/mut (40/20 mr, onuH pa3 B Henemno) u 6,7 £ 3,5 MKr/mi
(20/10 mr, oguH pa3 B HEJIETIO).

VYV B3pOoCHBIX MAallUEHTOB C S3BEHHBIM KOJUTOM IPU MPUMEHEHUU HHIYKIMOHHON 103b1 160 mr
aganumyma0a Ha 0 Henene u 3ateM 80 Mr ajanumyMada Ha 2 Hezelne Obliia TOCTUTHYTa MUHUMAaIbHAs
KOHIIEHTpalusl aJaiuMyMada B CHIBOPOTKE KPOBU OKOJO 12 MKI/MII B T€YEHHE HHIYKLHOHHOTO
nepuona. CpenHee paBHOBECHOE 3HAUYEHHE MUHMMAJIbHOW OCTATOYHOM KOHLIEHTPAIMU COCTaBUJIO
OKOJIO 8 MKI/MJI Y TIAIIICHTOB C SI3BEHHBIM KOJIUTOM, IOJIYYaBIIUX MOJJICPKUBAIONIYI0 103y 40 Mr
agamuMymaba OJTMH pa3 B JIBE HEICIH.

[Tocne mMoAKOKHOTO BBEIEHHUS J03bI ¢ ydeToM Macchl Tena 0,6 mr/kr (Ho He Oonee 40 mr) 1 pa3 B 2
HEJeNu y JeTed C SA3BEHHBIM KOJIUTOM CpeAHssl (+ CTaHJapTHOE OTKJIOHEHHE) paBHOBECHAs
KOHIIGHTpalusi ajaiuMymada B CBIBOpPOTKe coctaBisiia 5,0 £ 3,3 mxr/mn Ha 52 Hememe. s
MAIMEHTOB, KOTOpble moiydanu 103y 0,6 mr/kr (He Oosee 40 MT) KaxX Ayl HEICI0, CPEIHSS
(+ cTapAapTHOE OTKJIOHEHHUE) PAaBHOBECHAsI KOHIIGHTpAIMs afanruMyMada B CHIBOPOTKE COCTaBIsiia
15,7 £ 5,6 Mxr/mn Ha 52 Henelne.

YV B3pOCIBIX NAllMEHTOB C YBEUTOM IIPU NPUMEHEHUN UHAYKIHOHHOM 10361 80 Mr aganumymada Ha 0
Hezene, 3atem no 40 mr amanumymada 1 pas B 2 Hemenu, HaunHas 4yepe3 | Hememro mocjie Havasia
Tepanuu, CpeIHss PaBHOBECHAS! KOHIIEHTPAIUS COCTaBISAET MPUOIU3UTENIHHO OT 8 10 10 MKI/mII.

VY nmereii ¢ yBEMTOM MPOBOAMIOCH MOMYJSIIMOHHOE (PapMaKOKMHETHYECKOE MOJIETHPOBAHUE U
MOJICIMPOBAHNE HA OCHOBE (PapMaKOKMHETHUECKUX JAHHBIX Y APYTHX MAIMEHTOB JIETCKOTO BO3pacTa
(ncopuas, FOMA, BK u akTUBHBIN SHTE3UT-aCCOLMUPOBAHHBIN apTpuT). JlaHHBIE O KIMHHUYECKOM
NPUMEHEHUN MHAYKIIMOHHOM J03bl Y JleTeil B Bo3pacTe 10 6 jeT oTcyTcTBYIOT. Ha ocHoBaHuM
MPOTHO3UPYEMOM IKCIO3UIINU alaTuMyMada Mpu NMpUMEHeHHH 0e3 MeTOTpeKcara MmpeArnoaaraeTcs,
YTO UHAYKIIMOHHAS 1032 MOKET MPUBECTH K YBEJIMUYCHUIO CUCTEMHOTO BO3/ICHCTBHUS.
®dapMaKOKMHETHYECKUE JIaHHBIE, TIIOJyYCHHbIE B KIMHUYECKUX HCCICIOBAHUSAX W TpHU
dbapmMakoKHHETHUECKOM/(hapMaKOTUHAMUYECKOM  MOJICIMPOBAHUM, TO3BOJSIOT  MPEATOIOKHUTh
COTOCTaBUMBIE PE3YJIbTATHI IKCIIO3UIINH aiaTuMyMada u 3pHEeKTUBHOCTH y MAIIUEHTOB, TOTYYaBIIHX
80 mr amanmumymaba 1 pa3 B 2 Henenu B cpaBHeHuHU ¢ 40 mr 1 pa3 B Heneno (BKJIIOYAsk B3POCIBIX
nanuenToB ¢ PA, I'T, s3BennsiM konmutom, BK mimn mcopuazom, aereit ¢ I'T u nereii ¢ maccoii Tena >
40 kr ¢ BK u S13BEeHHBIM KOIUTOM).

VY AMOHCKUX MAIMEHTOB ¢ HHTECTUHATBHOU popmoii Oone3Hu bexuera mpueM HMHIYKIIMOHHON O3B

agammmymaba 160 mr Ha Henene 0, ganee 80 Mr Ha Hemene 2 MO3BOJIAET JOCTUYHL MUHUMATbHBIX
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KOHIEHTpalui afanuMymMada B CbIBOPOTKE KPOBH — ollﬁqqlg-mfv[ﬁhygprp ACHEHUE-TICHUOAG-HHILY KL,

CpeI[HI/Ie MHWHUMAJIBHBIC paBHOBeCHLIe OCTdTOYHBIC ROHHCHTPdAIIMK, PdBHbIC 11PDHMOJIMSHTCIIBHO
9 MKr/mMJ1, HaOMIONANHMCh y SMOHCKUX TAlMEHTOB C HMHTeCTHHAIbHOW (opmoil Oonesnn bexuera,
KOTOPBIC MOJTyYalIH MOICPKUBAIOIIYIO 103y ananumymaba 40 mr 1 pa3 B 2 Henenu.

3aBUCHUMOCTh (baDMaKOJ'IOI‘I/I‘ICCKOFO 3d)(beKTa OT DKCIIO3UIHUH Y ASTeH

Ha ocHOBaHMM KIMHUYECKMX JaHHBIX, MOJYYEeHHBIX y nereil ¢ FOMA u akTMBHBIM SHTE3UT-
ACCOLIMMPOBAHHBIM apTPUTOM, 33aBHCHUMOCTH (papMakoJorudeckoro sddexra oOT IKCIO3UIUU
yCTaHaBJIMBATIACh MEX/Y KOHIICHTpaluei B ma3me Kposu 1 otBetoM PedACR 50.

D¢ dekTuBHAsS KOHIEHTpAIUs ajaiuMyMada, KoTopas J1aeT MOJIOBUHY MaKCUMAaJIbHON BEPOSATHOCTH
orBeta PedACR 50 (ECso), coctaBuna 3 mxr/mi (95 % JAW: 1-6 mMxr/mun).

3aBucUMOCTh (papMakoIOrHuecKoro 3PpQeKTa OT SKCIO3UIMU aJanuMymada Obula YCTaHOBJICHA Y
JIETCH C TSHKEIBIM XPOHUYECKUM OJISIICYHBIM IICOPHA30M MEXAY KOHIIEHTpAIMel agaimMymatda u
s dexkTuBHOCTRIO TI0 mapamerpam goctuxkerust PASI 75 u PGA (Physician Global Assessment,
00111as1 OIIeHKa BpauyoOM) YHCTas WU TIOUTH YrcTast Koxka. Jloctmkenne nmokazareneit PASI 75 u PGA
qrcTas WIKA MOYTH YUCTask KOKa MOBBIIIAETCS ¢ YBETUUCHUEM KOHIICHTPAIMK aiaTuMymada B Iia3Me
kpoBH, ECso 1u1st 000MX TIOKa3aTeneil cocTarisier npuOam3uTesbao 4,5 Mxr/mi (95 % AU: 0,4-47,6 u
1,9—-10,5 cOOTBETCTBEHHO).

OIMMHUHALHS

B xone nonynsumoHHOro (papMaKOKHHETUYECKOTO aHaln3a JaHHBIX, MOTy4eHHbIX it 6onee 1300
nanueHToB ¢ PA, Obuta BBISIBJICHA TCHJEHIUSA K 00Jiee BBICOKOMY KaXyMEMyCs KIUPEHCY IpU
yBEJIMYEHUU Macchl Tena. [Tocite yaera BeCOBBIX pa3 My, IOJI ¥ BO3PACT OKA3bIBAJIM MUHUMATHHBIN
s dekT Ha knupeHc ananumyMada. bonee HU3KHMI ypoBeHb CBOOOIHOTO alamuMyMada B CHIBOPOTKE
KpPOBH (HE CBSA3aHHOTO C aHTUTEIAMH K aJaTuMyMaldy) OTMeuacs y MallMeHTOB ¢ 00HApYKUBAaEMbIMU
aHTUTEJIaMU K aganumMymaoy.

Oco0ble rpynnbl NAMEHTOB

Hapyuienue d)VHKHI/II/I OCYCHHU HUJIW ITOYCK

HccnenoBanus npenapara DKCOMOTHS Y HAIMEHTOB ¢ HapylIeHHeM (DYHKIMH MTeYEeHU WM MOYeK He
MIPOBOJTUIIUCH.

5.3. JlaHHbIe JOKJIMHHYECKO 0e30macHoCTH

B noknMHMYECKMX JaHHBIX, MOJYYEHHBIX IO pe3yJlbTaTaM HCCIEJI0BAaHUH TOKCUYHOCTH IIpU
OJTHOKPATHOM W MHOTOKPAaTHOM BBEJCHHMH, T'€HOTOKCHYHOCTH, OCOOBIM Bpe] Ui 4eloBeKa He
BBISIBJICH.

JlonrocpovHble UCCIeNOBaHMS alalMMyMada Ha )KUBOTHBIX JUTS OIEHKH KaHI[EPOTEHHOTO JCHCTBUS
WY €r0 BIUSHUS Ha (GePTHIILHOCTh HE TPOBOIMIINCH.

B Tecte Diimca, BBIOJHEHHOM Ha Oakrepusx Salmonella - Escherichia coli, a Taxxe B

MUKpPOSIIEPHOM TECTE, BHIIIOJIHEHHOM i1 Vivo Ha MbIIIaX, MyTareHHbIE U TeHOTOKCHUecKHue 3D PeKTs
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6. ®APMAIIEBTHYECKHME CBOVCTBA

6.1. Ilepeuenb BcmoMoOraTe/bHbIX BellECTB

CopOuTon

Harpus xmopun

L-aprunuza rugpoxsopun

SInTapnas xuciora

[Tonmucopbat 80

Hatpus runpoken

Bopa g nabekui

6.2. HecoBmecTuMOCTH

He npumennmo.

63. Cpok roaHocTH (CpoOK XpaHeHHs1)

2 roza.

6.4. Oco0Oble Mepbl NPETOCTOPOKHOCTH NMPU XPAHEHUH

[Tpu Temneparype ot 2 10 8 °C B 3alIMIIEHHOM OT cBeTa MecTte. He 3aMopakuBaTh.

[Ipu HeoOxomuMocTu (HampuMep, BO BpeMs IMyTEIIECTBHUs), Mpenapar DKCOMITUS JIOMYyCKAeTCs
XpaHUTh MpU KOMHATHOM TeMmieparype (10 25 °C) B 3alIUIIIEHHOM OT CBeTa MecTe He Oonee 14 qHeil.
C MoMeHTa U3BIICYCHUS U3 XOJIOJUIBHUKA IIMPUIL JOKEH ObITh UCIIOIB30BaH B TeueHue 14 nHei;
€CJIM MITIPUIL TIOCTIE U3BJICYCHUS U3 XOJOIUIFHUKA HEe OY/IeT UCIOJIb30BaH B TEUYEHUE ITOTO CPOKA, OH
JOJKEeH ObITh yHHUTOXKEH. JlJig yo0CTBa peKOMEHIyeTcs 3amucaTh AaTy W3BICUEHHs IINPUIA U3
XOJIOAWIIBHUKA U CPOK, B TEUEHHUE KOTOPOTO CIEAYET UCIIOIb30BATh Mpemnapar.

6.5. Xapaxrep u coaep:kaHue NEPBUYHOI YIIAKOBKH

[To 0,8 My B TPEXKOMIIOHEHTHBIE CTEPWJIbHBIE HITPHUIBI OECIIBETHOTO HEWUTpalbHOrO cTekia [
TUAPOIUTHYECKOTO KJIacca BMECTUMOCThIO | MiI ¢ OpOMOYTHIIOBBIM CTOIIEPOM C TMOKPBITHEM
FluroTec®, ¢ cucTeMoit 3a1uTh! UrIs! Mtk Oe3 Hee. Ha KaIblii IINPHUI HAKIEUBAIOT CAMOKIIEAITYIOCS
STUKETKY.

[To 1 mmpuily B KOHTYPHYIO slUeHKOBYIO ynakoBKy u3 miieHku [IBX ¢ mokpsiTuem 6ymaroit nin 6e3
MOKPBITHS.

[To 1 unm 2 KOHTYPHBIX STYEUKOBBIX YITAKOBOK BMECTE C JIMCTKOM-BKJIA bIIEM 1 | uin 2 candeTkamu
CIIUPTOBBIMH IMOMEIIAIOT B KAPTOHHYIO MAUKY.

Ha mauky MosxeT ObITh HAaHECEHA ITUKETKA KOHTPOJIHHOTO BCKPBITHS.

6.6. OcoOble Mepbl  NPEAOCTOPOKHOCTH  TNPH  YHUYTOKEHUM  HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI'0 Mpenapara WJIH OTXOA0B, NMOJYYEHHBIX MOcC/Je NMPUMEHeHHMs MNpenapara u

Apyrue MAaHUMYJISIUN € PenapaToM
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Becp ocraBmmiics J1€KapCTBEHHBIN Npenapar u OTXQAPL CHGHYET, VHYUTOKHUTD, B COQTBETCTBIH C

YCTaHOBJICHHBIMH HAIMOHAJIIBHBIM 3aKOHOAATCIIBCTBOM TPCOOBdHMAMM.

7. JEPXATEJb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUASA

Poccuiickas @enepanus

000 «IICK ®apmar

141983, MockoBckast 0011, r.0. JlyOHa, . [lyOHa, yi. [Iporpammuctos, 1. 5, ctp. 1

Tenedon: 8 (499) 400 16 99; 8 (496) 218 19 19

DnekTpoHHas roydra: officel @rusbiopharm.ru

7.1. IlpencraBuTeb Jep:KaTeis periCTPANMOHHOIO YA0CTOBepeHusi Ha Tepputopun Coro3a

[Iperen3un HOTDC6I/ITGJICI71 HaIpaBJIATH 110 aApECy:

Poccuiickasa ®@eoepayus

000 «IICK ®Papmay

141983, MockoBckast 0011., r.0. JlyoHa, r. /ly0OHa, yi. [Iporpammucros, 1. 5, ctp. 1
Tenedon: 8 (800) 234 16 99

DnexTpoHHas moyra: pv(@rusbiopharm.ru

Pecnybnuxa benapyco

000 «PapMAccucTeHe»

220131, r. Munck, nep. Konbiosa, 4-b1it, 1. 51, 4 atax, od. 54
Tenedon: +375 29 640 42 86

DIeKTpoHHas 1movTa: pv@pharmassistance.by
Pecnybnuxa Kazaxcman

TOO AJIAUME

050051, r. Anmatsl, Mukpopaiion Caman 1, qom 1
Tenedon: +7-727-263-27-34

OnexTpoHHas noyra: aldimed@mail.ru

Keipevizckasn Pecnybnuka

0cO0O «Mencepsuc.KG»

720051, r. bumkexk, yin. Kypmanxan [latka, n. 131-133
Tenedon: +996 312 36-90-39

OnexTpoHHas noyra: medservice.kg@mail.ru
Pecnyonuxa Apmenus

000 «Pyanym Tpaguur»

r. Epesan, yn. Kouapss, 1. 18/52

Tenedon: +3 749 566 36 68

OnektpoHHas nouta: rudiumtrading@gmail.com
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8. HOMEP PEITUCTPAIIMOHHOI'O YAOCTOBEPERTIA

9. JATA TNEPBUYHOH PETUCTPAIIMU (IIOATBEPXKJIEHHUE PETHCTPAIIAMH,
INEPEPETUCTPALIUS)

Jlara nepBoii peructpanuu:
10. JATA NEPECMOTPA TEKCTA
OOmass xapakTepuCTHKa JEKapCTBEHHOIO Ipenapara IOCTylHAa Ha WHGOPMAIMOHHOM IOpTaje

EBpazuiickoro 3KOHOMHUYECKOTO COI03a B MH(POPMAITMOHHO-KOMMYHUKAIIMOHHON cetn «IHTepHeT»

https://eec.eaeunion.org/
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