COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 14.01.2026 N= 274

(MOCINEQOBATENEHOCTE 0004)

OBIIASI XAPAKTEPUCTHKA JIEKAPETBEHHOFO-HPEHAPATA
V JlauHblii JIEKapCTBEHHBIN MpernapaT MOJUICKUT JOMOIHUTEIIBHOMY MOHHUTOPUHTY. OTO
MO3BOJHUT OBICTPO BBISIBUTH HOBYIO HH(pOpManuio mo Oe3onmacHocTd. Mbl oOpamaemcs K
pabOTHUKAM CHCTEMBI 3PaBOOXPAHEHUS C MPOCHOO coo0maTh O JIOOBIX IT0103PEBACMBIX

HEXKCIATCIbHbBIX PCaKIUAX. HOpH,Z[OK COO6H_I€HI/I$I 0 HCXKCIIATCIIBHBIX PCAKIUAX IPEACTABIICH B

paznene 4.8.

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O TIPEIIAPATA
Ananmumyma6, 40 mr/0,8 M1, pacTBOp /ISl TOJKOXKHOTO BBEICHUSI.
2. KAYECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB

JleiicTByolIee BEMIECTBO: aJaIAMyMa0.

Kaxnprit mmpun copepxut 0,8 Mt pactBopa, cogepxkaiiero 40 mr agaiumymada.
BcmomorarenbHbIe BElIeCTBa, HAMYHE KOTOPBIX HAJIO YYUTHIBATH B COCTABE JICKAPCTBCHHOTO
npenapara: HaTpui (cM. pazaen 4.4).

ITosHBIM NepeUeHb BCIIOMOTaTeIbHbIX BELIECTB IPUBEICH B pasaeine 6.1.
3. JEKAPCTBEHHAS ®OPMA

PaCTBOp JJIA ITIOAKOXKHOI'O BBEACHU .

Onanecuupytomiast 6ecliBeTHas MM KOPUYHEBATOTO 1IBETA JKUAKOCTb.
4. KIMHUYECKUE JAHHBIE

4.1. Iloka3zaHusl K IPUMEHEHHUIO

[Tpenapat Ananumymad MokasaH K IPUMEHEHHUIO Y B3pOCIIbIX MAIMEHTOB B Bo3pacTe OT 18 neT:

e CpenHeTsKeNbli U TS¥KeNbl aKTUBHBIN peBMaTOUIHBIN apTpUT (B peKMME MOHOTEPAIUU WU
B KOMOMHAIlMM C METOTPEKCAaTOM WJIM JIPYTMMH Oa3MCHBIMHM IPOTHBOBOCIAIUTEIbHBIMU
npenapatamu). B koMOMHanMm ¢ METOTpEeKcaToM ajaluMymald CHHXKAeT CKOpPOCTb
IPOTPECCUPOBAHMS  MOBPEXKAECHUS CYCTaBOB (II0O  JaHHBIM  PEHTI€HOTpapUuecKoro
UCCJIEIOBAHMS) U yay4lIaeT QyHKIMOHATBbHYIO AaKTUBHOCTb.

e AKTHBHBII aHKWIO3UPYIOLUI CIIOHIWIIUT.

e Tsokenblii akCHANbHBIA CIIOHAWIOAPTPUT ©O€3 PEHTICHOJIOTUYECKU MOJTBEPIKIECHHOTO
AQHKUJIO3UPYIOILETro CIIOHAMINTA, HO MPHU HAJIMYUK OOBEKTHBHBIX MPU3HAKOB BOCHAJICHUS IO
noBbilieHHOMY ypoBHIO CPb n/unmmn nanueiv MPT, npu oTcyTcTBUM aJieKBaTHOTO OTBETa HA
J€YEHUE  HECTEPOHUJHBIMM  IPOTUBOBOCHAIMTEIBHBIMU  IIpernapaTamMyd  WIM  HX

HCIICPCHOCUMOCTHU.
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MCTOTPEKCATOM HUJIKM APYTUMH 0a3uCHBIMU IIPOTHBOBOCIIAIIMTCIIbHBIMU npenapaTaMI/I).

e AKTHBHBIA IICOpUATHUECKUI apTpuUT (B PEKUME 'H&I{E)’P

e XPOHHMYECKHUH OJSIICUHBIN TTcOpra3 (CPEIHETSIKEION U TSHKEIOW CTETICHH ), IICOpHa3 HOT'TEH,
KOI'/ia IOKa3aHa CUCTEMHasl Teparus.

e AKTHBHBII THOWHBINA THApageHUT (Acne INVersa) cpeaHel WM TSHKEION CTEICHH TSKECTH Y
B3POCJBIX MAMEHTOB MPU OTCYTCTBUU AJEKBATHOIO OTBETAa HA CTAHJAPTHYIO CHUCTEMHYIO
Teparnuio.

e bonesnp KpoHa (cpemHeTsDKeNnoi 1 TSHKEJION CTENeHN):

O IIpH HEaIeKBaTHOM OTBETE Ha TPAJULMOHHYIO TEPAIHIO, @ TAKKE HEMEPEHOCUMOCTH WIIH
MIPOTUBONOKA3aHUAX K TPAJULIMOHHONU Tepanuu;

o mpu HEdPPEKTUBHOCTH (MU CHUKEHHH J(PGEKTUBHOCTH) WM HENEPEHOCUMOCTH
nHpIMKcUMaoa.

e SI3BEHHBI KOJIUT CPEOHETSKEIOW M TSKEIOW CTENEeHH IpPU HEaJeKBaTHOM OTBETE Ha
TPAIUIMOHHYIO TEParuio, BKIOYAas KOPTHKOCTEPOHIbl H/WIM 6-MEPKAaNTONYpHH HITH
a3aTUONPUH, a TAKXKE IMPU HENEPEHOCHMOCTH WM MPOTUBOIIOKA3aHUAX K TPAJULUOHHON
Tepanuu.

e HewundexnnonHpii yBeUT (MPOMEXKYTOUHBIM, 3aJHUH M TAHYBEHUT) y B3POCIBIX TpPHU
HEaJCKBaTHOM OTBETE Ha TEPANHI0 TIIOKOKOPTUKOCTEPOUIAMH, B CHUTyalusAX, Korja
HEOOXOUMO OTpaHMYEHHE J03bl WM OTMEHA TJIFOKOKOPTUKOCTEPOHIOB, a TaKKe KOraa
Tepanust FIOKOKOPTUKOCTEPOUIaMU ITPOTUBOIOKA3aHa.

e bones3ns bexuera (MHTECTHHANBHAS (OPMA) y MALIMEHTOB ITPH OTCYTCTBUH aJIeKBaTHOTO OTBETA
Ha CTaHJApTHYIO TEpPaIuIo.

[Ipenapar AnanuMymad MokKazaH K MPUMEHEHUIO y JIETEH:

e HOBEHMJIbHBIM UAMONATUYECKUN apTPUT Yy MALIMEHTOB € 2 JIET B peXKUME MOHOTEPANUU HIIU B
KOMOUWHAIMM C METOTPEKCATOM.

e AKTHBHBIN SHTE3UT-aCCOIIMMPOBAHHBIN apTPUT y NAIIIEHTOB B BO3pacTe OT 6 JIET U cTapliie Mpu
OTCYTCTBMM aJICKBaTHOI'O OTBE€TAa Ha TEpamui0 CTAaHJAPTHBIMH MpernapaTaMM WIA HX
HENEPEHOCUMOCTH.

e XpoHHWYECKHH OJAIIEUHBIN TIcopHuas (TSKEJION CTeNeHu) y eTel ¢ 4 JeT npu HeaaeKBaTHOM
OTBETE Ha MECTHYIO TE€pamnuio UiM (OTOTEpanuio, a TaKXKe y MalUeHTOB, KOTOPbIM MECTHas
Tepanus ¥ GoToTepanus MPOTUBONOKA3aHBI.

e boune3nb Kpona (cpenHeTskenon win TsSHKeJIoM CTENeH ) y MalueHTOB OT 6 JIET U cTapuie pu

HCAZICKBATHOM OTBCTC HA TPAJUITMOHHYIO TCPAIIHUIO (BKHIO‘—I&?I ITIOJTHOC DHTEPAJIBbHOC ITMTAHUE U
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HaJIU4MY IPOTUBOIIOKA3aHUM K TPAJAULIMOHHOMN TEPAINH.

e HeuHdpexknMOHHBI TIEpeIHWI YBEHT y JeTeld OT 2 JIeT NpU HeaJeKBaTHOM OTBETE Ha
CTaHJApPTHYIO TEpPAIMI0 WM B Cilydae, KOIrJa CTaHJapTHas Tepanus HE MOAXOAUT TaKUM
HalUCHTaM.

e AKTUBHBII THOMHBIA THAPAJCHUT (4CNe INVErsa) cpeiHei WM TSKEION CTEIIeHU TSHKECTH Y
JeTer oT 12 et npu OTCYTCTBHH a[€KBaTHOIO OTBETA HA CTAHAAPTHYIO CUCTEMHYIO TEPAIUIO.

e SI3BEHHBIN KOJHUT CPEIHETSIHKEION U TAKEION CTENEHH y JETEU OT 5 JIET MPU HEAJEKBAaTHOM
OTBETE Ha TPAJAMLIMOHHYIO TEpaIUIo, BKJIIOYAas KOPTUKOCTEPOUIbl M/UIM 6-MEpKanTOIMypUH
WIM a3aTUOIIPUH, a TAK)KE IIPU HEIIEPEHOCUMOCTH WM IPOTUBONOKA3aHUIX K TPAAULMOHHON
TEpaIuu.

4.2. PexxuMm 103MpoOBaHNs U C1IOCO0 NPUMEHEeHUs!

Jleuenue npenapatoM Anaaumymal ciieyeT NpOBOAUTH MO/ HAOJIIOAEHUEM Bpaya, UMEIOLIEro

OIIBIT IPUMEHEHUS PENApaToOB, COACPKAILIUX MOHOKIOHAIbHBIC aHTUTEIIA.

PexxuM 103upoBanus

Bspocnvie

Pesmamouodnwii apmpum (PA), ncopuamuueckuti apmpum (l1cA) u auKuio3upyrowuil cROHOUIUM

(AC), MANCEAbIU _AKCUATIbHBLU cnOHdwloapmpum bes PEHMCEHOI02UYECKU nOdm@@DJfCOQHHOZO

aHKuI03upYyrowe2o cnonouruma (axcuai CnA)

Pexomennyemas no3a aganumymada y B3pOCIbIX MAMEHTOB ¢ PEBMATOUAHBIM apTputoM (PA),
ncopuatuueckuM aptputoM (IIcA), anxunosupyromum crnoHIuwIUToM (AC) M TSXKEIbIM
aKCHAJIbHBIM CIIOHIMJIOAPTPUTOM O€3 PEHTI€HOJOTMUECKH OATBEPIKIEHHOT 0 aHKUIIO3UPYIOILEr o
cnonpuiura (akcuan CnA) cocrasnser 40 mr noakoxHo 1 pa3 B 2 Hexenu. Ilpu HasHaueHuun
npenaparta AjganuMymad Tepanus INIIOKOKOPTUKOCTEPOUIaMU, CaTUIMIIaTaMH, HECTEPOUTHBIMU
IPOTHBOBOCTIAJIMTENBHBIMUA  TIperapaTaMy, aHajdbleTHKaMHM, METOTPEKCaTOM M JIPYTHMHU
0a3MCHBIMU IPOTUBOPEBMATHUECKUMHU TMIperapaTaMu MOXKET ObITh MPOAOIIKEHA.

VY HexoTopbIx nanueHToB ¢ PA, He nony4aromux METOTpeKcar, TONOIHUTENbHbIN 3G (HeKT MoKeT
OBITh OCTUTHYT MpPH YBEIWYEHUM KPATHOCTH NMpUMeHeHus aganumymada no 40 mr 1 pas B
Hezaemnto win 80 Mr 1 pa3 B 2 Henenu.

ITo BceM yka3aHHBIM BBIIIE TIOKa3aHUAM, COTJIACHO UMEIOUIMMCS TaHHBIM, KIMHUYECKUH OTBET,
KaK MpaBUJIO, JOCTUTraeTca B TeueHue 12 Henenb jeyeHus. Cienyer THIATENbHO NEPEeCMOTPETh
MPOJOHKEHHUE TEPANy y MAlMeHTa, He JOCTUTAIOIero OTBETa Ha JIeYeHHEe B TEUEHUE JaHHOTO
NepHoja BpEMEHHU.

bonesnw Kporna
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Kpona — 160 mr B 1 gens (mpumensiercs 1o 4 uabekuu 1no 40 Mr B I6Hb WIH MO 2 UHBEKIHUH 110
40 Mr B JeHb MOCIEIOBATEIBHO B T€UCHHE 2 THEH), uepe3 2 Heaenu (Ha 15 nens) — 80 mr, emie
yepe3 2 Heaenu (29 1eHb) HAYMHAKOT NMPUMEHSATH IMOICp)KUBarONIyt0 103y — 40 mr 1 pa3 B
2 uenenu. Ilpu HasHaueHuM mnpenapara Aganumymald Tepanus aMUHOCATHUIMIATaMHU,
TIIFOKOKOPTUKOCTEPOUIaMU W/UIM UMMYHOMOJYJISITOpaMu (Harmpumep, 6-MepKanTonypuHOM H
a3aTHOMPUHOM) MOXKET OBITh MPOJIOIKEHA.

[TaruenTsl, HaOMIOJAIONIME YMEHBIIEHUE OTBETAa Ha JICYEHHE IPernapaToM, MOTYT HOJIYyYUTh
JOTIOTHUTEBHBIN 3(h(EKT OT yBeIMYEeHHsI 4YaCTOThI BBEeJIeHUS MpenapaTta Axanumymad a0 40 mr
1 pa3 B Hepemto wnu 80 Mr 1 pa3 B 2 Henenu.

HekoTtopeie mamueHTs MOTYT HE OTBEYaTh HA TEPAIUI0 agaliMymMaboM B TEYEHHE TEPBBIX
4 Henenb, OJTHAKO JICYEHHUE CIEAYET MPOIOJDKUTH, TAK KaK MOJIOXKUTEIbHBINA 3((HEKT MOKET ObITh
JIOCTUTHYT B TeueHue 12 Henenb. PemieHne o mpekpalieHUH Teparuyd MOXKET ObITh MPUHATO B
cllydae, eClI MalMeHT He oiayvaeT 3¢ dexra oT JedeHns B TEYSHHE 3TOTO MEPHO/A.

Bo Bpemst moiepkuBaroIieid Tepanuu npemnaparom Axaaumymad 103y TITFOKOKOPTHKOCTEPOHIOB
MO>KHO MTOCTETIEHHO YMEHBIIATh B COOTBETCTBUU C UMEIOIIMMHUCS KIMHHYECKUMHU PYKOBOJCTBAMU
o nedenuto 6oneznu Kpona.

AHzeennvlil kKoaum

HavanbHas (MHAYKUIMOHHAs) 71032 JJI B3POCHBIX CO CPEIHETSKEION M TSDKEJIOW CTENEHBIO
SI3BEHHOT'0 KOJIUTa cocTapiisgeT 160 Mr HCXOaHO (032 MOYKET OBITh BBE/ICHA B BUJIC 4 MHBCKIIUI B
OJIMH JIEHb WY B BUJI€ 2 UHBEKIUI B CYyTKH B TeueHue 2 nuei noapsa) u 80 mr yepes 2 Heleu.
[Toce MHAYKIIMOHHOM 03Bl PEKOMEHyeMasl TTOAAePKUBAOIIast 103a cocTaBisieT 40 Mr, KOTopas
BBOJIUTCSA B BUJIE PETYJSIPHBIX TMOJKOXKHBIX MHBEKIIUNA C MHTEPBAJIOM B 2 Henenu. Bo Bpems
JiedeHus mpenapatoM AmanumMyMmal Tepanvs aMHUHOCAIUIUIIATAMHU, TIIFOKOKOPTUKOCTEPOUIaMU
U/WI UMMYHOMOJIYJIATOpaMHU (Hampumep, 6-MepKanTOIypUHOM U a3aTHOIIPUHOM) MOXKET OBITh
MIPOJIOJDKEHA.

Bo Bpems nonnepkuBaroieit Teparnuu mpenaparoMm AganuMymad 103y TTFOKOKOPTUKOCTEPOHIOB
MO>KHO TIOCTETIEHHO YMEHbIIIATh B COOTBETCTBUU C UMEIOIIMMHUCS KIMHUYECKUMU PYKOBOACTBAMU
I10 JICUCHHIO SI3BEHHOI'0 KOJIUTA.

[TanineHThI, y KOTOPBIX HAOMIOAAETCS YMEHBIIIEHWE OTBETA Ha JICYCHHE aJaIMMyMaOoM, MOTYT
MOJIYYUTh TONOJHUTENbHBIN A (EKT OT yBeNTnYeHHsI YaCTOThI BBEJCHUS NpenapaTta Aanumymad
10 40 mr 1 pa3 B vegemo wiu 80 mr 1 pa3 B 2 Henenu.

Hmeromuecst JaHHBIE CBUETENLCTBYIOT O TOM, UYTO KIMHUYECKHHA dPHEKT 0OBIYHO TOCTUTACTCS

B TeueHue 2—8 Heenb JiedeHus. Jleduenue npenapatom Anaaumymad cieryeT NpoaoiKaTh TOJIBKO
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Tepanuu.

Xponuueckuil basweunvlil ncopuas U nCopuas Hocmeu

HauanpHas 103a U1 B3pOCIIbIX MalMEHTOB cocTaBisieT 80 Mr.

[TonnepxxuBaromas no3a — no 40 mr 1 pa3 B 2 Heznenu, HAaUMHAS Yepe3 HEJEII0 MOoCiie Ha4aJIbHOM
JI03BI.

Cnenyer TIIATETBbHO MEPECMOTPETh MPOAOKEHUE TEpanuu B IMEpUOJ CBBIIE 16 Hexenb y
MaIUeHTa, He JIOCTUTAIOIIEr0 OTBETA B TEUEHUE JAHHOTO IIepUoia BpEMEHH.

Ecnu yepes 16 Henenpb Tepanuu y manueHTa He HaOI0AaeTcs aJleKBaTHBIM OTBET Ha TEparuio, TO
J03a mpernapara MokeT ObITh yBenuueHa (40 mr 1 pa3 B Hegento unu 80 mr 1 pa3 B 2 Henenn). B
TEYEHUE JaHHOTO TIepUOJa CJeAYyeT MPOBOJAUTH OILIEHKY IIOJIb3bl TMPUMEHEHHSI M pPHUCKA
HEe)KeNaTeNIbHbIX sBJIeHUH. Ecnu ajekBaTHBIM OTBET JOCTUTHYT IMPU YacTOT€ MPUMEHEHUS
npenapata (40 mr) 1 pa3 B Hepemnto (wm 80 mr 1 pa3 B 2 Hefenu), TO Jajiee MOKHO BEPHYTHCS K
00bI4HOM noaaepxkuBatomeit go3e (40 mr 1 pas B 2 Henenn).

AxmusHblil 2HOUHBLY 2udpadenum (acne inversa)

PexomeHyeMblli peXUM J103UpOBaHMs Ipernapata AanauMyMad y B3pOCIbIX MAIEHTOB C
rHoiHbIM ruapagenutoM (I'T) Briaroyaet HauanbHY0 103y 160 Mr B 1 1eHb (BO3MOXKHO BBEICHHE
4 nabvekuuit no 40 mr B Teyenue | cyrok uinum 2 nHbekuui no 40 Mr B CyTKU B T€UeHHUE 2 JHEH
nozpsa) v 3areM Ha 15 nens (uepes 2 Hepenu) — 80 mr (BBeeHue 2 MHbeKIMMA 110 40 Mr B TeUeHUE
1 cyrok). Uepes 2 Henenu (29 aenp) mpoaoikaroT BBeAeHHe M03bl 40 Mr 1 pa3 B HeAento Uiu
80wmr 1 pa3 B 2 Hemenu (BBeaenue 2 wuHbeknuid mo 40 mr B TeueHue 1 cyrtok). [lpu
HEO0OXOIUMOCTH, MOXKET OBbITh MMPOJOJIKEH IPUEM AaHTUOMOTHUKOB BO BpEMs JIEUEHUS IIperapaToM
Ananumymab. Bo Bpems nedenusi npenapatoM AnanuMyMmMad IalMeHTaM pPEeKOMEHIYyeTcs
€XXEJIHEBHO IPOMBIBATh MeCTa NopakeHui I'T" MECTHBIM aHTUCENTUYECKUM CPEICTBOM.

Crnenyer TIIATENBHO MEPECMOTPETh MPOJOJDKEHHME TEpaluy B IEpUOJ CBbINE 12 Henenp y
MAIMEHTOB, HE IOCTUTAIOUINX YIyUYIIeHUH B T€YEHHE JaHHOTO MEPHOJia BPEMEHHU.

[Tpr HEOOXOIMMOCTH BPEMEHHOIO MTPEKPALLEHUS JIEUEHUsI TIPUMEHEHHE TpenapaTa AanuMymad
B 03¢ 40 mr 1 pa3 B Henemo nim 80 mr 1 pa3 B 2 HeZlenmu MOXKET ObITh BO30OHOBIICHO.

Cnenyer nmepuOAMYECKH BBINONHITH OLIEHKY COOTHOIIEHMsSI TOJb3bl M PHUCKA IPOJOJIKEHUS
JUTUTEILHOTO JICUEHUS.

Yeeum

PexomeHtyeMblii pexXHuM J03MpOBaHUs Ipernapara AganuMyMad y B3pOCIBIX MAIlMEHTOB C
YBEUTOM BKJIIOUAET HauvalbHYIO 103y 80 mr, 3areM 1o 40 mr 1 pa3 B 2 Henenu, HauMHas 4epes

HEJIEJIO [TOCIJIE IPUMEHEHUS Ha4albHOM 103bl. CyIIecTBYET OrpaHUYEHHBIN ONBIT Ha4aJla TEpanuu
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HAYaTO B KOMOMHAIIMM C TJIFOKOKOPTUKOCTEPOMAAMHU W/WIA C APYrUMH HEOHOJIOTMYECKHMMHU
UMMYHOMOJYJIUPYIOIIUMHU  cpeacTBaMu. [lo3a  IIIIOKOKOPTUKOCTEPOUAOB  MOXET  OBITh
IOCTETICHHO CHIDKCHA JI0 IOJHOM OTMEHBI B COOTBETCTBHHM C YCTOSIBIICHCS KIMHHYECKOM
NPAKTHKOM, HAYaJI0 CHIKEHHUS J103bI TIIFIOKOKOPTHKOCTEPOUIOB — Yepe3 2 HEe/IeNH Mocje Havdajia
JeUeHHs afanuMyMadoM. PeKoMeHIyeTcsl €KEeroJHO OLEHHUBAThH IOJIb3Y U PUCK MPOJOJIKCHHUS
JUTUTETIBHOTO JIEYECHUSL.

bonesnv bexuema (unmecmunaivras hopma)

Hauanbnas no3a y B3pocibix cocrasisier 160 mr. Jlanee uepes 2 HeAenu CIeayeT CHU3UTh 103y
no 80 mr. Yepe3 4 Hemenu mocie Hayala TEpalUM CIEAYET MEPEUTH Ha MOAAECPKUBAIOIIYIO
Tepanuio B 103¢ 40 mr 1 pa3 B 2 Henenu.

Bospacm, paca, non

B knmHnyeckux wuccienoBaHusix 9,4 % maumeHToB ObUTM B Bo3pacte 65 NeT W crapiie, U
npubmm3utenbio 2,0 % — B Bo3pacte 75 mer m crapmie. Otiawunii B 3 ()EKTHBHOCTH HE
HA0JII0/1aJ10Ch MEX/1y JAaHHBIMU TpyIaMu nanueHToB. Koppekius 10361 A1 JaHHOW KaTeropuu
MAIUEHTOB He TpebyeTcs.

Iemu

O0beM HHBEKLUHU BbIOMpaeTcs, UCXO U3 Macchl Tejla MalkeHTa.

FOsenunvnvil uouonamu4ecKkull apmpum

Jo3bl mpenapara AnanumyMald JUisi TTAIMEHTOB C FOBEHWJIBHBIM HIUOMATUYECKUM apTPUTOM B
BO3pacTe ¢ 2 JIeT U cTapie npeacTaBieHsl B Tabnuue 1. Jlo3a moadupaercs B 3aBUCUMOCTH OT
Macchl TeJla NalueHTa.

[Ipu HazHaueHuu npenapata AxanauMymad Tepanus METOTPEKCATOM, TITFOKOKOPTUKOCTEPOUIaMH,
HECTEPOUJIHBIMU TIPOTHBOBOCMIATUTENBHBIMU MpENapaTaMu W/WIH aHAbIeTUKAMH MOXKET OBITh
MPOJIOJKEHA.

[Ipenapar Ananumymad Mpu IOBEHHJIBHOM HUIMOMATHYECKOM apTpUTe Ha3HadarT 1 pa3 B 2
HeZIeNu.

Tabnuma 1. PexomeHnoBaHHbIE 03Bl Tpemapata AnanumMymMad TpH  FOBEHUJIHHOM

HIUONATHUYCCKOM apTPUTE Y JeTen

Macca tena Hoza
Ot 10 o 30 kxr 20 mr 1 pa3 B 2 Heagenu
> 30 kr 40 mr 1 pa3 B 2 Henenun

Knuanyeckuii oTBET OOBIYHO JAOCTUTACTCA B TCUYCHHC 12 Helenb JiedeHus. Perienue o
MMPEKpalICHUN TCPAIIUHA MOKET OBITh IMPUHATO B CJIydac, €CJIN MAllUCHT HE MMOJIy4acT B(I)(beKTa OoT

JICYCHUA B TCUCHUC ODTOr0 Iepuoa.
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apTPUTOM WJIM y JIeTell ¢ Maccoil Tena MeHee 10 Kr He n3y4anoch.

9Hme3um-accouuup06aHHblﬁ apmpum

Jlo3za mpenapara Apanumymal [Uid MAIUEHTOB C 3HTE3UT-ACCOLIMMPOBAHHBIM apTPUTOM B
BO3pacTe ¢ 6 JIeT U crapuie npejacTaBieHa B Tabauue 2. Jlo3a noadupaercs B 3aBUCUMOCTH OT
Macchl TeNla NalueHTa.

Tabmuua 2. PekoMeH0BaHHBIE 03Bl Mpenapara Axanumymal Ipu SHTE3UT-aCCOLMMPOBAHHOM

apTpuTe y IeTeit

Macca tena Ho3za
Ot 15 no 30 xr 20 mr 1 pa3 B 2 Henenu
>30 xr 40 mr 1 pa3 B 2 Henenu

HpI/IMeHeHI/IC aI[aJ'II/IMYMa6a Yy NauEeHTOB € SHTC3UT-ACCOUMHNPOBAHHBIM ApTPUTOM B BO3PACTC IO
6 net He HU3Yy4aJIoCh.

bonesnv Kpona

Jlo3sl mpenapara AnanumyMad Juist maiueHToB ¢ Oone3npto Kona B Bo3pacre ¢ 6 et no 17 yer
npezcTaBieHbl B Tadmuie 3. Jlo3a moadupaercs B 3aBUCUMOCTH OT MACChI TeJla MAlUEHTA.

Tabnuna 3. PekomeHnoBaHHbIE 0361 Ipenapata Ananumymad mpu 6onesnn Kpona

Hauanenas nosa [TopnepxuBaromas 103a, HaYMHas
Macca tena
¢ 4 Henenu

80 MT B IEpBLIi 1EHD
<40 xr P 20 mr 1 pa3 B 2 Henenun

40 mr uepe3 2 Henenu

160 Mr B IIepBLIN AEHD
>40 kr P 40 mr 1 pa3 B 2 Henenun

80 mr uepes 2 Henenu

[TarueHTsl, Y KOTOPBIX HaOIIOJAeTcs yMEHbBIIEHHWE OTBETa Ha JIEUEHHE IpenaparoM, MOTYT
MOJIYYUTh AOMOJHUTENbHBIN 3(pPEKT OT yBeTnUeHUs J03blI IIpenapaTa Aanumymao:

e TManueHThl ¢ Maccoit Tena menee 40 kr: 20 mr 1 pa3 B Heeno;

e manueHTsl ¢ Maccoit Tena 40 kr u 6oxee: 40 mr 1 pa3 B Henento unu 80 mr 1 pa3 B 2 Henenu.
[Tpumenenue aganumymada y aeteit maaaue 6 jet ¢ 6o1e3Hpi0 KpoHa He n3ydanocs.

Axmuenbiyl 2HouHbII 2udpadenum (acne inversa) y oemeii ¢ 12 nem ¢ maccou mena ne menee 30 k2

Pexomennyemas no3a cocrasuseT 80 mr (crapToBast 103a), Aajee Ha3HAYAETCS TOAJIEPKUBAIOILAs
no3a —40 mr 1 pa3 B 2 HeJienu, HaUMHAs Yepe3 OJHY HENENI0 TI0CIIE CTaApTOBOM J103bI.

B ciydyae oTcyTcTBUS aJ€KBATHOTO OTBETa Ha TEpPaIUIO MPH MPUMEHEHUH MOJJEp>KUBAIOLIEH
10361 40 mr 1 pa3 B 2 Hezenu cielyeT pacCMOTPETh yBeIMUYeHHEe 103bI npenapara — 40 mr 1 pa3 B
Hezaemnto win 80 Mr 1 pa3 B 2 Heenu.

[Tpu HEOOXOIMMOCTH, BO BpeMs IPUMEHEHUs npenapara AjaaiuMmymal MOXKeT ObITh POI0JIKEeHa

TCparung aHTUOMOTHKAMH.
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Hapy>KHBIX aHTUCENITUYECKUX CPEJICTB HA YYaCTKAaX BOCHATUTENBHBIX KOXKHBIX JIEMEHTOB.
Crenyer TIIATENBbHO OLIEHUTh HEOOXOIMMOCTh ITPOJAOIDKEHHS JICUSHUS MTPernapaToM AnanuMymad
B CIyyae OTCYTCTBHs OTBETa Ha Tepanuio B TedeHue 12 Henenb. B ciayuyae npepsiBaHus Tepanuu
npenapatoM AnanuMymald BO3MOKHO BO30OHOBUTH JICUEHHE IO CXEME, YKA3aHHOI BBILIE.

B ciydae mpomoinKUTENBHOTO JIeUeHHUs NpenapaTtoM AnanuMymal cleayeT MepUOAnYECKH
OLIGHUBATh I0JIb3Y MPUMEHEHHS Mperapara B COOTHOIIECHHH K BO3MOYKHOMY PHCKY.
Knunuueckue uccnenoBanus aganumymada y geTeil ¢ THOMHBIM THapaJeHUTOM He IPOBOMIINCE.
Jo3upoBanue anaaumymaba y JaHHBIX MAlMeHTOB ObLIO ONpEe[esieH0 Ha OCHOBAaHUU
(apMaKOKMHETUYECKOTO MOACTUPOBAHUS U CUMYJISIIUH.

JlanHble O NpUMEHEHHH aganuMymaba y pgeTedl miamgme 12 JeT ¢ aKTUBHBIM THOMHBIM
TUAPAJCHUTOM OTCYTCTBYIOT.

XpoHuyeckull OJAMEUHbIY NCOPUA3

PexoMeH10BaHHBIN PEXUM J03UpPOBaHUS Ipenapara AjnanumMyMad y JeTeil ¢ XpOHHYECKUM
OJiAIedHbIM 1copuasoM ¢ 4 1o 17 ner npencrasieH B Tabnuie 4 HUXKe.
Jlo3a noabupaercs B 3aBUCUMOCTH OT Macchl Tela.

Tabnuna 4. PekomeH10BaHHBIE 10361 ITpenapaTa AganumMymad npu OJIsIIeqHOM [coprase y 1eTeit

Macca tena Ho3za

HavanpHast no3a u 1mo3a, BBoguMas 4epe3 | Hemenmo Mocie IMepBOM
or 15 30 WHBEKINH, cocTaBisaeT 20 mr. Yepes 2 Hemenu mociie BTOPOd MHBEKIUN
T 15 1o 30 xr .
clenyeT NEpelTH Ha MOAJEPKHUBAKILYI0 Tepanuto B 1o3e 20 Mmr

1 pa3 B 2 Hexenu.

HavanbHas no3a u 103a, BBoAMMas uepe3 | Henmenmwo Mocie IMepBOn
= 30 WHBEKINH, cocTapisaeT 40 mr. Yepes 2 Hemenu mociie BTOPO MHBEKIUN
= KT o
clenyeT TEpEeuTH Ha TMOAACPKHUBAIOIIYI0 Tepanuio B 1o3e 40 wmr

1 pa3 B 2 Hepeny.

Ecin manueHT He OTBeYaeT Ha TEpamuio B TEYCHHWE 16 Hemenb JIeUeHUs, TO HEOOXOIUMO
TIIATENTFHO PACCMOTPETH BOMPOC O HEOOXOIUMOCTH MTPOONIKESHHUSI JICUCHUS.

[Ipy TOBTOpPHON Tepamuu XPOHUYECKOTO ONSMIEYHOrOo TIcOpHasa y JAeTel mpenapaTtom
Ananumymad HEOOXO0IMMO CIIEIOBATh TAKOMY K€ PEKHUMY JT03UPOBAHHS.

JlanHble 0 TIpUMEHEHWHU anamuMymada y aeted muamme 4 JeT ¢ XPOHHYECKHM OJSIIeYHBIM
MCOPHUA30M OTCYTCTBYIOT.

Yeeum

JlanHbIe 0 MpUMEHEHUH aganuMymaba y JeTei muamamie 2 JeT C YBEUTOM OTCYTCTBYIOT. [lepen
Ha4YaJIOM JICHCHHSA PEKOMCHAYETCS OLUCHUTD IOJIB3Y U BO3MOXXHBIC PUCKH }IHHTGHBHOﬁ TCparmnu.

OmngIT MMPUMCHCHU aI[aJ'II/IMYMa6a 0e3 MCTOTpCKCATa y JeTe ¢ YBEUTOM OTCYTCTBYCT.
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{noc
Jlo3a mogOupaeTcsi B 3aBUCHMOCTH OT MacChl Tefia naunelgra.'

Jetun ¢ maccoii Tena < 30 Kr: pekoMeHJ0BaHHas J103a npenapara Ananumymad coctasisieT 20 mr
1 pa3 B 2 Hexenu B KOMOMHAIUMU C METOTpeKcaToM. Bo3MO)XKHO pUMEHEHNHE HadallbHON J103bl
40 Mmr 3a 1 Henmemoo A0 Hayaja NOJJEp)KUBarolled Tepanuu. HeT AaHHBIX O HpHUMEHEHUU
HavyaJabHOU 110361 40 M y nerei mutaiie 6 JieT.

Jetu ¢ maccoii Tena > 30 Kr: pekoOMeH0BaHHas 103a mpenapara AnanuMmymad coctasisieT 40 mr
1 pa3 B 2 Henenu B KOMOMHALIMKM C METOTPEKCAaTOM. BO3MOXHO MpUMEHEHNE HAYaIbHOUM 1036l
80 mr 3a 1 Henenro A0 Havasa MOAJIEPKUBAIOIIEH TepartH.

Hzeennvlil koaum

PexomMeH10BaHHBIH PEKUM JO3UPOBAHUS MpenapaTa Aganumymad y AeTeil ¢ S3BeHHBIM KOJIUTOM
¢ 5 mo 17 ner npeacTasieH B TabIULIE 5 HIDKE.
Jlo3a moaOupaercsi B 3aBUCHMOCTH OT MAcChl TeJla MallueHTa.

Tabnuna 5. PekomennoBanHbIe 03bI IIpenapaTa Aganumymad y 1eTei ¢ S3BeHHBIM KOJTUTOM

Hauanenas nosa [TopnepxuBaromas 103a, HaYMHas
Macca tena
c Hepenu 4%

80 Mr B MepBbIN JEHBb 40 mr 1 pa3 B 2 Henenu

<40 kr 40 mr yepe3 2 Henenu U
20 mr 1 pa3 B Heaeno
160 Mr B nepBbIii 1€HBb 80 mr 1 pa3 B 2 Henenu

> 40 kr 80 mr uepe3 2 Henenu 1581051
40 mr 1 pa3 B HezemtO

* [TaumeHTam, KOTOPHIM HMCIOJHUIOCH 18 JIeT BO BpeMsl Tepaluu mpernapaToM AmpanuMmymao,

CJICAYCT MPOAOJIKATh TPHUEM Ha3Ha4Y€HHOM nozmepm/IBanmeﬁ JO3bI.

Ecnu nanueHT He OTBEYaeT Ha TEpaNuIo B TeUEHUE § HENleb Tepaiuu, TO HE0OXO0IUMO TIIATEIILHO
pPaccMOTpPETh BOMPOC O HEOOXOIUMOCTH MPOJOTKEHUS JICUCHUSI.

B cnyuae peummuBa 3aboneBaHus Ha (oHE TOAACPKUBAIOLICH Tepamuu MOXKET ObITh
OTpaBJIaHHBIM Ha3HAYEHHUE MMOBTOPHOM UHAYKITMOHHOM 7103bI: 80 MI' OTHOKpPATHO (151 TAlIUEHTOB
<40 kr) wim 160 Mr ogHOKpATHO (7151 MaMEHTOB > 40 KT) ¢ MOCIeAYIOMEH TOoIIeP KUBAIOIIEH
JI0301, KaK yKa3aHo B Ta0muIe 5.

JlaHHbBIE 0 MPUMEHEHHUH alajTuMyMada y AeTel MIIaiie 5 IeT ¢ S3BEHHBIM KOJIUTOM OTCYTCTBYIOT.

Crrocob nmpruMeHeHus

ITonkosxHO.

[Ipemapat BbIMyckaeTcs B HamodHeHHbIX mmpuiax mno 0,8 mu. KonmuecTBo amanumymada B
mmpuue: 40 mr.

Jleyenune mpenaparoM AnmanuMymad TPOBOJUTCS MO KOHTposieM Bpada. Eciu Bpau cuuTaet 31o

BO3MOJXHBIM, TO ITOCJIE COOTBETCTBYIOILICTO 06y‘-IeHI/I$I TEXHUKE ITOAKOXHBIX I/IH’BCKIII/Iﬁ TTIaITME€HTHI
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MOTYT CaMOCTOSITEIbHO BBOAUTH ce0e mpenapan

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

[Ipenapat AganmuMymal® BBOISAT IMOAKOXKHO B 00nacTh OeApa WM XKUBOTAa. MecTa MHBEKIIUN
cienyeT yepenoBarb. HegonycTiMO BBOAUTH HOBBIE MHBEKIIMK HA YYacTKaX ¢ YyBCTBUTEIBHOM,
MOBPEKICHHOM, MOKPACHEBILIECH WJIM YIZIOTHEHHOW KOXKEH.

PactBop ciieqyer ocMOTpeTh niepe] BBEACHUEM Ha MPEeAMET HAIUYHUS B HEM TOCTOPOHHUX YaCTHUIL
WA U3MEHEHHUS 1BETA.

Ecmu Tpebyercs BBectu mpemapar B go3e 20 Mr, HEOOXOOMMO HEMOCPEICTBEHHO TIepen
MIPOBEJICHNEM UHBEKIMH YAAIUTh U3 HAOJHEHHOTO MINpUIIa U30bITOYHBINA 00BeM MpenapaTa 10
OTMETKH Ha IpaJyupoBOYHON mikane mmpuna «20 mMry. Kaxkaslii mpuiy cieayer Ucnoiab30BaTh
TOJILKO JUISL TPOBEACHUS OJJHON MHBEKIUH.

[Ipenapar Apanumymad He ciieqyeT CMEIIMBaTh B OJHOM IINPUIE C JIIOOBIMH JAPYTHMH
JIEKapCTBEHHBIMU NpenapatamMu. OcTaBUINIICS PaCTBOP U UCIOJIB30BaHHBIE MaTepUaibl CIEAyeT
YTUIU3UPOBATb.

Ecnu ouepennast mHbeKuus npemnapara AnanuMymad ObUta CiydaifHO MpomyiieHa, Heo0X0auMo
IPOBECTH UHBEKIIHUIO CPa3y, KaK TOJIBKO 3TO OyaeT oOHapykeHo. Cieayromas HHBEKIHS T0JDKHA
OBITH IPOBEJICHA B COOTBETCTBUU C 3aIUIAHUPOBAHHBIM paHee TpaduKoM.

Mo>keT BO3HHKHYTh HEOOXOIMMOCTH BO BPEMEHHOM IPEKpAllleHUU MPUMEHEHHs Ipenapara,
HarpuMep, Nepea XUPYPrHUeCKUM BMEMIATEICTBOM WM B CIIydae pa3BHTHUS CEPHE3HOTO
UHQEKIIMOHHOTO 3a00JIeBaHUsI.

CornacHo UMEIOIUMCS 1aHHBIM, BO30OHOBIICHHE JICUEHUS a1aIMMyMa0oM MOCJIe €ro OTMEHBI B
teyenne 70 gHeH uam Ooliee BHI3BIBAIO KIMHUYECKUN OTBET TaKOH ke MHTEHCUBHOCTH, KaK J0
npeKpalieHus MPUMEHEHHs afanTuMyMada, ¢ aHAIOTHYHBIM MTpoduiieM 0e30acHOCTH.
Hncmpykyus no noocomoeéke u npogederuio unvekyuu npenapama Aoarumymad 6 00HOpa3z08om
wnpuye

1. IToaroroBxka:

Pucynok 1.

1.1. TmarenpHO BBIMOMTE PYKH.
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1.2. JloctanbTe U3 yIAaKOBKH U MOJOKHUTE HA YHCTYIO nbll-alepxr;l(lf:c‘;lt';' U I1:[ T rrpelr‘ra:lo'ta'TOM

Ananumymao.

1.3. YOenurech, 9T0 CPOK XpaHEHHS mpenapara AxanumMyMma0, YKa3aHHBINA Ha MITPHIIE, HE HCTEK.
1.4. Tlpenapar AnmanmuMymad TpeICTaBiIseT COOOW MPO3payHyrd OECIBETHYIO KHUIAKOCTh. He
UCIIOJNIB3YITE MpenapaT, eCiu KUIAKOCTh MyTHasl, COJEPKUT XJIOMbs WM YaCTULIbI, X U3MEHUIIA
CBOM IIBET.

2. BeIOOp 1 MOArOTOBKA MECTa Il MHbEKIINU:

—

Pucynok 2.

2.1. Beibepute MecTO Ha )KHMBOTE WX TIEPEIHEN MOBEPXHOCTH Oespa.

2.2. Mecta UHBEKLUH U CTOPOHBI CIIEAYET MEHSATh.

2.3. KaxJioe creayroniee MecTo BBEJICHUS JOJKHO OTCTYNATh OT MPEAbIIYILEro Kak MUHUMYM Ha
3cm.

2.4. Henp3st BBOIUTH IpemapaT B MECTO Ha KOXe, TIe UMeeTcst 00JIe3HEHHOCTh, IIOKPACHEHHE,
YIJIOTHEHUE WJIM KPOBOMOATEK. DTHU NMPU3HAKK MOTYT yKa3bIBaTh Ha HAIWYHE HHPEKIUH.

2.5. Mecto ykona He00X0JMMO 00paboTaTh CHMPTOBOI candeTKkoit KpyroBbIMHU JIBUKEHUSIMHU.

3. Bregenue npenapara Ananumymao:

11
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

45°

Pucynok 3.

3.1. He BcTpsixuBaiite mnpui.

3.2. CHUMUTE KOJIAYOK C UIJIBI, HE JOTPAruBascCh A0 Wbl M U30eras MpUKOCHOBEHUS K APYTHM
noBepxHocTsAM. Ecnmu tpebyercss BBecTu mpemapaT B o3¢ 20 Mr, HEMOCPEICTBEHHO TMepen
MPOBEJICHUEM UHBEKIMH YJAIUTE U3 HAIOJHEHHOTO IIMPUIIa U30BITOYHBINA 00beM Mpenapara A0
OTMETKH Ha I'paJyupOBOYHOH IIKaJie mmpuua «20 mMry».

3.3. OgHOIi pyKOH BO3BMUTE B CKJIAJIKy OOPaOOTaHHYIO KOXKY.

3.4. B npyryto pyKy BO3bMHUTE IIMPHUIL, IepKa €ro Mo yriioM 45° K TOBEpXHOCTH KOXKHU.

3.5. OgHuM OBICTPBIM IBUKEHUEM MOJTHOCTHIO BBEIUTE UTJTY B KOXKHYIO CKIIAAKY.

3.6. [lociie BBeIeHUS UTJIBI OTIIYCTUTE CKIIAJIKY KOXKHU.

3.7. BBenute BeCh pacTBOP B TEUCHHE 2—5 CEKYH/I.

3.8. ITocne BBeneHus: pacTBopa (Koraa MImpuIl OyAeT MyCThIM) U3BICKUTE UIITY U3 KOXKH MOJ] TEM
e YIIIOM.

3.9. Kycoukom Mapiu ciierka mpu>KMHUTE 00J1acTh HHBEKIIUU B TeueHue 10 cekyH, HO HU B KOEM
Clly4ae He TPUTE MOBEPXHOCTh. M3 MecTa MHBEKIIUU MOXKET BBIJEIUTHCS HEOOIBIIOE KOJTUYECTBO
kpoBH. [Ipu jxemaHu MOKHO BOCTIOIH30BATHCS TIIACTHIPEM.

3.10. [Tocne UHBEKIUH LINPHIL] TOBTOPHO HE MCIIOJIb30BaTh.

4.3. IIlpoTuBONOKA3aAHHUS

e [ umepuyyBCTBUTENHHOCTh K aJaluMyMaly WIH JTOOOMY M3 BCIIOMOTAaTENIbHBIX BEIIECTB,
MepEUYUCIIEHHBIX B pasjene 6.1.

e Jlerckuii Bo3pacT a0 18 ner (kpoMe ManueHTOB ¢ 2 JeT ¢ IOBEHWJIbHBIM HIMONATHYECKUM
apTpUTOM, TAIUEHTOB ¢ 6 JeT ¢ Oone3Hpto KpoHa (CpemHeTsDKeNnol W TSDKENOM CTEeneHH),
MAIMEHTOB C 6 JIET C aKTUBHBIM SHTE3UT-ACCOLMUPOBAHHBIM apTPUTOM, MALUEHTOB C 4 JIET ¢
XPOHUYECKHM OJISIICYHBIM TICOPHA30M, TAIMEHTOB ¢ 12 JeT ¢ aKTHUBHBIM THONHBIM

TUAPAACHUTOM, ITAITUCHTOB C 2 71erc HCI/IH(I)GKI_II/IOHHBIM NepCAHUM YBCUTOM, MMALIUCHTOB C 5 nmer
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C SA3BCHHBIM KOJIMTOM CPCIAHCTAXKCIION U TAXKCIQU CTCHCHQ

COOTBETCTBYET ZKCNEPTHOMY OTUETY

e Hudexnnonusie 3a007€BaHUs, B TOM YHCIIE TYOCpKYJIe3.

e OpHoBpeMmeHHOe npuMeHeHue ¢ aHtaronucramu ®HO (dakTopa Hekpo3a OIyXOJM) WIH
JPYTUMH TE€HHO-MH)KEHEPHBIMU OHOJOIMYECKUMM MPOTHBOPEBMATHUYECKUMM IpenapaTamu
(HampuMep, aHaKMHpa WK abaTalenr).

e CepmeyHas HEIOCTaTOYHOCTh cpeaHed wimm  Tsokenodl  crenenn  Tsokectr  (HI/IV
(GyHKIIMOHAIBHBIN Ki1acc 1o kinacchukanuu NYHA).

4.4. OcoOble yka3aHMsl M1 Mepbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

Undekunu

[TaumenTs!, npunumatomue antaroHuctsl GHO, Gonee moaBep)KeHbI PA3BUTHIO CEPbE3HBIX
uHeknmii. Hapymmenue GyHKINHT JIETKUX MOXKET MOBBICHTH PUCK pa3BUTHs WH(peKuuil. B cBs3n
C 3TUM, CJIElyeT TLIATeJbHO HAOIIOAaTh MMAalMEHTOB HA MPEAMET MOSBICHUS UH(EKIHM, B TOM
yucie TyOepkylsesa, 10 Hadaja JICUYeHHs, BO BpeMs JICUEHHUS M I0CIe OKOHYAHMs JICYCHMS
ananumymaOoM. Ilockonbky noiHoe BbIBEAECHHE ajanuMymada MOXKET 3aHUMaTh 10 YeThIpex
MecsIIeB, HEOOXOAMMO MPOJIOJDKUTH HAONIOICHHE B TCUCHHE JTAHHOTO MEPUO0/Ia MOCTIe BBEACHUS
MOCJIEHEN J103bI Mperapara.

He cnenyer HauMHaTh jeueHHe ajaiMMyMaOOM y HAIMEHTOB C aKTUBHOM MHQEKIHel, B TOM
YHCIIe XPOHUYECKOM MM JIOKaIM30BaHHOM, [T0OKa OHA He Oy/eT BbUIeYeHa. Y MAlMeHTOB, KOTOphIE
OBLIM TOJIBEP>KEHBI TyOEepKyse3y, WIM Yy HAlUEHTOB, KOTOpPbIE IYTEIIECTBOBAJIM B paillOHbI
BBICOKOI'O pHUCKa TyOepKyse3a WIM 3HJIEMHUYECKOr0 MHUKO3a, HalpuMep, THUCTOIIIa3MOo3a,
KOKIMIMOMJIOMUKO3a WM OJacTOMMKO3a, CJeIyeT OLEHUTh pPHCK W TOJb3y JIEYCHUs
ajlanuMyMa0oM J10 Hayalla Tepanuu (CM. mojpasen «/Ipyrue onnopTyHucTHUecKue HHPEKIUN»).
[TarueHTOB, y KOTOPBIX pa3BUIach HOBasi MH(EKIUSA BO BpeMs JICUEHHsI aJaluMyMa0oM, CIeIyeT
THIATEIbHO HAOMIOAAaTh W IPOBECTU IIOJHOE JUarHocTudeckoe oOcienoBanue. Crenyer
NPEeKpaTUTh BBEACHUE afanuMymada, eclii y MalueHTa pa3BUiach HOBas cepbe3Has MH(pEeKIus
WIIN CEIICHC, U CIEeyeT HauaTh COOTBETCTBYIONIYIO IPOTUBOMHUKPOOHYIO MIIU TPOTHBOIPUOKOBYIO
Tepanuio, Noka HHPeKuus He OyaeT npojedyeHa. Bpaun AOIKHBI IPOSBISATHE OCTOPOKHOCTD MPHU
pPacCMOTPEHUH BO3MOXKHOCTH TNPUMEHEHMs ajaiuMymada y MalueHTOB C PEelUIUBUPYIOLIEH
uHQeKIel B aHaMHE3e WM NPU HAIWYMM COCTOSHHM, TNpenpacroyiaraloluiux K pPa3BUTHUIO
UHQEKIHA, B TOM YUCIIe IPU TPUMEHEHUH COMYTCTBYIOIINX UMMYHO/IEIIPECCAHTOB.

Cepvesnvle ungexyuu

Coo0manmoch 0 ciaydasx Cepbe3HBIX HWH(EKIUA, B TOM YHCJIE€ CETCHCa, BBI3BAaHHBIX
OaxkTepraIbHON, MUKOOAKTEpUAIbHOW, NHBA3UBHOW IpUOKOBOM, Mapa3uTapHON, BUPYCHOM MK

Jpyroil ONMOPTYHUCTUYECKOM HWH(pEKUuel, Hampumep, JHUCTEpPUO30M, JETHOHEIJIE30M M
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IMHEBMOIMCTO30M Yy NAUCHTOB, IMOJIYYaroIInX afaIuMyM

Hpyrue cepbe3Hble HWHQEKIMU, HAOMIOMABIIMECS B XOAEC KIMHHYECKUX HCCIEAOBAHUN
aganmuMyma0a, BKIIFOYAIOT MTHEBMOHHIO, TTUEIOHEPPUT, CENITUYCCKUI apTPUT U CENTUIEMHUIO.
Coo0mranoch 0 ciiy4asx TOCHUTAIU3AIMUA UM CMEPTENIbHOTO MCXO0/1a, CBA3aHHBIX C Pa3BUTHUEM
UH(}EKIUH.

Tybepkynes

Coobmanocr 0 ciydasx TyOepkysne3a, B TOM 4YHCIE PEAKTUBAIMM W HOBOTO DPa3BUTHUSA
TyOepKyne3a, y TMalHUeHTOB, MOJdy4yaBmMX ananumymald. CooOllueHus BKIIOYAIM Clydyau
JIETOYHOTO ¥ BHEJIETOYHOIO, T.€. JUCCEMUHUPOBAHHOTO TyOepKyJie3a.

Jlo Hawayna Tepanmuy anadMMyMa0OM CIieAyeT MPOBECTH OICHKY HAa HAMYHE AKTUBHOTO WU
HEaKTUBHOTO («JIATEHTHOTO») TyOepKyJie3a y BceX MarueHToB. /JlaHHas OlleHKa T0JDKHA BKITIOYATh
NOJPOOHYI0 MEIUIMHCKYIO OIICHKY TyOepKyrie3a B aHaMHe3€ MalMeHTa WM BO3MOXKHOTO
MPEIbIIYIIEero KOHTaKTa C JIOJbMU C aKTHBHOW (hopMOil TyOepkyne3a M MpeAbLAyIIed W/uiu
TEKyIIeW Tepanuu HMMYHOJenpeccanTaMu. HeoOX0auMo BBIMIOTHEHHE COOTBETCTBYIOIINX
CKPUHUHTOBBIX TECTOB (2 IMEHHO, TYOCPKYIMHOBOH KOKHOM MTPOOBI ¥ PEHTICHA IPYAHON KIICTKH)
y BCEX MAlMEeHTOB (BO3MOXKHO MpPUMEHEHHE KIMHUYECKUX peKoMeHnanuii). PekoMmenmgyercs
perucTpanus mpoueaypbl MPOBEACHUS U PE3YIbTATOB TUX TECTOB B IMYHOM KapTOUKe MaI[UEHTA.
Bpauwn, Ha3zHavaromue jJeueHue, JODKHBI TIOMHHATE O PUCKE JIOKHOOTPUIIATEIILHBIX PE3yIbTAaTOB
TyOCPKYJINHOBOM KOKHOU MPOOBI, 0COOCHHO Y TAI[UCHTOB € TSKEJION (OpMOit 3a00ICBaHUS WIIH
ocnableHHBIM UMMYHHTETOM.

Ecnu nuarHocTHpoBaH akTUBHBINA TyOepKyle3, TO He cleAyeT HauMHATh TEPAINUI0 MpernapaTom
Anamumyma6 (cMm. pazaen 4.3).

Bo Bcex OmMHMCaHHBIX BBINIE CUTYAIUSAX CIIEyeT OYCHb TIIATEIIEHO OIICHUBATH COOTHOIICHHE
MOJIb3bI M PUCKA TEPAIUu.

[Ipy momo3peHMM Ha JATEHTHBIM TyOepKyse3 cleayeT MpPOKOHCYIbTHPOBAThCS y Bpaua,
MMEIOIIETo OOIBIION OMBIT B JIEYCHUHU TyOepKyIiesa.

[Tpy MMAarHOCTUPOBAHHWU JIATCHTHOTO TyOepKylsie3a HEOoOXOIUMO TIPOBECTH COOTBETCTBYIOIIEE
MPOTUBOTYOEPKYIEe3HOE TPOPUIAKTHYECKOE JIEUeHHE JI0 Hayala MpPUMEHEHUs Ipernapara
Ananumymab U B COOTBETCTBUU C MECTHBIMH PEKOMEH/IAIIASIMHU.

Taxke crnemyer TpPOBECTH TNPOTUBOTYOEpKyiIe3HOe MpodHIaKTHYecKoe JIeYeHHe 10 Hayaia
MPUMEHEHHUS Tperapara AgamuMyMa0 y MaMeHTOB ¢ HECKOJbKHUMHE WIJTH 3HAYMMBIMHU (haKkToOpaMu
pHUCKa pa3BUTUS TyOepKyJie3a, HECMOTPsI Ha OTPUIIATENBHBIN Pe3yabTaT TeCcTa Ha TyOepKyJes, a
Tak)Ke y MAIMEHTOB C MPOLUIBIM JIATEHTHBIM HIIM aKTUBHBIM TyOEpKyle30M B aHaMHe3e, AJIs

KOTOPBIX HEBO3MOXKHO IMOATBEPAUTH ITPOBEACHNUE aACKBATHOI'O KypcCa JICUCHU .
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

TyOepKyne3a y HalMeHTOB, MOJTYYaBIINX JICYCHUE aJaluMyMaOboM. Y HEKOTOPBIX MAIHEHTOB,
YCIICIIHO TPOIIEANINX JIEYeHHE aKTUBHOTO TyOepKyses3a, HaOJI0Jalloch MOBTOPHOE pPa3BUTHE
TyOepKyse3a BO BpeMs JICUCHHS a1aluMyMaOoM.

[TanmenTam qOKHBI OBITH JaHBI YKa3aHUS 110 OOPAIICHHIO 32 MEUIMHCKOMN ITOMOIIBIO B CITydae
NOSIBIICHHSI TIPHU3HAKOB/CUMIITOMOB, YKA3bIBAIOIIUX Ha TyOCpKYJIE3HYI0 MH(EKIHIO (Harpumep,
HETPEKpaIaroIIUACs Kallelb, HCTOLICHNE/CHIKEHIE MacChl Telna, cyodeOpriibHas Temmneparypa
Tela, BSUIOCTh) BO BPeMs WJIU TTOCTIE Tepalty MpernapaToM AnaauMyma.

Lpyeue onnopmynucmuyeckue ungexyuu

OnnopryHuctuueckue HHMEKIUH, B TOM YHCIE WHBAa3MBHbIE T'PUOKOBbIC WHQEKIHNH,
HaOJIIOIaHCh Y MMAMEHTOB, MOJIYYaBIIMX aganuMyMad. DTH MHQEKIMH He BCEeTAa BBISIBIISUINCH
JIOJDKHBIM 00pa3oM y MalleHTOB, IpuHUMaBIIuX aHTaroHucTsl @HO, yTO MPUBOAMIIO K 33/1€PIKKE
B Ha3HAYEHHH COOTBETCTBYIOLIETO JICYCHHSI, @ UHOTIA U K CMEPTEIILHOMY HCXOY.

VY manueHToB ¢ TAaKUMH MPHU3HAKAMUA M CHMIITOMAMH KaK JIMXOPaJKa, HeIOMOTaHUE, CHIDKECHHE
Macchl Tela, MOTIMBOCTh, Kallelb, OJBIIIKA W/WIH WHQWIBTPATHl B JIETKUX, JIMOO IPYTUMHU
CEpPhE3HBIMUA CUCTEMHBIMU 3a00JI€BaHHUSIMU C COMYTCTBYIOIIMM IIOKOM HJIM O€3 Hero, ciemyer
H0ZI03pEBaTh Pa3BUTHE MHBA3UBHOW IpHOKOBOI MH(EKINY, U BBEJCHUE ITpenapara AJaauMymad
JIOJDKHO OBITH HE3aMEIIUTENHHO MpEeKpameHo. [IMarHOoCTHKY M NMPUMEHEHHE IMIMPHYECKON
NPOTHBOTPUOKOBOM Tepamuy y JaHHBIX MAaIMEHTOB HEOOXOIMMO TPOBOAMTH IIOCIHE
KOHCYJIbTAllUM C BpPayoM, MMEIOLIUM OIBIT JIEUeHHs MalUeHTOB C WHBAa3MBHOM TpHOKOBOM
uH(pEeKIneH.

PeaxTuBanug Bupyca remnarura B

PeaktuBanus Bupyca renatuta B (BI'B) Habntonanach y naiueHToB, OJy4aBIIMX aHTarOHUCTBI
®HO, B TOM yncie agaaumMyma0, U SBISBLIIMXCS XPOHUYECKUMHU HOCUTEISIMH 3TOrO BUpyca (T.e.
MOJIOKHUTEIIBHBIN pe3yNbTaT TecTa Ha MOBEPXHOCTHBIA aHTHreH). HekoTopble cimyyan ObUTH CO
cMeprenbHbIM HMcxoaoM. Ilepen Hauamom JseudeHus mpenaparoM AnaaumMyMad MalnydeHTam
HE0OXO0UMO BBIIOJHUTH TecT Ha nHpekuuo BI'B. [lannenTam ¢ monoXUTeNbHBIM pe3yIbTaToOM
TecTa Ha MH(EKIHIO rernaTuta B pexoMeHayeTcs KOHCYJIbTallMs Bpaya, UMEIOIEro ONbIT B
JIe4eHUH renarura B.

Hocureneit BI'B, Hyxaromuxcs B JIe4eHUH penapaToM AaatumyMad, HeoOX0IuMO TIIATEIbHO
HaOJI0/1aTh Ha HalM4YMe MPU3HAKOB UM CHMIITOMOB akTUBHOW mHGekuun BI'B Ha npotsxenun
BCET0 IIEPHO/1a TEPAIIUU U B TCUEHHUE HECKOJIBKHUX MECSLIEB I10CIIE €€ IIPEKpalleHus. JlocTaToyHbIe
JAHHBIE [0 JICYCHHMIO [IALUEHTOB, SBIAIOIUXCA HocurelssMu BI'B, ¢ mnpumeHeHuem

MPOTUBOBUPYCHON Tepanuu B couetaHun ¢ adtaronucramu DOHO mna npodunaktuku
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Ananmumymab cieayeT HpeKpaTHTh W HaudaTh 3()(EeKTHBHYIO MPOTHBOBHPYCHYIO TEPANuIio ¢
COOTBETCTBYIOLIUM IMOJCPKUBAIOIIUM JICIEHUEM.

Hepponoruyeckue 0CIOKHEHHS

B penkux ciayqasx npumenenue antaronuctos ®HO, B ToM yncne aganumymada, ObUIO CBA3aHO
C HOBBIM pa3BUTHEM WJIHM OOOCTPEHHUEM KIMHUYECKUX CHMITOMOB H/MJIHM PaauorpaduyuecKux
NPU3HAKOB JIEMUEITMHU3UPYIOLIETO 3a00I€BaHUs LIEHTPAIbHONH HEPBHOM CHCTEMBI, B TOM YHUCIIE
pPaccessHHOrO CKJIepo3a W HEBpUTAa 3pUTEIBHOIO HEpBa, a Takke mepudepuieckux
JEMUCTMHU3UPYIOMUX 3a00JeBaHuid, B TOM uuciae cuHiapoma [milena — bappe. Bpauawm,
Ha3HayarollUM JICYEHHE, CIEAYET MPOSIBIATh OCTOPOKHOCTh IPU PACCMOTPEHNUU BO3MOXXHOCTH
IPUMEHEHHUS ajaduMyMada y MalMeHTOB C YK€ CYLIECTBYIOIIMMU WM HEJAaBHO BO3ZHUKIIUMU
JEMHUENMHU3UPYIOIMMU HAPYIIECHUSIMH HEHTPaIbHONU WK Nepru(epUuIecKoil HEPBHON CHCTEMBI.
B ciydyae pa3BuTHs ONMCAHHBIX Balle SIBICHUU CIEAYET pPacCMOTPETh BO3MOYKHOCTh OTMEHBI
npenapara Ajganumymao.

[ToxazaHa accoumanys NPOMEXKYTOYHOIO YBEHUTA C JIEMUEIMHU3UPYIOIIMMH 3a00J€BaHUSMU
LEHTpaJIbHOU HEPBHOM cucTeMsbl. [0 Hauana Tepanuu mpemnapaTtoM AnanuMymald y MalueHToB ¢
HEeUH(PEKIHOHHBIM MPOMEXYTOUYHBIM YBEUTOM HEOOXOJMMO IpoBeleHHue oOcCIelIoBaHUS Ha
npeaMeT HATMYXS AEMUCIUHU3NPYIOMNX 3a00JIeBaHH IEHTPAIbHOW HEPBHOW CHCTEMBI.

AJuIepruyeckKue peakimu

B Xoze KIMHMYECKMX HCCIEIOBaHMN ananuMmymala cepbe3Hble alJepruyeckue peaxiui,
CBSI3aHHBIE C MPUMEHEHMEM ajanuMymada, HaOmoAamuch peako. B Xxone KIMHMYECKHX
UCCIICIOBAaHUI CITy4al HECEPhE3HBIX AUIEPTUYECKUX PEAKIHMH, CBA3aHHBIX C MPHUMEHEHHEM
aganumymala, HaOMOJanuch HedacTo. BbUIM moiyyeHbl COOOLIEHMSI O Cllydasx CEepbe3HBIX
JIEprUYecKuX peakiyii, B TOM 4ucie aHaduiaakcuu, rnocie BBeAeHUs ajaiumymada. B cinydae
BO3HUKHOBEHUS aHA(PUIAKTUUECKOW peakIMy WM IPYTroi cepbe3HON aljaepruyeckoi peakuuu
BBEJICHWE IIpernapara AjanmuMyMad ClieyeT He3aMeUIMTENbHO NpPEeKpaTuTh W Havarb
COOTBETCTBYIOIIYIO MMPOTHBOAIIEPTHUECKYIO TEPATIHIO.

IlogaBieHue UMMYHHTETA

B xone uccnenoBanus y 64 manMeHTOB C PEBMATOMIHBIM apTPUTOM, IOJIyYaBIIUX JICYCHHE
ajanuMymMadoM, Kakue-TuOO TMPHU3HAKK TOAABICHHS] TUIEPYYBCTBHUTEIHHOCTH 3aMEIEHHOTO
TUIAa ¥ YPOBHSI UMMYHOTJI00YIMHOB uiu u3MeHeHus B uucie T-, B-, NK-knerok-3¢pexropos,
MOHOIIUTOB/MaKpodaroB U HEUTPODHUIOB OTMEUEHBI HE OBLIH.

310Ka4EeCTBCHHEIC HOBOO6Da30BaHI/IH u JII/IMd)OHDOJII/Id)CDaTI/IBHBIC HapVIICHUA

B xo/1e koHTpoaupyeMoi 4acTu KIMHHUYECKUX uccaenoBanuil anraronrncros ®HO nabmronanocs
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OoJpIlle Cy4yaeB 3JI0KAYECTBEHHBIX OITyXOJieH, B TOM H{HCHEEMOLED L_CIHICI[FITHIa]'_l[I/IE%ﬁ“OB,

COOTBETCTBYET ZKCNEPTHOMY OTUETY

nony4aBmux anraronuct ®HO, B cpaBHEHUU ¢ MallMEHTaMU KOHTPOJIbHOM rpyminbl. OTHAKO OHU
CIIyJaJIUCh PEeNKO. B MmoCTperucTpanyoHHBI MEPUOA COOOINANOCh O ClydasxX JIeHKeMHH Y
NalMEHTOB, Noay4aBmux jgedyeHre antaronnctoM @HO. anuenTs! ¢ peBMaTOUIHBIM apTPUTOM
C HPOJOJDKUTEIbHBIM, OYEHb AKTUBHBIM BOCHAJIUTEIBHBIM 3a00JI€BaHUEM, 3aTPYIHSIOIINM
OLIEHKY PUCKa, TOJBEPKEHbI HauOOJbIIeMy (POHOBOMY PHCKY Pa3BUTHS JTUM(POMBI U JICHKEMHH.
CornacHo UMEIOLIMMCS JaHHBIM, HEJIb3s1 HCKJII0YaTh BOZMOKHBIA PHCK 00pa30BaHUs JIUM(POMBI,
JeUKeMHUH W JAPYrMX 3J0KaYeCTBEHHBIX OIYXOJeW Yy MalueHTOB, MOJyYaloUIUX JEeYeHHe
antaronucrom ®HO.

B moctperucTpanoHHBIH TEpUON COOOMIATIOCH O CIydasX 3JIOKAYeCTBEHHOH OITyXOJIH,
HEKOTOPBIX CO CMEPTEIbHBIM UCXO0/I0M, CPENIU JI€TEH, TOPOCTKOB U MOJIOZIEXkHU (B Bo3pacTe /10 22
Jer), nostyyaBiiux jedenue antarouucramu @HO (Hauano tepanuu B Bo3pacte < 18 sieT), B TOM
yucie agatuMmymaooM. [IpuMepHo B monoBuHe ciiyyaeB Obula quM@oma. B octanbHbIX ciyyasx
9TO OBUIM pa3jMyHbIe 3JI0KAYECTBEHHBIC OIYXOJM M B TOM YHCIE PEIKUE 3JI0KaYeCTBEHHBIC
OIIyXOJIM, KaK IPaBHJIO, CBSI3aHHBIC C TOJAaBICHHEM HMMYyHHTeTa. Henb3si MCKIIIOYaTh pPHUCK
00pa30BaHUs 3JI0KAYECTBEHHBIX ONYyXOJeW y JeTell W MOAPOCTKOB, IMOJyYaroIUX JEYCHHE
antaronucramu OHO.

B mocrperucrpannoHHbli Tepuo] ObUIM OTMEYEHBI peAKHe Cilydad T-KIeTOYHOW JIMM(pOMBI
NICUCHH U CEJIC3€HKH Yy MallMeHTOB, IMOyYaBIINX JieueHHe aganumymadom. Jrta peakas popma T-
KJIETOYHOM JINM(OMBI UIMEET OU€Hb arPECCUBHOE TeUEHHE 3a00JI€BaHMsI U, KaK ITPABUJIO, SBISETCS
cmeprenbHOW. Ilpm  mnpumeHeHun aganumyMadba  HaOMIOAANMCh  HEKOTOpbIE  CIydau
BO3HUKHOBEHUS Takoi T-KiIeTouHOH TMM(OMBI TIEYSHH U CEJIE3EHKH Y MOJIO/IBIX AIlMeHTOB PU
COITYTCTBYIOIIEM  JICYCHHH  a3aTHONPHHOM WM  O-MEpKanTONypHHOM MO  TIOBOXIY
BOCTIAJIUTEIBHOTO 3a00seBaHus KuleyHuka. CreayeT TIIATeNbHO YYUTHIBATh MOTEHUIUATIBHBIN
pPUCK TPUMEHEHHUs a3aTHONpUHA WM 6-MepKanTolmypuHa B KOMOMHAIMM C MpernapaToM
Anamumyma6. Hemb3st uckimrouaTh pucK pa3BUTHS T-KIETOYHON JTMMQOMBI IEYCHU U CEIEe3CHKH
y MAIlMEHTOB, MOJYYAIOIIHNX JICUCHHE alaTuMyMadboM (cM. paszzen 4.8).

HccnenoBanusi ¢ BKIIOYEHHEM MAI[MEHTOB CO 3JI0KAYECTBEHHOM OMYXOJIbIO B aHAMHE3€ WM
NPOJIOJDKUBIINX JICUEHUE aJaluMyMaboM mocie oOpa3oBaHHUs 3JI0KAUECTBEHHOM OMyXOJlIM He
MPOBOIMIIACE. TakuM 00pa3oM, CIIAYET MPOSBISITh KPAHIOI OCTOPOKHOCTH TPU HAa3HAYCHUN
JedeHus npenapaToM AganuMymal y TakKUX MalMeHToB (cM. paszaen 4.8).

Bce mamuenTsl, B 4aCTHOCTH, MAIMEHTHI C PAaCIIMPEHHON Tepanueil HMMYHOJIEIPECCaHTaMH B
MEIMIIMHCKOM aHaMHe3€ WJIM MalueHThl ¢ ncopuazom ¢ ITYBA-tepanueil B anamMHe3e JOKHBI

MMpOXOaAUTh O6CJ'ICJIOB3HI/IC Ha HAJINYHUC HEMCIAHOMHOI'0 paKa KOXHU J0 Hadajla MU BO BpPEMs
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

KJIETOK Mepkens y MNalueHToB, MOoJdy4yaBIIMX JedeHue aHtaroHuctamu ®HO, B TOoM 4mcne
aganmuMymadom (cM. pasnen 4.8).

B xo0/1€ 1OMCKOBOTO KIIMHUYECKOIO UCCIIEI0BAHMUS 110 OLICHKE IPUMEHEHUS IPYyroro aHTarOHNUCTa
®HO, nndiukcumada, y MaMEHTOB ¢ XPOHUUECKOU 0OCTPpYKTUBHOM O0se3HbI0 Jierkux (XOBJI)
CpeOHEW WM TKEIOM CTENeHH THKECTH cooOmanoch OoJblIe ciay4aeB oOpa3oBaHUs
3JI0KQUYECTBEHHBIX OIYXOJEeW, B OCHOBHOM B JIETKOM, JIMOO B TrOJOBE W IlI€e, Yy MAIHECHTOB,
MOJTyYaBUINX JIeUeHHE NHMIUKCUMAOOM B CPaBHEHUU C MAIlEHTaMU KOHTPOJIbHOMU Ipymmbl. Bee
NAlMEHThl UMENIM aHaMHe3 3as/yioro KypeHus. B cBs3u ¢ 3TuM cienyer coOioaTh
OCTOPOKHOCTH MPHU MIPUMEHEHNUHU KaKkoTo-n00 antaronrcra ®HO y naruenToB ¢ XOBJI, a Takke
y MalMEHTOB C MOBBIIIEHHBIM PUCKOM 00pa30BaHUS 3J0KAUYECTBEHHOH OIyXOJIM MO MPUYMHE
3as1J10T0 KypEeHHUSI.

CornacHO MMEIOIIMMCS JaHHBIM HEU3BECTHO, BIMSACT JIM JIEYCHHE aJaluMymMaboM Ha pPUCK
pa3BUTHs AMCIUIA3UM WM paka TOJICTOM KHIUKM. Bce mManueHThl C S3BEHHBIM KOJUTOM,
HaXOJAIIMECS B TPYIIE MOBBIIIEHHOTO PUCKA Pa3BUTHUS JUCIUIA3MM WM paka TOJCTON KHILKU
(HampuMmep, TAMUEHTHl C MOPOAOKUTENIbHBIM  S3BEHHBIM  KOJIMTOM WM  TMEPBUYHBIM
CKJIEPO3UPYIOIIUM XOJIAHTHUTOM), WM C MPEAUIeCTBYIONIEH TUCIUIa3He WM PaKoM TOJICTOMN
KUAIIKK B aHAMHE3€ JIOJDKHBI PETYISPHO MPOXOIUTH OOCIIEAOBAaHHE MO TOBOAY IMCIIA3UH 10
Hauaja Tepamud M Ha MPOTSDKEHHHM BCEro Iepuona 3abosieBaHus. JlaHHas OIEHKA JOJDKHA
BKJIIOYATh KOJIOHOCKOIIUIO ¥ OMOIICHIO B COOTBETCTBUU C MECTHBIMH PEKOMEHIALIUSIMHU.

['eMaTOJIOTMYECKHUE PEAKITUH

Co001anock 0 peKUX CIydasx pa3BUTHS MMAHIIMTONIEHUH, B TOM YHCJIC allJTACTUYECKON aHEMUH,
npu npuMeHeHuu antaronuctoB @HO. Coo01manocs 0 HeXXeIaTeNbHBIX SBICHUSIX CO CTOPOHBI
CUCTEMBI KPOBH, B TOM YHCIIE KITMHUYECKH 3HAYMMON IUTOTICHUH (HAIIpUMeEp, TPOMOOILIUTOTICHUH,
JeKONeHNH) TpH TNpPUMEHEHUH anadumymaba. Bcem mammeHntaMm BO Bpems JIeueHUs
aJaIMMyMa0OM JIOJDKHO OBITh PEKOMEHIOBAHO HE3aMEIJIUTEILHO HEMEIJIEHHOEe OOpalleHne K
Bpady, €Clid Y HUX HAOJIIOJAI0TCSI CIeAYIONNE MPU3HAKA U CUMITTOMBI: TIOCTOSIHHAS JTUXOPAJIKa,
KPOBOIIOATEKH, KPOBOTEYCHHE WM ONEAHOCTh. Y TMAIMEHTOB C TOJATBEPKICHHBIMU
3HAQUUTENIbHBIMA ~ OTKJIOHEHMSIMU TE€MATOJOTMYECKHX TIOKa3aTelied OT HOPMBbI  CIEAyeT
PaccMOTPETh BO3MOXKHOCTD MPEKPAICHUS TEPAHUH MpernapaToM AxanruMymad.

Bakuunanus

B xone uccnenoBanus y 226 B3pOCibIX MAlMEHTOB C PEBMATOMAHBIM apTPUTOM, MOITYYaBIINX
JedYeHre aJaluMyMa0oM WM IUIane0o, HaOMoJanuCh aHAIOTHYHBIE OTBETHI AHTHTEN Ha

CTAaHJAPTHYIO 23-BaJICHTHYI0 ITHEBMOKOKKOBYIO BAaKIMHY M TPEXBAJICHTHYIO BaKIMHY MPOTHB
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

MAIMEHTOB, OMYYAIONINX agaTuMyMal, OTCYTCTBYIOT.

[TaniuenTam 1€TCKOro BO3pacTa PeKOMEHYETCsI, €CJIM 3TO BO3MOKHO, TPOUTH BCE COBPEMEHHbBIE
BAKIMHALIMA B COOTBETCTBUU C JEHCTBUTEIbHBIMU PYKOBOJICTBAMM IO BaKIMHALMU 1O Hadaja
Tepanuu mnpemnapaToMm Aganumymao.

[TarueHTsl, NpPUMEHSIONMIME Tpenapar AnaarumMymMad, MOTYT TIPONTH COIYTCTBYIOIIYIO
BaKI[MHALIMIO, 32 UCKJIIOYECHUEM XUBBIX BakiMH. He pekomeHayercs BBeJEHHE >KUBBIX BAKIIUH
MIIaJIeHIaM, [TOABEPTHYTHIM BO3JICHCTBUIO ajaiuMyMada B yTpobe MaTepu, B TEUCHUE 5 MecsI1eB
nocJie nocjieIHeld HHbEKINH afanuMymada MaTepy BO BpeMsi 0EpeMEHHOCTH.

XDOHI/I‘-IGCKaSI cepacuHasd HEAOCTAaTOYHOCTD

B xoae knMHUYECKOro uccie10BaHus ¢ npuMeHeHueM Jipyroro antaronucra ®HO nHabmronanock
YXYILIEHUE XPOHUYECKOM Cep/IeYHON HEOCTaTOUHOCTHU U MOBBIIICHHBIA YPOBEHb CMEPTHOCTH B
pe3ynbTaTe XPOHUYECKOW CepJeYHON HEeJ0CTaTOYHOCTH. Takke Coo0Iasoch O Ciydasx
YXYILICHUS XPOHUYECKOM CEPACYHOM HEAOCTATOYHOCTH Yy MAlUUEHTOB, MOJYy4YaBLIMX
amanumymad. Cremyer ¢ OCTOPOKHOCTBIO MPUMEHATH mpernapar AnaiuMymad y MarieHTOB C
Jerkou cepaeyHor HegocraToyHocThio (kiace I/II mo mkane NYHA). [Ipenapar Anganumyma0
MIPOTUBOIIOKA3aH NP CEPACUYHOM HEAOCTATOUHOCTU CPEIHEHW WIIM TSHKEJION CTENEeHH TSKECTH.
[Ipy pa3BUTMM HOBBIX WM YXYAILIEHUA CUMIITOMOB CEpPJCYHOM HEAOCTATOYHOCTH JICYEHUE
MAIUEHTOB MpemapaToM AganmuMymad J0KHO OBITh MPEKPAIICHO.

AVYTOMMMYHHEBIE IPOLECCHI

Jleyenue amanumMyMaboM MOXKET MPUBECTH K 00pa30BaHUIO ayTOMMMYHHBIX aHTHTeN. BrnusHue
JJIUTECIIBHOTO JICUCHUA a}IaHI/IMYMa6OM Ha pa3BUTUC AYyTOMMMYHHBIX 3a00JIeBaHNII HEU3BECTHO.
Ecmu Y nagueHTa Ha6J'IIOI[aIOTC$[ CHUMIITOMBEI, YKa3bIBAIOIIHUE Ha PA3BUTHC BOJ'I‘-I&HO'—IHOHO}IO6HOFO
CUHApPOMA TIpH JIEYCHUH TpernaparoM AnanuMymad U TMOJIOKHUTEIBHOM pe3ylbTaTe TecTa Ha
anTuTena k asynenodyeunoit JJHK, To He crneqyer mpoBoAuTh NanbHEIIee IedyeHHe mpenapaTom
Anamumyma6b (cMm. pazaen 4.8).

OnHOBpEMEHHOE TPHUMEHEHHWE OHMOJOTHYECKMX Oa3MCHBIX IIPEHaparoB  JUId  JIEYEHUS

pesMarouanoro aprpura (BIIBII) wiu antaroaucros @HO

B Xxonme KIMHMYECKUMX HCCIEIOBAHUN HAOMIOANUCh CIlydyal Cepbe3HbIX HHOEKIuil mnpu
OJIHOBPEMEHHOM MPUMEHEHUH aHaKUHPHI ¢ Ipyrumu antaronucramu ®HO, stanepuenTtoMm, 6e3
JOTIOTHUTEIBHOTO KIIMHUYECKOTo 3¢ ¢eKkTa B CpaBHEHUU C MOHOTEpanuei sranepuentom. M3-3a
XapakTepa HeXeNnaTeNbHbIX SBJICHUN, HAOMIOJAaBIIMXCA TPU TEpaluud STAaHEPLENTOM B
KOMOMHAIMM C aHAKWHPOM, aHaJOrMYHas TOKCHYHOCTh TaKXKE MOXKET HaOMIoIaThCs MpU

NPUMEHEHUN aHaKuWHPbl B KoMOuHauuu c japyrum antaronucrom ®HO. Takum oGpaszom,
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OpnHOBpeMeHHOE BBeJeHHE ananuMymaba ¢ npyrumu Ouosnormueckumu BIIBIT (manmpumep,
aHakuHpoW U abartarenToM) wiu Apyrumu antaronncraMu @HO He peKOMEHIyeTcs, C YIeTOM
BO3MOXXHOT'O TMOBBILICHHOT'O PUCKA Pa3BUTHUS MHPEKUUH, B TOM YHUCIIE CEPbEe3HBIX MHPEKUUN U
JIPYTUX NOTEHIUAIbHBIX (DapMaKOJIOTUYECKUX B3aUMOICHCTBUH (cM. paszzaen 4.5).

XI/IDVDFI/I‘-IGCKOC BMEIIATCJIBCTBO

OnbIT 6€3011aCHOTO MPOBEIEHUS XUPYPTUYECKUX ITPOLIEAYP Y ALlUEHTOB, IOJYYaAIOLIUX JIEUEHUE
ananuMmymaOoM, orpaHudeH. Ilpu mIaHUpOBaHMM NPOBENEHUS XHUPYPIHUYECKOH NpPOLETyphl
clleflyeT y4YuTbIBaTh JUIMTENILHOCTh II€pUOJA IIOJIyBBbIBEACHUs ajanumymada. Ilanumenra,
HYKJAIOIIET0Cs B XUPYPru4eCKOM BMEILIATENbCTBE, BO BpEMs JICUEHHUS ITpenapatomM Ananumymad
HEOOXOMMO TIIATENBPHO HAOMIONAaTh HA TMpeIMeT pPa3BUTHA HMH(PEKIMA W TPUHUMATH
COOTBeTCTByIOLIME Mepbl. OmnbIT 0€30MacHOro NPUMEHEHUs afaauMmymalda y NalHueHTOB,
IIPOXOJAIIMX apTPOIIACTUKY, OTPaHUYEH.

HCHDOXOZ[I/IMOCTI) TOHKOM KHIITKH

OtcyrcTBUE OTBETa Ha jieueHue 0osie3Hn KpoHa MokeT yka3blBaTh Ha HaJluuue GUKCUPOBAHHOIO
(UOPO3HOTO CTEHO3a, HY)KJAIOIIErocsi B XMPypruyeckoM BMelIaTesnbeTBe. Mmeronmecs 1aHHbIe
yKa3bIBaIOT Ha TO, YTO IPUMEHEHUE aJaTuMyMada He yXyALIaeT U HE BbI3bIBACT CTEHO3BI.

[lanmeHThl TOYKWJIOT0 BO3pacTa

Yacrora cepbe3HBIX WHQEKIWA Cpear MAIMEeHTOB CTapiie 65 JeT, MOITyYalolux JIeYeHue
aganuMyma0bom, Obla BBINIE, YEM Y MAIMEHTOB B Bo3pacte a0 65 met. M3 obmiero umcna
Y4aCTHUKOB KIIMHUYECKUX UCCIIeIOBaHUM afanumymada 9,4 % Oblu B Bo3pacTte 65 JeT u cTapiie,
a npumepHo 20 % — B Bo3pacte 75 mer u crapime. [TockoibKy B 1I€JIOM CpeIu IMalMeHTOB
MOXKUJIOTO BO3pAcTa Yallle BCTPEYaroTCs WH(EKIUH, CIeayeT COOII0AaTh OCTOPOKHOCTH TpPHU
Ha3HAYCHHH Ipenaparta AnaaiumMyMad TaHHOM KaTeropuu MaIleHToB.
eTH
Cw. BhIIIIe TIOZIpa3aes «BakiuHaIms.

BcnomorarennHble BellecTBa

Hampuu

JlanHblii npenapat cojepkut Menee 1 Mmoib (23 mr) HaTpus Ha oaHy A03y 0,8 Mi1, TO ecTh 1o
CYTH HE COAECPKUT HATPUSI.

4.5. B3auMojgelcTBME C JAPYIrHMH JIEKAPCTBEHHBIMM IIpenaparamMy W Jpyrue BH/IbI
B3aMMO/EHCTBHUA

bouin mpoBeneHbl UCClEAOBaHUS afaduMymalda y MalMeHTOB C PEBMATOUAHBIM apTPUTOM,

MOJIMAPTUKYIIAPHBIM FOBCHUJIBHBIM WAWOIMATUYCCKUM apTPHUTOM U IMCOPHUATHUYCCKHUM apTPHUTOM,
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OOpazoBaHue aHTUTEN OBUIO HIDKE IPU OJHOBPEMEHHOM Ha3HAUEHUHM ajaliuMymada ¢
METOTPEKCaTOM B CPaBHEHHUHM C MOHOTepanueil. BBenenuwe amanmmymaba 6e3 meroTpekcara
IOPUBOAMIO K IIOBBILICHUIO OOpa30BaHMs AaHTUTEN, YCKOPEHHMIO KIMPEHCAa M CHIXKEHUIO
s dexTuBHOCTH amanumymada (cM. pazaen 5.1).

[TpoTuBONIOKa3aHO MIPUMEHSATH Npenapar AnaiumMyMad B KOMOMHAILMY ¢ aHAKMHPOH (CM. pa3ieibl
43 u44).

[IpoTuBONOKa3aHO NPUMEHATH INpenapar AjaiuMyMad B KOMOMHAIMM ¢ abarauentoMm (CM.
pasnensi 4.3 u 4.4).

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JAKTALMSA

)KGHHII/IHI)I C ACTOPOAHBIM ITOTCHIIMAJIOM

KenmyHe ¢ COXpaHEHHOH CIIOCOOHOCTBIO K 3a4aTHIO CJeAyeT PEKOMEHIOBaTh H30erarb
OepeMeHHOCTH BO BpeMs JieueHus. Bo Bpems Tepanuu v B TeUEHUE M0 KpaiHel Mepe 5 MecsIiieB
nocjie MPUMEHEHUS MOCJIEAHEN 03Bl Mpenapara J0JKHbI HCII0JIb30BaThCS a/IeKBaTHbIE METO/IbI
KOHTpALIEIIUH.

bepemeHHOCTD

B uccnenoBanuu sMOpuo- 1 HETOTOKCHYECKOTO IeHCTBUS, IPOBEIEHHOM Ha SIBAHCKUX MaKaKax
C UCTIOIB30BaHUEM afaTumMyMada B 103ax g0 100 mr/kr (B 373 pa3a Beime skcriosuiuu (AUC) y
YyelloBeKa IpU TMOJAKOKHOM BBeAeHMM 40 Mr), NpU3HAKOB HEraTMBHOIO BO3JEHCTBUS
ajanuMymala Ha U101 HE BBISBJICHO.

B npocnekTuBHOE KOrOpTHOE MCClIe0BaHUE JIeHCTBUS afanuMymalda BO BpeMst OEpeMEHHOCTH
ObUTO BKIIOUEHO 257 XeHIMH ¢ peBMaTouaHbiM apTputoM (PA) unmu OGonesnsio Kpona,
MOJIyYyaBUIMX JIEYEHHE aJanuMyMaboM 10 KpailHeil mepe B TeueHHe IepBOro TpHUMeECTpa
O6epemeHHoOCTH, a Takxke 120 xeHuuH ¢ PA win 6one3npto KpoHa, He MPOXOJUBIINX Teparuio
agamuMyMaooM.

He Obuto BbIsIBIIEHO (CTaHmapTH3oBaHHOE oTHoIIeHHe maHcoB 0,84, 95 % noBepuTenbHBIM
untepsan (A1) ot 0,34 1o 2,05) cratucTiyecky 3HAUMMBIX pPa3InyUi B 00IIEH 4aCcTOTE TSHKEIBIX
BPOXKJICHHBIX TIOPOKOB Pa3BUTHs, BKIIOUEHHBIX B OCHOBHON KPUTEPUI OLIEHKU 0€30MacHOCTH, a
TaKXe MO0 MOKa3aTeNsIM JIOIOJIHUTEILHOTO KPUTEPHSI OLIEHKH 0€30MacHOCTH, KOTOPBIE BKIIIOYAIOT
C1a0OBBIPAXKEHHBIE  BPOXKICHHBbIE  TOPOKM  pPa3BUTHs,  CaMOIPOMU3BOJIBHBIM  abopT,
NPEKICBPEMEHHbBIE pOJbI, HHU3KYI0 MacCy Tejla y HOBOPOXKICHHBIX M TSXKENble WU
ONMIMopTyHUCTHUYECKHEe UHGeKkuu. O chaydasx MEpTBOPOXKACHUS WM 3JI0KaYeCTBEHHBIX
HOBOOOPA30BaHMIX HE COOOIIANOCh.

HecMoTpst Ha TO, 4TO B PETUCTPAIIMOHHOM HCCIEAOBAaHUH afaiuMyMada OTMEUalOT HEJOCTATKH
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METOJIMKH, BKJIFOYasi HEOOIBIION pa3mMep BHIOOPKH U &%‘&EE@&%&J&%‘&M

Y
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JAHHbIE HE JIEMOHCTPUPYIOT TIIOBBIIICHHOTO pHCKa pa3BUTHS HEOJArompUsATHBIX HCXOJOB
O6epemenHoOCTH y )eHIMH ¢ PA mnun 6one3nsio Kpona, mony4aBmux JiedeHne agaaumMmymadom, mo
CpaBHEHMIO ¢ JkeHIInHaMu ¢ PA u 6one3nbpto KpoHa, He moTy4aBIIMMU JI€UEHHS a1aTUMyMa0OOoM.
[Ipu 5TOM JaHHBIE NOCTPErMCTPALMOHHOIO HAONIIONEHMSI HE YKa3bIBalOT Ha HaJM4ue PUCKA,
CBSI3aHHOI'O C IPUMEHEHUEM aJaIuMymada.

Anamumymab  sBisercs uHruOutopom DHO-o. IIpumenenue amanumymaba BOBpeMs
0epeMEHHOCTH MOXKET MOBJIMATH HA UMMYHHBIN OTBET Y HOBOPOXI€HHBIX. [IpuMeHsaTh penapar
Ananumyma0 Bo BpeMsi 0€peMEHHOCTH CJIEeyeT TOJIBKO IIPU OYEBUIHOW HEOOXOIUMOCTH.
Ananumyma0 MOXeT IPOHHUKATh Yepe3 IJIAIEHTY B CBIBOPOTKY KPOBH HOBOPOXKJICHHBIX JIETEH OT
JKSHIIMH, KOTOPBIE TMOJIydanu aganruMymad Bo Bpems OepemeHHocTH. CiemoBaTeNbHO, y ITHX
JeTeil MOXKeT ObITh MOBBIIIEH PUCK pa3BUTUA MH(pekuuu. MiageHnaM, KoTopble OBEpraauch
BO3CUCTBUIO aJlaliMyMada BHYTPUYTPOOHO, HE PEKOMEHIYeTCsl BBEJICHHE JKUBBIX BAKIIMH B
TEYEHHE 5 MecCsleB I0Cie IMOCIeAHE MHBEKUMHM ajaiuMymada y Marepu BO Bpems
OEpEeMEHHOCTH.

Pojbl 1 pogopaspenicHue

Ha cerogusmnuili neHp AaHHbIE O BIMAHUM ajanuMymaba Ha poJbl U poJopaspelieHue
OTCYTCTBYIOT.

Jlakranus

OrpaHuyeHHble JaHHblE W3 NMyOJUKAIUMi yKa3blBalOT Ha TO, YTO aJalliMyMad BBIBOJUTCS C
TPYAHBIM MOJIOKOM B OY€Hb HU3KUX KOHIIEHTpausx: oT 0,1 10 1 % oT coOOTBETCTBYIOLIETO YPOBHS
B CBIBOPOTKE KpoBHU Marepu. IMmyHornoOymuuel G, mpruHUMaeMble epopaIbHO, TOABEPratoTCs
IPOTEOJUTHUECKOMY PACIIEIUIEHUIO B KMILIEYHHUKE U 00J1aJJal0T HU3KON OHMOJO0CTYIHOCTBIO; 3TO
MO3BOJISIET MPEANOI0KUTE, YTO CUCTEMHOE BO3/IEHCTBHE aiaTMyMada Ha HOBOPOXK/IEHHOTO U
TPYAHOM BCKapMJIMBaHMM MajoBEpOSTHO. [loaTOMy moib3y rpyqHOro BCKapMIIMBaHUS IS
Pa3BUTHUS U 370POBbs peOCHKA CIIEIyeT pacCMaTpUBATh C YYETOM KIMHUYECKONH HEOOXOIUMOCTH
JIeYeHusl afalTuMymMaOoM y MaTepu U BEPOSITHOCTH Pa3BUTHUS MOOOUHBIX 3P (EKTOB BCIEICTBUE
BO3/ICUCTBUS afanuMymaba Ha peOeHKa, HaXOJAIIErocss Ha IPyJIHOM BCKapMJIMBAHUU, WIH IO
NPUYHHE COMTyTCTBYIOLIETO 3a00JIeBaHUS MaTEePH.

4.7. BuusiHue Ha CIOCOOHOCTH YINPABJATH TPAHCHOPTHBIMHM CPeACTBAMH M padorarh ¢
MeXaHUu3MaMHu

[Tpenapat AnanumymMad MOXeT OKa3bIBaTh HE3HAUNTENILHOE BIMSHUE HA CHOCOOHOCTH YIPaBIATh
TPAHCHOPTHBIMHM CpPEACTBAMH M JAPYIMMHM MeEXaHM3MaMM, TaKk Kak Ha (OHe NIpUMEHEHHUs

agamMMyMada MOTYT HaOJTFOAaThCsl TOJIOBOKPYKEHNE U HapylIeHUe 3peHus (cM. pazzaen 4.8).
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4.8. HexkennaTeibHbIe peakunu

COOTBETCTBYET ZKCNEPTHOMY OTUETY

TabiauuHOE PEe3IOMe HEXKENATENBHBIX PEAKIINIA

Hauboinee yacto coo0Imanoch 0 TaKMX HEXKEIATENbHBIX PEAKIMAX, KaK WHPEKIUN (Harmpumep,
Ha30(apUHTUT, THPEKIIMU BEPXHUX AbIXaTeIbHBIX IyTeH U CHHYCHT), PEaKI[UU B MECTE HHBEKIIUU
(3puTeMa, 3y, KpoBOTeUEHHUE, O0JIb WM OTEK), TOJOBHAS OOJIb U KOCTHO-MBIIIICYHBIC OOJIH.
Coo001manoch 0 cepbe3HBIX HEKENATENbHBIX PEaKIUAX IpU MPUMEHEHHH aganumymada. Takue
antaronuctsl ®HO, xak agamMymad, BIUAIOT HA MIMMYHHYIO CUCTEMY, U UX IPUMEHEHHUE MOXKET
MOBJIMATH HA 3aIIUTYy OpraHu3Ma oT MH(pekuil u paka. Takxke npu NpUMEHEHUU anainumymada
COO0IIaTIOCh O CMEPTENBHBIX M YTPOXKAIOIIUX KU3HU HHPEKIusAX (B TOM YHCIE CEICHUCe,
OMIOPTYHUCTHYECKMX MHOEKIUAX U TyOepKynese), peakTuBaluu Bupyca remnatuta B (BI'B) u
pa3IMYHBIX 3JI0KAYECTBEHHBIX HOBOOOpA30BaHMAX (B TOM dHMCie Jeldkemuu, aumdome u T-
KJIETOYHOM JTUMQpOME NEYESHU U CEJIE3EHKH ).

CooOmranocs 0 cinydasix Cepbe3HBIX I'e€MaTOJIOTUYECKUX, HEBPOJIOTUYECKUX M ayTOMMMYHHBIX
peaxiuii. OHM BKIIIOYAIOT PEIKUE CIyYan MaHIIUTONCHHUH, alUTACTHYECKON aHEMUH, ICHTPATbHBIX
U rnepudepruuecKkux JAEMHUCIMHU3UPYIOIIUX SBJICHUH, a TakKe COOOIIEHHs O BOJYAaHKE,
BOJIYAaHOYHONOAOOHBIX 3a001eBanusIX U cuHapome CtubeHnca — J[oHCoHa.

[lepeueHp HexenaTeNbHBIX PEAKIMl OCHOBAaH HA JAaHHBIX KIMHUYECKUX HCCIECIOBAHUM U
MOCTPETHCTPALIMOHHOTO OTbITA MPUMEHEHHs agaiuMymada, CBEIEHHBIX IO KIJIACCY CHCTEM
OpPTraHOB U YaCcTOTE HIXKE B Tabiwie 6: oueHs yacto (> 1/10), gacto (> 1/100, Ho <1/10), HEUacTo
(= 1/1 000, no <1/100), penko (> 1/10 000, Ho <1/1 000), HEU3BECTHO (HEBO3MOKHO OILIEHUTH Ha
OCHOBAaHMM MMEIOUIMXCS JaHHBIX). B KakJol rpymme siBIeHUH, pacnpeae]eHHbIX 10 4acToTe,
no0ouHble 3()(EKThl NPEICTaBIECHbl B MOpPsAKE YObIBaHUS CEpbe3HOCTU. Takke BKIIOUEHA
HauOoJbIasg YacToTa, HAOJI0IaBIIAsICS MPU PA3JIMYHBIX MMOKa3aHUSIX. 3Be3/10uka (*) ykaszbIBaeT
Ha HaJIM4YMe JIOTOJHUTENbHONU HH(pOopMalMK B Jpyrux pasaenax 4.3, 4.4 u 1pyrux nojapasjaenax
paznena 4.8.

Tabmuna 6. Pe3tome HexenaTeIbHbIX PeaKIni

Kitace cucreM | Yacrora HexenarenbHas peakuus

OpraHoB

Wndexun u | Ouenb yacto | MHdpexknuu apIXaTenbHBIX MyTed (B TOM uyHCle
MHBa3UK™ MH(EKIMY HIKHUX U BEPXHUX JIbIXaTENbHbBIX MyTeH,

MTHEBMOHUS, CHUHYCHUT, (apUHTUT, Ha30(apuUHTUT U

BUPYCHAs MHCBMOHUS, BbI3BAHHAA FepHeCOM)

Yacto CucreMHBIE I/IH(I)GKI_II/II/I (B TOM 4YHCJIC CCIICUC,

KaHJIMJ03 W TPHII), KUIIEYHble HHPEKIuu (B TOM
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Kiacce CHUCTEM

OpraHoB

YacrtoTa

|.H|_|.-:_"__|I::'_.;.-'-'_'_|I. |.I|.
HesxellaTenpHasd peak GA TENDHUL

COOTBETCTBYET ZKCNEPTHOMY OTUETY

YKClie BUPYCHBIA TaCTPOIHTEPUT), UHPEKINN KOXKU U
MATKHX TKaHEW (B TOM YMCIIE MapOHUXUS, HEIUTIOIUT,
HUMIIETHTO,

HEKPOTU3UPYIOIINI dacruuT u

OTOSICHIBAIOIIMK  JIMIIAi),  yHmIHBIE  MH(EKIHH,
MH(DEKINH T0JI0CTH pTa (B TOM YHCIIE TPOCTOM reprec,
repreTUYecKoe MOpPaXEHUE CIU3UCTON 000JI0UKH
MOJIOCTH pTa H 3yOHBIe HH(pEKUnH), HHDEKIun
MOJIOBBIX MyTeH (B TOM 4HCIIE BYJIbBOBarMHAIbHAS
rpuOKoBasi MHGEKIUA), HHPEKIUA MOYCBBIBOSIINX
nyreid (B TOM uyucie nuenoHedpur), rpuOKOBbIE

MHQEKIUH, HHPEKIUH CyCTaBOB.

Heuacto

HEBPOJIOTUYECKHE UHPEKINH (B TOM YHCIIe BUPYCHBIN

MCHI/IHFI/IT), ONITIOPTYHUCTUYCCKUC I/IH(beKI_II/II/I u

Ty6epKyHe3 (B TOM 4YHUCIC KOKIOMAHMOHMAOMMHKO3,

THCTOIIA3MO03 M MHKOOAKTepHaIbHbIE WHQEKIIH,

BbI3BaHHBIE  Mycobacterium  avium  complex),

OakTepuanbHbie HWH(GEKIUU, TJIa3Hbie WHOEKIUH,

TUBEPTHKYIUT™**

JloOpokayecTBEHHEIE,
3JI0KQYeCTBEHHBbIC U
HEYTOYHCHHBIC
HOBOOOpa3oOBaHUs
(BKJIIOUAsT KHUCTHI W

MOJIUIIBI)*

Yacto

paK KOXH, 32 UCKIIFOUEHHEM MEJIAaHOMBI (B TOM YHCIIe
0a3aIbHOKIIETOYHAS] KApPIIMHOMA U TTOCKOKJIETOYHBIN

pak), 100poKauecTBEeHHbIE HOBOOOPA30BaHU

Heuacto

aumdoma**, comuaHble Omyxosiu (B TOM YHUCIE pak
MOJIOYHOW JKeNe3bl, HOBOOOpa30BaHHE B JIETKHX U

HIIUTOBUIHOM KeJe3e), MemaHoma™ *

Penxo

JIEUKEMUS * * *

HewnssectHo

T-xnetounas numpomMa TEYCHHU € CEIE3CHKU™**,
KapIuHOMa U3 KJeTok Mepkens (HelposHI0KpHHHAs

KapImHOMA KOXKH )***

Hapymenns co
CTOPOHBI KpPOBU |
nuMpaTraecKon

CUCTCMBI

QueHp 4acTo

JICHKOIIEHUS (B TOM  YHUCIIC HeﬁTpOHCHHH )51

arpaHyJIOIUTO3), AaHEMUS

Yacto

HeﬁKOHHTO3, TpOM6OI_II/ITOHCHI/ISI

Heuacto

NANOIIaTHYCCKass TpOM6OL[I/ITOHCHI/I‘-ICCKa$I noypiypa
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Knacc cucrem | Yacrora Hexelarenpnay poakims - - = IBHOT TE U0t
OpraHoB
Penxo NaHIUTONECHUS
Hapymenus co | Yacto TMIIEPUYBCTBUTEIIBHOCTh, aJlJIeprus (B TOM YHUCIIe
CTOPOHBI HMMYHHOMR CE30HHAsl AJUIEPIHsl)
CUCTEMBI™* Heuacto capKou03*** BaCKyJHT.
Penxo aHadumakcus**
Hapymenus OueHb 4acTO | MOBBIIIEHHAS! KOHIICHTPALIUS JIUITUI0B
MeTabonusma u | Yacto TMIIOKAIMEMUs], TIOBBIIICHHBI ypPOBEHb MOYEBOU
MUTaHUA KHUCJIOThI, OTKJIOHEHHE YPOBHS HATpuUsi B KPOBU OT
HOPMBI, THITOKATBIIAEMHUS, THIIEPTIIUKEMUS,
runodocharemus, 00e3BOKUBAHHE.
[lcuxuueckue Yacto U3MEHEHHE HACTPOeHHus (B TOM 4YHCIE JAenpeccusi),
HapyLIEHUs 0ecroKoNUCcTBO, OECCOHHULIA
Hapymenus co | OueHp yacTo | ronoBHas 0OJb
CTOPOHBI  HEpBHOM | YacTo napecre3ust (B TOM 4HCIE€ THIECTE3Us), MHUIPEHb,
cucTeMbl™* KOMIIpeccHsl KOpelIKa HepBa
Heuacro HapyIICHHUE MO3TOBOTO KpOBOOOpameHus ™ **,
TPEMOp, HEUPOIIATHS
Penxo paccessHHbIN CKJIEpO3, JIeMUETMHU3UPYIOIIHE
HapyleHus: (HampuMep, HEBPUT 3pUTEIILHOTO HEpPBa,
cunapom ['mitena — bappe)***
Hapymenwust co | Yacto HapyIIeHHsI 3peHHS, KOHBIOHKTUBHT, OJe(apuT, OTeK
CTOPOHBI oprasa a3
3peHHs Heuacto JUTLIIONUS
Hapymenns co | Yacto BEPTUTO
CTOPOHBI oprana | Heuacto IJIyX0Ta, IIyM B yIiax
cllyxa ¥ JaOupuHTa
Hapymenns co | Yacto TaxuKapaus
CTOpPOHBI cepAra Heuacto nHbapkT MuoKapaa***, apuTMHs, XpOHHYECKas
cepieyHast HeIOCTATOUYHOCTh
Penxo OCTaHOBKa cep/ina
Hapymenns co | Hacro TUIIEPTOHHUS, [IOKPACHEHHUE KOXKHU, FeMaToMa
CTOPOHBI COCYJIOB Heuacto aHEeBpU3Ma AOPTHI, OKKIIO3US COCYJIOB M apTepHui,
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Kuace cucteM | Yacrora Hesxelarenphad pearims — = = IBHUC To 00t
OpraHoB
TpoMOODIeOUT
Hapymenus co | Yacto acTMa, O/IbIIIIKA, Kalllesb
CTOPOHBI Heuacto aeroyHas >MOonmus***, uHTEepCcTUIMAIbHAA OO0JIe3HB
JBIXaTEIbHOM JETKUX, XpOHHYECKas OOCTpYKTHUBHas OOJE3Hb
CUCTEMBl,  OpPraHOB JIETKUX, THEBMOHUT, IJIEBPAJIbHBIN BBITIOT™**
TPYAHOM KIETKH W | Pexko buopo3 erkux***
cpenocreHus ™
Kenynouno- OueHnb yacTo | 60Jb B KHMBOTE, TOLIHOTA, PBOTA
KHLIEYHbIE Yacto KpPOBOTEUCHHE XKT, JMCTICTICHS,
HapyIlIeHUs ractpo33odareanbHas pedaokcHas 00J1e3Hb,
cunapouM Illerpena
Heuacto NaHKpeaTuT, Aucharus, OTeK Jnua
Penkxo npoOocHNEe KUIIeUHUKa™ **
Hapymenwus co | O4eHp 4acTo | MOBBIIMICHHBIH YPOBEHb MIEYCHOUYHBIX (PEPMEHTOB
CTOpOHBI IIe4yeHH U | Hewacrto XOJECUUCTUT U >KETYHOKaMEHHas O0Jie3Hb, CTeaTo3
KEITYEBBIBOIAIINX [I€YEHH, MTOBBIIICHHBIH OUINPYOHH
nyTen™ Penxo TeraTUuT, pEaKTUBAIlMs BHpyca remarura B***,
ayTOMMMYHHBIN rematut™**
HeusBecTHO | medyeHOUYHast HEAOCTATOUHOCTH™**
Hapymenns co | OueHb 4acTo | ChIIb (B TOM YHCIE 3KCPOTUATUBHAS CHIIIb)
CTOpOHBI KOXH U | Hacto YXYIAIICHWE WM BIIEPBBIE BBISIBICHHBINH Icopua3 (B
MOJIKO>KHBIX TKaHen TOM 4HCJ€ JIaJOHHO-TIOAOMIBEHHBIH MyCTYIe3HbIN
ncopuas)***, kpanuBHHIA, KpPOBOIOJATEKH (B TOM
qyclie Mypnypa), AepMaTuT (B TOM YHCIE 3K3€Ma),
JIOMKOCTh ~ HOTTEBBIX  IUIACTHHOK, THIIEPTHAPO3,
anonenus***, 3yn
Heuacto HOYHasl MOTIUBOCTH, LIPAMBI
Penxo dKCCynaTuBHas sputema***  cunapom CrtuBeHCa —
JIxkoHCOHa™ ™ * | aHTMOHEBPOTHYECKHH  OTEK™**,
KOKHBIM ~ BacKynmuT***,  JNHUXEHOWAHAas  peakuus
KOXKH™**
HeusBectHo | yXyAllleHHuE CUMIITOMOB JI€pMaTOMUO3UTA™* **
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

. oT 14.:_ 2026 N2 ._"— _
Kitacc cucreM | Yactora Hexeldarenprast '['J'éét:]t UBATENBHUL TS 00U
OpraHoB
Hapymienus co | OueHb 4acTo | KOCTHO-MBIIIEYHBIE 00U
CTOPOHBI MBIIICYHOH, | YacTo MBIIICYHBIC CMa3Mbl (B TOM YHCJIC ITOBBIIICHHBII
CKEJIETHOMN u ypOoBeHb KpeaTuH(pochoKrnHa3bl B KPOBH)
COEAMHHUTENILHOM Heuacro padIOMHOJIN3, CUCTEMHasl KpacHasi BOJTYaHKa
TKaHU Penxo BOJTYaHOYHOTIOIOOHBINA CHHIPOM ™ **
Hapymenus co | Yacro [OYeYHask HeJ0CTATOYHOCTh, TEMATYpPHUs

CTOPOHBI TIOYEK H

MOYEBBIBOISIIINX Heuacro HUKTYpUS

nyrei

Hapymenus co | Heuacto APEKTHIIbHAS AUCHYHKITHS
CTOPOHBI

penpoIyKTUBHOU

CHUCTEMBI U MOJIOYHBIX

KCEJIC3

O6H_II/Ie HapyLICHUA U OueHb yacTo p€aKuu B MCCTC MHBCKIINH (B TOM 4YHUCJIC OpUTEMA B

peakuum B MecTe MeCcTe HHBEKIINH)
BBEJICHUA ™ Yacro 00JIb B TPY/IH, OTEK, MUPEKCUs***

Heuacto BOCITAJICHUE
JIaGopatopHsble u | Yacro HapyleHus:  KOoaryJsiluhd ¥  reMopparudeckue
WHCTPYMEHTAJIbHBIE HapymeHuss (B TOM  4YHCIE€  TOBBIIIEHHOE
JIaHHBIE AaKTUBUPOBAHHOE YAaCTUYHOE TPOMOOIUIACTHHOBOE

BpeMs), TIOJIOKHUTENIbHBIA pE3yslbTaT TecTa Ha
ayroaHturena (B TOM  UHCI€  aHTUTENa B
neyuenodeyHod JIHK), moBbIlIeHHBII  ypOBEHb

JJAKTaTACTUAPOTCHA3bl B KPOBU

TpaBwmbl, Yacto YXYALIEHUE 3aKUBIICHUS
MHTOKCUKAIUH u

OCJIOXKHECHU A

porenyp

* JlomonuuTensHas MHQpOpMalMs TNpeacTaBieHa B JApyrux pasgenax 4.3, 4.4 u B JIpyrux
nozpaszenax pasuena 4.8.

** Bkitrogast OTKpBITBIE, PaCIIUPEHHbIE UCCIIeI0BAHUS.
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COOTBETCTBYET 3KCMNEPTHOMY OTUYETY
oT 14.01 2026 Nz 274
(MOCNEODBATENEHOCTL 0004)

**% Brirrodas JaHHBIE CIIOHTAHHBIX COOOIIEHUN.

bonesuv bexuema (unmecmunanvuas ghopma)

[Tpoduns Ge30macHOCTH B MCCICIOBAHUU C YUYACTUEM SITTOHCKHUX MAIIMEHTOB ¢ MHTECTUHAIBLHOU
dbopmoii 6osie3Hn bexdera ObUT TaKMM ke, Kak 00muid mpoduib 6€30MacHOCTH agatuMymMaoa.
Yeeum

[Tpoduns 6e30mMacHOCTH Y MAIMEHTOB ¢ HCMH(DEKITMOHHBIM YBEUTOM OBLT TAKUM K€, KaK 00muit
npodmis 6€300aCHOCTH alaTuMyMada.

AKmMusHwI 2HOUHBIU 2UOPAOEHUM

[Mpodpwmie GezomacHocTH y manueHToB ¢ [T, monmyyaBmmx jedeHue aganmumymadoom 1 pas B
HEZIeIt0, OB CONIOCTABUM C M3BECTHBIM IMpodriieM O6e30macHoCTH aganuMymada.

Tlobounvle 2¢ghghexmul y nayuenmos 0emcko2o 603pacma

B nenom HexenaTenbHbIC SBJICHUS y JeTed ObUIM CXOXH IO TUIY W YacTOTE C SIBICHHSIMH,
HaOJTFOIaBITMMHUCS Y B3POCIIBIX MAI[HEHTOB.

Onucanue OTACIBHBIX HCXKCIATCIIbHBIX DeaKIII/If/'I

Peaxyuu ¢ mecme unvexkyuu

VY 12,9 % mnanueHToB (B3pOCHBIX U JETEi), MOMyYaBIINX JICYCHUE aJanuMyMadoM, BO3HUKAIU
pEaKIMU B MECTe UHBEKLUU (3pUTEMa U/UIHU 3y[, KPOBOTEUEHHUE, 0OJIb UM OTEK) 110 CPAaBHEHUIO
¢ 7,2 % manuenToB, MoJy4YaBIInX IU1anedo0 Wi KOHTPOJIBHBIN pernapar. B OCHOBHOM peakuuu B
MECTe UHBEKIIUU He TPeOOBaJIM OTMEHBI afjauMymaoa.

Hnghexyuu

B uccnenoBanusx y B3poCibIX M IeTel 4acToTa BOSHUKHOBEHUS MH(ekuuii cocraBmia 1,51 Ha 1
MAlMEeHTO-TOJ] B TPYIINE MAllMEHTOB, MOJYyYaBIINX aganiuMmymad, u 1,46 Ha 1 mamueHTO-roja B
KOHTPOJILHOM T'PYIIIE.

WNudexnun, rmaBHbIM 00pa3oM, BKIOYAIM Ha30(papuUHITUT, UH(EKIUH BEPXHUX JbIXaTEIbHBIX
nyTeil ¥ cuHyCUT. BONBIIMHCTBO MAallMEHTOB MPOMOJDKUIN NMPUMEHEHHE ajanuMymada rocie
paspenieHus HHPEKINH.

YactoTa BO3HMKHOBEHHS CEpbE3HBbIX HHGMEKIM Oblla comocTaBUMa B TpyHIe J€UYEHUs
ananuMmymadoM U B KoHTpoibHOHM rpymme: 0,04 u 0,03 Ha 1 manueHTo-roj, COOTBETCTBEHHO,
cocraBmia 0,04/manueHTo-rofa cpeiy MalMEHTOB, MOJYYaBLIMX JIEYEHUE aJalluMyMadboMm, U
0,03/manmenTo-rosia cpey NalMeHTOB, MOTYYaBIINX IJ1ale00 U aKTUBHBIN MTpernapaT KOHTPOJIS.
VY B3pocablX U JeTeil cooOmanock O cepbe3HbIX MH(EKIUSAX (B TOM YHUCIE CMEPTEIbHBIX
UHQEKIHAX, KOTOPbIE BO3HUKAIN PEJIKO), BKIIOUAIOIIMX COOOLIEHHS O TYOepKyJie3e (B TOM 4nciie
MWJIMAPHOM M BHEJIETOYHOM) M WHBA3UBHBIX ONMOPTYHHCTHYECKHUX HMH(MEKUUsAX (Hampumep,

JAUCCEMHUHHUPOBAHHOM HJIM BHCJICTOYHOM T'MCTOILIIa3MO3¢€, 6J'IaCTOMI/IK036, KOKIIMIUONJOMHKO3E,
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

BO3HUKAJ B TEYCHHE MEPBBIX BOCHMH MECSIICB ITOCIIC Hayalla TEPANNUU, YTO MOKET yKa3bIBaTh HA
pEIUINUB JTAaTCHTHOU OO0JIC3HH.

3noxkauecmsenuvie HO800OPaA306aHUsA U TUMPOnpoNUDepamusHblie HapyUleHUs

B xonme uccnenoBanuil aganmumymaba y JAeTedl ¢ IOBEHHJIBHBIM HAMONATHYECKUM apTPUTOM
(TTONMMAPTUKYISIPHBIM FOBEHUJIBHBIM HIMOTATHYECKUM apTPUTOM U DHTE3UT-aCCOIMHPOBAHHBIM
apTputoM), OoJe3Hbio Kpona, ONsIEYHBIM TICOPHUA30M, YBEHUTOM M SI3BEHHBIM KOJHUTOM
3JI0KQYE€CTBEHHBIX OMyXO0Jei He HabII01a10Ch.

B wuccnenoBaHusax y B3pOCHBIX YacTOTa BCEX 3JI0KAYECTBEHHBIX OIYXOJIEH, 3a MCKIIOYEHHEM
TuMGOMBI B HEMEJIAaHOMHOTO paka KoxHu, coctaBmia 6,8 (95 % IAU: 4,4—-10,5) va 1000 mammenTo-
net cpenu 5291 nmanueHToB, MOIy4YaBIIMX afaiuMyMa0, o cpaBHeHuto ¢ 6,3 (3,4—11,8) na 1000
MAIUEHTO-JIET.

YacroTa HEeMeIaHOMHOTO paka Koxku coctaBuia 8,8 (95 % JAU: 6,0-13,0) na 1000 maumnenTo-ner.
Cpenu aHHBIX BUIOB paka KOXKM 4acTOTa PEMOPTUPOBAHUSA MIIOCKOKJIETOYHOTO PaKa COCTaBUIIA
2,7 (95 % AU: 1,4-5,4) na 1000 maniueHTO-JI€T Cpeau MaIlueHTOB.

Yacrora mumdomsl coctaBuina 0,7 (95 % JAU: 0,2-2,9) na 1000 mauuenrto-net. B npoaieHHbIX
HCCJICIOBAHMSIX YaCTOTa PEIIOPTUPOBAHUS OMTyXOJIeH HE YBETUUYMBAJIACh: BCEX 3JI0KAUECTBEHHBIX
OITYXOJICH, 332 HCKJIFOUCHUEM TUM(POMBI B HEMEIIAHOMHOTO paka koxu — 8,5 Ha 1000 manueHTo-
JIeT, HEeMEJIaHOMHOTO paka koxu — 9,6 Ha 1000 manuenTto-Jet, mum¢omsl — 1,3 Ha 1000 manuenTo-
JIeT.

B xoze mocTperucTpaioHHOrO Mepuojia PeIKo COOOIAINCh Clydyau pa3BUTHS T-KIETOYHOU
TuM(OMBI TICYCHH U CEJIE3CHKH Y MAIIMEHTOB, MOTYYaBIINX JICUEHUE aJaIUMyMa0oM.
Aymoanmumena

B xoxe xnunumyeckux wuccienoBanuit y 11,9 % mnaumentoB ¢ PA, mosyyaBmIuX JeueHUE
aganumymadbom, 'y 8,1 % manueHToB, MOMy4YaBIINX MIANE00 U aKTUBHBIN Mpenapar KOHTPOII,
PETUCTPUPOBATIOCH MOSBICHUE AyTOAHTUTEN Ha 24 HEllelie Teparum.

VYV namueHToB ¢ peBMATOWJIHBIM apTPUTOM U TICOPUATUYECKUM apTPUTOM PEIKO HaAOII0IaIUCh
KIIMHUYECKHE TPU3HAKK, YKa3bIBAIONIME Ha BIEPBbIE BO3HUKIIUN BOIYAaHOYHOIIOAOOHBIN
cuapoM. CoCTOsIHME MAlMEHTOB YIYUYIIMWIOCH MOCe NpekpaiieHus Tepanuu. Hu y ogHoro u3
MalMEeHTOB HE HAOJI0AI0Ch Pa3BUTHE BOJYAHOYHOTO HE(pPUTA WU CUMIITOMOB CO CTOPOHBI
LEHTPAJIbHOW HEPBHON CUCTEMBI.

Hapywenus co cmoponvl neuenu u scenueblo0AuUx nymei

VY manueHToB ¢ pa3nuyHbIMU 3a00neBanusmu (PA, mcopuatruueckuii apTpUT, MOTHAPTUKYISIPHBIN

FOBEHWIbHBIM HJIMONATUYECKUN apTPUT, SHTE3UT-ACCOLMHUPOBAHHBIN apTpuT, bK, s3BeHHBIN
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komut, BK y nereit, Onsmednslii mcopwuas, rHOﬁHL'IEII '-Fr/'rﬂgd;{' : "TT E)EEII/I-JE} "&Bfrlfb'ﬁaiﬁocf,

NOBBIIIIEHUE YPOBHS anannHaMuHOTpaHcdepassl (AJIT) neuenu no 6,1 % ciaydaes.

[To BceM MoKa3aHUSAM B KIMHHUYECKHX HCCIICAOBAHUSAX Y IMALMCHTOB C MOBBIIICHHBIM YPOBHEM
AJIT He HaOMIOJATCH CUMIITOMBI, 1 B OOJIBIIMHCTBE CITYYacB IMOBBIICHHS OBUIA MPEXOISIINMU
U pa3peranuch Ha (oHe MmpojaonKatonerocs gedenus. OHaKo B X0J€ HOCTPETUCTPALIOHHOTO
neproaa CooOIANOCh O CIydasX IMEUYEHOYHOW HEIOCTATOYHOCTH, a TaKKE MEHEE TSKEIbIX
HapYIICHHUSIX MEYCHU, KOTOPBIE MOTJIM IMPE/IIECCTBOBATh ICYCHOYHON HEJOCTATOYHOCTH, TaKUX
KaK TelaTuT, B TOM YHCJIe ayTOMMMYHHBIN TeaTUT, Y MTAlMEHTOB, TOJIy4aBIINX aJaluMyMal.
Conymcmeylouee neuenue azamuonpunom / 6-mepkanmonypuHom

B xoxe uccnenoBanuii y B3pocibix ¢ 6one3npio Kpona Habmonanack 6osiee BBICOKAs 4acTOTa
HEKENIATeIbHBIX SIBJICHUH, B YaCTHOCTH, PEMOPTHPOBAHHME 3JIOKAYECTBEHHBIX OIYXOJCH H
HE)KENaTeIbHBIX SIBICHUH, aCCOIMMPOBAHHBIX C CEPhE3HBIMH MH(EKIUSMH, TPU IPHUMEHEHUH
ananuMymMaba B KOMOMHAIMM C a3aTUONPUHOM / O-MEpKalTONypHHOM IO CPAaBHEHHIO C
MOHOTEpAINUen a1aTuMyMadoM.

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HCXKCIIATCIBbHbBIX PCAKIINAX

BaxHo coo0mare O TMOJ03pEBAEMBIX HEXKENATENbHBIX PEAKIUsAX IIOCle PEerucTpanuu
JIEKapCTBEHHOT'O Tpernapara ¢ 1elblo 00ecreueHus] HEPEPHIBHOTO MOHUTOPUHTA COOTHOIICHUS
«IoNb3a — PHUCK» JIGKAPCTBEHHOTO Mperapara. METUIMHCKUM paOOTHUKAM PEKOMEHIYETCS
coolmare O JOOBIX MOAO03PEBAEMBIX HEXKENATEeIbHBIX PEaKIHUAX JIEKAPCTBEHHOIO Iperapara
Yyepe3 HAIMOHAIBHBIE CUCTEMBI COOOIIEHUSI O HEXKENaTEeNbHBIX PEaKIUsIX TOCy/IapCTB — YICHOB
EBpa3uiickoro 53K0HOMHUYECKOTr0 COI03a.

Poccniickas @enepanus

®denepanbHas cinyx0a mo Haa30py B cdepe 3apaBooxpanenus (PocsnpaBuanzop)

Anpec: 109012, r. Mocksa, CrnaBsiHCKasl miiomanp, 1. 4, ctp. 1

Temn.: +7 800 550 99 03

On. moura: pharm@roszdravnadzor.gov.ru

https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

Cumnmombi

B xoxe knmuHUYecKUX Mcciael0BaHui Kakue-nu0o SBJICHHUS J0300IpaHUYMBAIOIIEH TOKCUYHOCTH
He Habmoganuch. CaMoil BBICOKOM OLIEHMBA€MOM 10301 SBJISUIMCh MHOTOKpaTHasi BHYTPUBEHHAs
no3a 10 mr/kr, npuMepHo B 15 pa3 npeBbilIaonas peKoMeHIyeMYIo J03Y.

Jleuenue

Pexomenanum oTCyTCTBYIOT.
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5. PAPMAKOJIOTMYECKUE CBOMCTBA (MOCNEQOBATENEHOCTE 0004)

5.1. ®apmakoauHaAMHYeCKHe CBOICTBA

dapMakoTeparneBTUYECKas TPYIMIa: HMMYHOJCIPECCAHTHI; HHTUOMTOPHI (hakTopa HEKpo3a
onyxoyim anbha (PHO-ansda).

Koxg ATX: LO4AB04.

[Tpemapar Ananumymad siBisieTcs OnoaHanoroM (OMOmo1I00HBIM JIEKAPCTBEHHBIM IIPETIapaToM).

Mexanuszm geiicTBus

Ananmumyma6 cenektuBHO cBsizbiBaeTcss ¢ ®HO u Helitpanuzyet 6nonorundeckyro ¢pynkmuo @HO
3a c4eT OJIOKAJbl B3aUMOACHCTBHUS C MMOBEPXHOCTHBIMHU KJIETOYHBIMH PS5 1 p75 penentopaMu K
@®HO. Taxxke agamuMymMad MOJYJIHpPYeT OHOJOTMYECKHE OTBETHBIE pEaKIHUH, KOTOpPbIC
ycwimBatoTess win perynupytorcss @HO, Bkirodass u3MeHEHUs: YpOBHEH MOJEKYJ aiare3uu,
BbI3bIBarOIIMX Murpanuto jeiikonutoB (ELAM-1, VCAM-1 u ICAM-1 npu 3nauenuu 1Cso = 0,1—
0,2 HMOIB/ ).

Kinunanueckas 3¢ deKTUBHOCTL U 0€3011aCHOCTh

[Tocne nedenus agamumymadboM HaOIIOAANOCh OBICTPOE CHIDKEHHE YPOBHSA OCTPO(a3HBIX
nokasareneil Bocnanenus (C-peakruBHoro Oenka (CPB) u ckopoctu ocenaHust 3pUTPOLIUTOB
(CO3)) u ypous uutokuHoB (MJI-6) B CBHIBOPOTKE KPOBH B CpPaBHEHUH C HCXOJHBIMU
3HAYCHUSMH Yy TANUEHTOB C peBMarougHbiM aptputoMm (PA). YpoBeHb MaTpUKCHBIX
muenonporenHas (MMP-1, MMP-3) B chIBOPOTKE KpOBH, BBI3BIBAIOIIMX PEMOIEINPOBAHNE
TKaHell, KOTOpoe JEXUT B OCHOBE pa3pylleHUs Xpslla, TakKe CHU3MICS IOC/IE BBEICHMS
ananuMymada. Y MaiueHToB, MOJy4yaBIInX JICUeHHe aJaTuMyMaboM, 0TMEYaloch, Kak MPaBwIo,
yIy4IIeHHUE TeMATOIOTHIECKUX MPHU3HAKOB XPOHUYECKOTO BOCIIAICHUSI.

Takxe ObicTpoe cHmkeHue ypoBHA CPB HaGmiomanoch y HalMeHTOB C MOJHUAPTHKYJISPHBIM
IOBEHWJIBHBIM UMONATUYECKUM apTpUTOM, 0oJe3Hbl0 KpoHa, sI3BEHHBIM KOJMTOM M THOWHBIM
THJIPaJICHUTOM I10CJIe JIEYeHUs afaauMymaOoM. Y maiueHToB ¢ 6oie3Hbro KpoHa otmeuanoch
YMEHBIICHHE YMCIIa KIETOK, IKCIPECCUPYIONIMX MapKephl BOCMAIECHUS TOJCTOW KHIIKH, B TOM
qrcie 3HauuTeNbHOe CHIDKeHHe oskcrpeccun @OHO-o. DHIoCKOMUYecKne WCCIeTOBaHHS
CJIM3UCTON OOOJOYKHM KHIIEYHHKA IMOKA3aly NMPU3HAKU 3aKUBJICHUS CIU3UCTONH OOOJOYKH Yy
HaIMEeHTOB, NOJIYYaBIINX JICYCHHUE alaTUMyMa0OOM.

Fbonv 6 mecme unvexyuu

B paHI0MHU3HpPOBAHHBIX HCCIIEIOBAHUSX, IIPOBEICHHBIX Y B3POCIBIX MAIIMEHTOB C PEBMATOHTHBIM
apTPUTOM, B KOTOPBIX MPOBOAMIIACH CPABHUTENbHAS OLIEHKA 0OJM B MECTE MHBEKLIUHU B IpyIax
NalMeHTOB, NojdydaBmuX ananumymad 40 wmr/0,8 man u 40 wmr/0,4 mn, HabmaromanIoch

CTaTUCTUYCCKN 3HAYUMOC pPa3Induc: CpCAHCC 3HAUCHHUC OICHKHU 00JIEBBIX OIIIYHIGHI/II\/’I Io
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BU3yaJIbHOW aHaiorooi mkajne (oT 0 mo 10 ¢m) COCTég%é-bEﬂ&&'ﬁg%hﬁiéllﬂﬁ& clf'i :ICM,

cootBercTBeHHO (P < 0,001), uro OTpaxano cpenHee YMEHbIICHHE OOJIM B MECTE MHBEKLUHU Y
MAIMEHTOB, oiy4yaBmux aganumymad 40 mr/0,4 mi, Ha 84 %.
5.2. DapmakoKMHEeTHYECKHE CBOMCTBA

AOcopO1us U pacupeelicHue

[Toce moaK0KHOTO BBEICHUS OTHOKPATHOM 10361 40 MT afanuMymada HabII0Aam0Ch MEJUICHHOE
BCAChIBAaHME U PACHPEIEICHUE C JOCTUKEHUEM MaKCHUMAJbHOM KOHLEHTPALlMU B CHIBOPOTKE
KPOBU IpUMEpHO yepe3 5 aHell mocie BBeaeHus. Cpeasss abcostoTHash OMOJOCTYIHOCTh
ajanuMymala Iociie IOJKOXKHOTO BBEICHMsI OJHOKpaTHOM 103l 40 Mr, paccuMTaHHas Ha
OCHOBaHUU JaHHBIX TpeX MccleAoBaHUM, coctaBuia 64 %. [lociie BHYTpUBEHHOIO BBEIEHUS
OJTHOKpATHBIX 1103 B auanazoHe oT 0,25 mo 10 Mr/kr KoHHIEHTpauy ObUTH MPOMOPHHUOHAIHHBI
no3e. [Tocne BBemenust 10361 0,5 Mr/kr (= 40 Mr) KIMpeHce Haxoamiics B ipeaenax ot 11 1o 15 mi/4,
o0beM pacnpenencHus (Vss) HAXOAWICS B MPeeNiax OT 5 10 6 JI, a CpeHss TepMUHaNbHas (a3a
MIOJTYBBIBEJICHHUS] COCTaBMJIa OKOJIO 2 Hexenb. KoHmeHTpamus ajanuMymada B CHHOBHAIBHON
JKUJIKOCTH Y HECKOJIBKUX TAlMEHTOB C PEBMATOUIHBIM apTPUTOM KoJiebanachk B mpejaenax ot 31
710 96 % OTHOCUTEIBHO KOHLIEHTPALMH B CBIBOPOTKE KPOBH.

[Tocne moakoxkHoro BBeeHus 10361 40 Mr ananumymaba 1 pa3 B 2 HeZlenu y B3pOCIIbIX MAlMEHTOB
¢ peBMaTouIHbIM apTpuToM (PA) cpenHss MUHMMalIbHAsl paBHOBECHAs! KOHILIEHTpALMsI COCTaBUIIa
OKOJIO 5 MKr/mMi (0€3 CONMyTCTBYIOIIETO JICYCHHSI METOTpeKcaTtoM) M oT 8§ m0 9 Mkr/mu (mpu
COITYTCTBYIOIIEM JICUEHUH METOTPEKCAaTOM), COOTBETCTBEHHO. MUHUMAaJIbHBIA PaBHOBECHBIN
YPOBEHb aJaliuMyMada YBEIMUYUBAJICS MOYTH MPOMOPLUOHAIBHO J03€ IOCIEe IOJKOKHOTO
BBeneHus 103 20, 40 u 80 mr 1 pa3 B 2 Henenu u 1 pa3 B HeIemo.

ITocie MOJKOKHOTO BBEAEHHUS 10361 24 MI/M? (10 MakCHMAasIbHOM 10361 40 Mr) 1 pas B 2 Henenu y
NalMEeHTOB C IOBEHWJIBbHBIM uavonarudeckum aprpurom (FOMA) B Bo3pacte oT 4 mo 17 ner
CpeaHssi MUHMMallbHasl paBHOBECHAsI KOHIIEHTpaLus (3HaueHus1, u3MepeHHsle ¢ 20 no 48 Henento)
afganuMymala B CBIBOPOTKE KpoBHU cocTaBuia 5,6 + 5,6 mxr/mi (102 % xo3dduirienT Bapuariim)
Ipy NpPUMEHEHMH ajanuMymada 0e3 CONMyTCTBYIOLIETro JiedeHHst MeroTpekcarom u 10,9 =+
5,2 mxr/mi (47,7 % ko3pPHUIMEHT BapHalun) MIPH COMYTCTBYIOIIEM JIEYEHUH METOTPEKCATOM.

V¥ nauuentos ¢ FOMA B Bo3pacte oT 2 10 4 neT win oT 4 JeT U cTapiue ¢ Maccoi Tena < 15 kr,
TIONYYMBIINX afanuMyMab B 03 24 MI/M2, cpeiHss MaKCUMAaNbHAsS PAaBHOBECHAS KOHIIEHTPAIUS
afganuMymala B ChIBOPOTKe KpoBu coctaBuia 6,0 + 6,1 mxr/mi (101 % xo3dduirient Bapuariim)
Opyd TPUMEHEHHH ajanuMymaba Oe3 COIMyTCTBYIOLIETO JIEYeHHs MeToTpekcatoM u 7,9 =+

5,6 mxr/mi (71,2 % ko3ppHUIMEHT BapHalun) MIPH COMYTCTBYIOIIEM JICYEHUH METOTPEKCATOM.
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NAIMEHTOB C DHTE3UT-ACCOLMMPOBAHHBIM apTPUTOM, B Bo3pacte oT 6 1o 17 ner cpenHss
MUHHMAaJIbHAs paBHOBECHAs! KOHIICHTpaLs (3HAYECHNUs1, U3MEPEHHBIE Ha 24 Heelne) afaanMymata
B CBIBOPOTKE KpOBH cocTaBmwia 8,8 + 6,6 MKI/MuI Npud TpPUMEHEHUW ajamMymada Oe3
COMYTCTBYIOIIETO JIeYeHHUsI MeToTpekcatoM U 11,8 £+ 4,3 MKr/mi1 Ipu COMyTCTBYIOIIEM JICUCHUHN
METOTPEKCATOM.

[Tocne moxkoxuoro BeeaeHus 40 mr aganumymaba 1 pa3 B 2 Hejenw B3pOCHBIM MAMEHTaM C
aKCUAJIbHBIM CIIOHMJIOAPTPUTOM 0€3 PEHTI€HOJOrMUECKU OATBEPKIEHHOI 0 aHKUIIO3UPYIOILEr o
CHOHAMIINTA CPeHss (+ CTaHIAapTHOE OTKJIOHEHHE) paBHOBECHAsl KOHLEHTpalus Ha 68 Henene
cocrasmia 8,0 + 4,6 MKI/MIL.

VY B3pocibIX MalMEHTOB C IICOPHUA30M CpEAHsSs MHUHHMMajbHAas PaBHOBECHAs KOHLEHTpaLUs
COCTaBHWJIa 5 MKI/MJI P MOHOTEpanuu aganumymadom B 1o3e 40 mr 1 pa3 B 2 Henenu.

[Tocne nmoakoxuoro BeeneHus 0,8 mr/kr (Makcumym 10 40 mr) aganumymaba oAMH pa3 B JBe
HEZENU JETSIM C XPOHUYECKUM OJISLIEUHBIM IICOPHA30M CpeaHsis (£ CTaHIapTHOE OTKJIOHEHHE)
paBHOBECHAasI KOHLIEHTPAIIHSI COCTaBUIIa MPUOIM3UTENbHO 7,4 £ 5,8 Mkr/™Mit (79 % koaddunmeHT
BapHUaIliu).

Y B3pOCIIBIX MALIMEHTOB C THOMHBIM TUIPaIECHUTOM IIpH BBeJeHUH 103kl 160 Mr ananumymada Ha
Henene 0 m 3atem 80 Mr Ha 2 Hemene Oblia JOCTHTHYTa MHHHAMAIIBHAS KOHIICHTPAIUS
agamuMymala B CBIBOPOTKE KPOBH MPUOIU3UTENBHO OT 7 10 8 MKr/mit Ha 2 u 4 Henene. CpenHsis
MUHHMMAaJbHas PaBHOBECHAas KOHLEHTpauus ¢ 12 mo 36 Hexenmto cocTaBuia okosio 8—10 MKr/mi
npu JedeHuu aganumymadbom 40 mr 1 pas B Hezeno.

W3ydyeHue Bo3aeWcTBUA anaiumyMada y jAeredl ¢ THONHBIM THUAPAIEHUTOM IPOBOJAMIOCH C
MCIIOJIb30BaHUEM METO/1a (PapMaKOKMHETHUECKOTO MOJCIUPOBAHMSI U MOJEIIMPOBAHUS Ha OCHOBE
(bapMaKOKMHETHYECKUX UCCIE0BaHUN Yy JieTell ¢ IpyruMu 3a00JeBaHUAMHU, KOTOPbIE NOTY4aIH
JeYeHHe aaTuMyMadoM (XpOHHUYECKUH OJAlIeyHblil 1copua3, IOBEHWIbHBIM WAMOMATHYECKUN
apTpuT, 0osie3Hb KpoHa 1 sHTE3UT-acCOMUPOBAaHHBIN apTpuT). [loaydeHHbIe JaHHbIE OKa3aJIUCh
COIOCTaBUMBI CPE/IM YKa3aHHBIX TPYIII MalueHToB. PekoMeH1oBaHHast 103a y AeTel ¢ THOWHBIM
runpagenutTom 40 mr 1 pa3 B 2 Henenu. BBugy Toro, uto Bo3aeicTBue afanuMymada 3aBUCHT OT
Macchl Tena, JeTH ¢ OOJNbIION Maccoil Telna W HEAOCTaTOYHBIM OTBETOM Ha TEpPaIuio
agaTMMyMadoM MOTYT TIOJIy4aTh B3pociyto 103y 40 Mr 1 pa3 B Hezemnto. Y MalueHToB ¢ 00JIe3HBIO
Kpona nipu BBeneHnn nHAYKIIMOHHON 10361 80 Mr aganmnmymada Ha 0 Henene, nanee 10361 40 mMr
ananuMymala Ha 2 Hejene KOHIIGHTpaLus ajaliuMyMada B CBIBOPOTKE KPOBHM COCTaBIISET

HpI/I6J'II/131/ITCJ'H:HO 5,5 MKT/MJI BO BpEMA MHAYKIIMOHHOT'O IICPUOJAa.
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aganuMymaba Ha 2 Henmene Oblla JOCTUTHYTA MHHHMMAJbHAS KOHIIGHTpALMS aJanuMymada B
CBIBOPOTKE KpOBHM OKOJIO 12 MKI/MiI B Te4eHHE MHAYKIHOHHOTO mnepuoaa. CpenHuii
MUHUMAJIbHBII PaBHOBECHBIM YPOBEHBb OKOJIO 7 MKI/MJ HAOMIOAANCS y MalUEeHTOB C OOJIE3HBIO
Kpona (BK), mony4aBmux mojaepskuBaroriyto 103y 40 mr aganumymada 1 pa3 B 2 HeAenu.

VYV nanuenTtoB gerckoro Bo3pacta ¢ bK cpemHeld WM TSXKENOM CTENEHU TKECTH OTKPBITO
BBEJICHHAsI MHIYKLIMOHHAs J03a ananumymada cocrasimsia 160/80 mr wnm 80/40 mr na 0 u 2
HeJelle, COOTBETCTBEHHO, B 3aBUCUMOCTH OT Macchl Tenma > 40 kr uinn < 40 xr. Ha 4 Henene
HNalUeHTsl ObUTM  paHaoMHu3upoBaHbl 1:1 1mbG0 B TIpynmy MNOAAEPKUBAIOIIETO JICYCHUS
crangapTHeIMU 103amu (40/20 mr 1 pa3 B 2 nepenu), 160 Hu3kuME 1o3amu (20/10 mr) 1 pa3 B 2
HEeJeNU B 3aBUCHUMOCTH OT UX Macchl Tena. CpeaHuil ypoBeHb (+ CTaHAAPTHOE OTKJIOHEHUE)
MUHUMAJIbHON OCTATOYHON KOHIIEHTpAIMH afaluMyMala B CBIBOPOTKE KPOBH, TOCTUTHYTHIN Ha 4
Hezene, coctaBui 15,7 + 6,6 MKr/mMil y manueHToB ¢ maccoi tena > 40 kr (160/80 mr) u 10,6 £
6,1 MKr/mMI1 y marueHToB ¢ Maccoi Tena < 40 xr (80/40 mr).

VY nanueHToB, NPOAOKUBIIMX CBOIO TEPAIMIO IMOCIE PaHIOMM3AIMM, HA 52 Helele cpelnHee
3HaYeHue (£ cTaHJapTHOE OTKJIIOHEHHE) MUHUMAaJIbHOM OCTaTOYHOM KOHIICHTPAIH afanuMymada
cocTaBuio 9,5 + 5,6 MKr/MII B rpyIIe CTaHAapTHBIX 103 U 3,5 £ 2,2 MKI/MJI B TpYIIe HU3KUX J103.
Cpennee 3HaY€HHE MHUHUMAIBHOM OCTATOYHOM KOHIIGHTPALUUA CTAOMJIBHO TMOJIEP>KUBANIACH Y
MAalMEeHTOB, MPOJIODKUBIINX JIeUeHUE afanumMmymadom 1 pa3 B 2 Hezenu B TeueHue 52 Henenb. Y
MAIMEHTOB, KOTOPBHIM YBEITUYHIN KPATHOCTh MPUMEHEHHS 10361 OT 1 paza B 2 Hegenu a0 1 pa3a B
HEJeNo, CpeIHsisl (£ CTaHAapTHOE OTKIIOHEHKE) KOHIIEHTpaIlUs alaTuMyMada B CHIBOPOTKE KPOBU
Ha 52 Hexnene cocraBwia 15,3 +£11,4 mxr/mn (40/20 mr 1 pa3 B Henemo) u 6,7 + 3,5 Mkr/min
(20/10 mr 1 pa3 B Hezemto).

Y B3pOCIHBIX MAlMEHTOB C SI3BE€HHBIM KOJIUTOM TpU MPUMEHEHHH WHIYKIIMOHHOM 10361 160 Mr
aganumymaba Ha 0 Henene u 3aTem 80 Mr amanumymaba Ha 2 Hedene Oblia JOCTUTHYTA
MUHHUMaJIbHAsI KOHIICHTpAIUs ajairuMymada B CHIBOPOTKE KPOBHU OKOJIO 12 MKI/MJI B T€U€HUE
WHIYKIIMOHHOTO Tiepuoga. CpeaHee paBHOBECHOE 3HAY€HWE MHUHHMAIBHOW OCTAaTOYHOM
KOHI[EHTPAIIUU COCTaBUJIO OKOJIO 8 MKI/MJI y MAIIMEHTOB C SI3BEHHBIM KOJUTOM, TMOTy4YaBIIMX
noJiep>kuBarontyto 103y 40 mr aganumymada 1 pas B 2 Hegenu.

[Toce moIKOKHOTO BBEACHUS JI03bI, C y4eTOM Macchl Tena, 0,6 mr/kr (Ho He 6omee 40 mr) 1 pa3
B 2 HEJIENU y JIeTel ¢ S3BEHHBIM KOJMTOM CPEIHss (£ CTaHJAapTHOE OTKJIOHEHWE) PaBHOBECHAs
KOHIIEHTpaIlus afanuMymMabda B CBIBOPOTKe KpoBH cocTaBisiia 5,0 £ 3,3 Mxr/mi Ha 52 vepene. s

MAIMEHTOB, KOTopble monydanu no3y 0,6 mr/kr (He Oomee 40 Mr) KaXIyr HEIEI0, CPeaHsS
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cocrasisuia 15,7 + 5,6 Mkr/mi Ha 52 Henee.

YV B3pOCIIbIX NAIMEHTOB C YBEUTOM IPU MPUMEHEHUU WHIYKIIMOHHOM 710361 80 Mr agannmymada
Ha 0 Henene, 3arem 1o 40 mr aganumymaba 1 pa3 B 2 Helenu, HauMHas 4epe3 1 HeAelo mocie
Hayaja Tepaluu, CPEAHssl paBHOBECHAs KOHIIGHTPAIMS COCTAaBJSIET MPUOIU3ZUTEIBHO OT 8 110
10 MKr/m.

VY nmereil ¢ yBEUTOM NPOBOAMIOCH MOMYJISIIMOHHOE (PapMaKOKMHETUYECKOE MOJICITMPOBAHUE U
MOJIEJIMPOBAaHUE HAa OCHOBE (DAapMaKOKMHETHYECKMX IAHHBIX Y JAPYTUX MalUEHTOB JETCKOTO
BO3pacTa (Icopuas, FOBEHIIbHbIN HANONAaTHYECKUN apTpuUT, 601e3Hb KpoHa 1 ak TUBHBIN SHTE3UT-
acCOIIMUPOBAHHBIN apTpuUT). JlaHHbBIE O KIIMHUYECKOM MIPUMEHEHUU UHAYKIIMOHHOM JT03bI Y JIeTel
B BO3pacte 10 6 JIET OTCYTCTBYIOT. Ha OCHOBaHWMH MPOTHO3HPYEMOM SKCIIO3HIMH aaTuMyMada
py IPUMEHEHUH 0€3 METOTpeKcaTa Mperoaaraercs, YTo MHIYKIIMOHHAS 1032 MOXKET MPUBECTH
K YBEJIMYEHUIO CUCTEMHOTO BO3JCHCTBHUS.

dapMaKOKMHETUYECKUE JaHHBIC, IOJYYCHHbIE B KIMHUYECKUX HCCICAOBAHHUAX U TMpHU
(dapMakOKHHETHYECKOM/(hapMaKOJUHAMUIECKOM MOJICITUPOBAHUN TO3BOJISIOT TIPEANIOIOKHUTh
COMOCTaBUMBIC pEe3YyJbTAaThl SKCIO3ULIUU anaiumymMada u 5()PEeKTUBHOCTH Yy TAIHMEHTOB,
nonyuaBinx 80 mr aganumymada 1 pas B 2 Henenu B cpaBHenud ¢ 40 mr 1 pa3 B Hezemro (BKItouas
B3POCIIBIX TAIIMCHTOB ¢ PA, THOWHBIM TUIPAJICHUTOM, SI3BEHHBIM KOJUTOM, O0s1e3HbI0 KpoHa nin
MCOpHUa3oM, JIETeH ¢ THOMHBIM TUAPAICHUTOM U JeTel ¢ Maccoi tena > 40 kr ¢ 6one3nsio Kpona
U SI3BEHHBIM KOIIUTOM).

Y ANOHCKMX TAIMeHTOB C WHTECTHHAIBbHOW Qopmoii Oone3nn bexuera mnpuMeHeHue
WHIYKIIMOHHOW 103blI ananumymaba 160 mr na nemene 0, mamee B mo3e 80 mr Ha Hexpene 2
MO3BOJISIET JIOCTUYh MHUHHUMAIBHBIX KOHIICHTPALMKM againuMyMalda B CBHIBOPOTKE KPOBH OKOJIO
13 MKr/mMn B TedeHue nepuoaa MHAYKIUU. CpeqHue MUHUMAIbHBIE PABHOBECHBIE OCTATOYHBIE
KOHIIEHTPAIlUU, PaBHbIE MPUONTU3UTENHEHO 9 MKI/MJ, HAOMIOAANUCH y AMOHCKUX MAIMEHTOB C
WHTECTUHAIBHON (opmoii Oone3nn bexdera, KoTOpbie MOTydYaTW MOAIEPKUBAIOIIYIO 103y
ananumymada 40 mr 1 pa3 B 2 Henenu.

3aBHCHMOCTD d)aDMaKOJ'IOFI/ILICCKOFO 3d)d)eKTa OT 3KCIO3UIUHU V IETEH

Ha ocHOBaHMM KIIMHHWYECKUX JaHHBIX, NOJydeHHBIX y neredl ¢ FOMMA u akTUBHBIM 3HTE3WT-
ACCOLIMMPOBAHHBIM apPTPUTOM, 3aBUCHUMOCTH (hapMaKoJOoruyeckoro 3g¢exra OT SKCIO3ULUU
yCTaHaBJIMBAIACh MEXIY KOHIIEHTparuei B mia3me kposu u oTBetoM PEdACR 50. DddexTrBHas
KOHIIGHTpalusl ajanuMymada, KOTopas JaeT IOJIOBUHY MaKCHUMAaJbHON BEPOSITHOCTH OTBETA

PedACR 50 (ECso), coctaBuna 3 Mxr/mi (95 % JAU: 1-6 Mxr/mo).
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KOHI[EHTpanuel amanumymaba u 3(QQPEKTUBHOCTBIO amamuMyMada y JeTe ¢ TSKEIbIM
XPOHUYECKHM OJISIIEYHBIM TICOPUA30M ObUTM ycTaHOBIEHBI Juisi noctixenuss PASI 75 u PGA
(Physician Global Assessment, oOImiasi OllEHKa BpauoM) «4HCTas WJIM MOYTH YHCTas KOXay.
Hoctmxenune nokazareneit PASI 75 u PGA «4amcTas Wiy moYTH YUCTasi KOXKay IMOBBIIIACTCS C
YBEIIMYCHUEM KOHIICHTpalUu afganumymaba B miasme kpoBu, ECso st oOoux mokaszaTemneit
cocrapisieT mpuom3uTensHo 4,5 Mxr/mi (95 % AU 0,4-47,6 u 1,9-10,5, cOOTBETCTBEHHO).
OJIMMHUHALNS

B xoze nomynsiiroHHOro (hapMaKOKMHETHYECKOr0 aHalln3a JaHHBIX, TOTYYeHHbIX AJis Oosiee ueM
1300 marmentoB ¢ PA, Obuta BbIsSIBJICHA TEHICHIUS K 00Jiee BHICOKOMY KaXKYIIEMYCs KIHPEHCY
IpU yBEeIMYEHUHM Macchl Tena. Ilocime ydera BECOBBIX pas3jiMyMii, IO U BO3PACT OKAa3bIBAIU
MUHUMaNbHBIN 3(¢deKT Ha KIUpeHC ananumymaba. boree HU3KUN ypoBEHb CBOOOIHOTO
afganuMymala B CBIBOPOTKE KPOBHU (HE CBSI3aHHOTO C aHTHUTENaMU K aJlaTuMyMaly) oTMedancs y
NAIMEeHTOB ¢ O0OHAPYXKMBACMBIMH aHTHTEIAMH K alaTUMyMa0y.

HaDVHIeHI/IG d)VHKHI/II/I INECYCHHU U TI0YCK

WccnenoBanus aganuMymada y MAlMeHTOB ¢ HapylleHHeM (DYHKIUHU TI€YECHH WM TOYEK He
IPOBO/IUIINCE.

5.3. lanHble TOKJIUHUYECKOH 0€30MacCHOCTH

B MOKIMHMYECKHMX MaHHBIX, MMOJYYEHHBIX 110 PE3yJIbTaTaM HCCIEIOBAHUM TOKCHYHOCTH IIPH
OJTHOKPATHOM W MHOTOKPAaTHOM BBEJECHHH, T€HOTOKCHYHOCTH, OCOOBI Bpea /s YeloBeKa He
BBISIBIICH.

JIoJITOCpOYHbBIE WCCIIEAOBAHMS adadMMyMada Ha J>KHBOTHBIX Ui OLIEHKH KaHIIEPOT€HHOI'O
JIEWCTBHSI WITK €70 BIUSHUSA Ha (EPTHIBHOCTD HE TIPOBOINIINCE.

B Ttecre Diimca, BeimosHeHHOM Ha Oaktepusx Salmonella — Escherichia coli, a takxke B
MHKPOSIICPHOM TECTE, BBIOJHEHHOM IN VIVO Ha MbIIIaX, MyTareHHbIE W T'€HOTOKCHYECKHE

s dexTr ananuMmymada OTCYTCTBOBAIIH.
6. PAPMAIIEBTUUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB
ManuauT

JIMMOHHO KHUCIOTHI MOHOTUAPAT

Hatpus nurtpar

Junatpus rugpodocdaT quruapat

Hatpus nurunpodocdar nuruapar

Hatpus xnopun
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(MOCNEQOBATENEHOCTE 0004)

[Tonmucopbat 80

Harpus ruapokcun

Bopna nia unbekiui

6.2. HecoBmMecTHMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

2 roja.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPHU XPAHEHUU

XpauuTth nipu Temmneparype ot 2 10 8 °C B opuruHaibHOM ynakoBke. He 3amopakuBaTh.

[Tpu HEOOXOMUMOCTH (HarpUMep, BO BpeMsI ITyTEUIECTBUS ), penapaTt AanuMymad JoImycKaeTcs
XpaHUTh NPU KOMHATHOM Temrieparype (1o 25 °C) B 3alMIIEHHOM OT cBeTa MecTe He Oosee 14
naeil. C MOMEHTa U3BIICUEHUS U3 XOJIOMIbHUKA, IITPHIL J0JDKEH OBITh UCIIOJIB30BaH B TEUCHUE
14 pueii, ecnu IIPHUIL MTOCIIE U3BICUCHHS U3 XOJOAMIbHUKA HE OyJIeT HCIOIb30BaH B TEUCHUE
3TOr0 CpOKa, OH JOJKEH ObITh yHHYTOXeH. s ynoOcTBa pekoMeHAyeTcsl 3amucaTh Aary
M3BJICYEHMS LUIIIPULIA U3 XOJOJUIbHUKA U CPOK, B TEUEHHE KOTOPOT'O MCIOIb30BaTh Ipenapar.
6.5. Xapakrep u conepxxaHue NePBUYHON YIIAKOBKHU

[To 40 mr aganumymaba B 0,8 mit pactBopa (50 Mr/mit) B mmpuiiax BMECTUMOCTBIO 1 MJT U3 cTeKIia
I rugponuTyeckoro kiuacca ¢ MHTErPUPOBAHHOM WIJION, 3aKPBITOM 3alIUTHBIM KOJIIIAYKOM M3
3JIaCTOMEPHOr0 MarepHuajia C JOMOJIHUTEIbHBIM BHEIIHUM IOJIUIIPONUIICHOBBIM KOJIAYKOM, C
3JIACTOMEPHON MPOOKON M MOJIMIPONHUICHOBBIM MOPIIIHEM.

ITo 2 HamoJHEHHBIX MIMNPULA B IUIACTUKOBON KOHTYPHOH SYEHKOBON YNAKOBKE C IMOKPBITUEM
OyMa)xHbIM WJIM 0€3 OKPHIBHOM Oymarm.

OpnHa KOHTypHas s4yelKoBas YMAKOBKA C HANOJHEHHBIMU ULINPULIAMH BMECTE C JINCTKOM-
BKJIQJIBILIIEM B ITIAYKE U3 KAPTOHA, PA3pELIEHHOI0 K IPUMEHEHHIO B PD.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MNPH  YHMYTOKEHUH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WM OTX0A0B, TMOJYYEHHBbIX IOcjde NpPHMEHEeHUus:
JIEKApPCTBEHHOI'0 Npenapara, 1 Apyrue MaHUIYJIsILMHU ¢ NpenapaTom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.
7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUA

Poccuiickas @enepanus

000 «PAPMAIIAPK»

IOpuanueckuii agpec: 117246, r. MockBa, Hayunsiit ipoesn, 1. 8 ctp.1
Ten: +7 495 411-85-94

e-mail: info@pharmapark.ru

37



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 14.01.2026 N= 274
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[Iperen3uun norpeduTeieil HaOPaBIATh 110 AIPECY:

Poccniickas @enepanus

000 «DPAPMAIIAPK»

Opuanueckuii agpec: 117246, r. Mocksa, Hayunsiii ipoesn, 1. 8 ctp.1
Ten: +7 495 411-85-94

e-mail: info@pharmapark.ru

8. HOMEP PETUCTPAHIMOHHOI'O YOCTOBEPEHUA

9. TATA NEPBUYHOM PETMCTPAIIMM (IIOATBEPXKJIEHHS PETHUCTPAILIVH,
INEPEPETUCTPALIMN)

JlaTta mepBoii perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

OOmiass  xapakTepucTUKa JIEKApCTBEHHOIO  Ipenapara ApjaiuMymad  JocTynHa  Ha
uH(pOPMallMOHHOM TmopTaie EBpasuiickoro SKOHOMHYECKOTO cO03a B HMH(DOPMAIMOHHO-

KOMMYHHUKAIIMOHHOM ceTn «HTepHeT»: http://eec.eaunion.org/.
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