COOTBETCTBYET 3KCMIEPTHOMY OTUETY
ot 14.05.2026 Ne 9589

OBIIASI XAPAKTEPUCTHKA I KAP%E%@F?FH%XM’FA

V [laHHbIil JIeKQpCTBEHHBIH Mpenapar MOMJICKHUT IOMOJHUTSIBHOMY MOHHMTOPHHTY. OTO
MO3BOJUT OBICTPO BBISIBUTH HOBYIO HH(OpManuio mo Oe3onmacHocTd. Mbl oOpamaemcs K
CIEIHAINCTAM CUCTEMBI 3JIpaBOOXPAaHEHUSI C MPOCKOOH coo0maTh O JOOBIX MOI03PEBACMBIX
HEKENATeIbHBIX peakiusix. [TopsmaoK COOOIIEHUsT O HEXENATeIbHBIX PEAKIUSIX MPEACTABICH B

pasaene 4.8.

1. HAMUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Ananumyma6, 40 mr/0,8 M, pacTBOp AJsl HOJKOKHOTO BBEJICHUS

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBI COCTAB

2.1. O01ee onucanue

Ananumymab npeacTaBisieT co00il peKOMOMHAHTHOE YeJI0BEYECKOE€ MOHOKJIOHATIBHOE aHTUTEIO,
BbIpabaTbiBaeMOe B KJIETKaX SUYHUKA KHUTaiickoro xomsuka. llomydeHo ¢ HMCHOIb30BaHUEM
kierounoi muann CHO-M no TexHonoruu pekomounantaoit JJHK.

2.2. KayecTBeHHbIIl U KOJIUYECTBEHHBbIH COCTaB

JleiicTByroliee BEECTBO: alaluMyMa0.

Kaxxapiit Mt pactBopa cogepxut 50 Mr ananumymada.

Kaxnprit mmpur cogepxut 40 mr ananumymada B 0,8 Mt pactBopa.

BemectBa, HanMure KOTOPBIX HAJI0 YYUTHIBATH B COCTaBE JIGKAPCTBEHHOTO Ipernapara: HaTpuid
(cm. paznen 4.4).

ITomHpIit MEPCUCHb BCIIOMOI'aTCIIBHBIX BEIICCTB IMIPUBEACH B pa3JICiIC 6.1.

3. JEKAPCTBEHHASA ®OPMA
PacTBOp 114 MOJIKOKHOTO BBEACHUS.

BGCHBCTHaﬂ, Ipo3pavyHas Wi CJICTKa ONaJICCHUPYromas ) XUAKOCTb.

4. KIMHUYECKHUE JAHHBIE
4.1. Tloka3aHusl K IPUMEHEHHUIO

[Ipenapat A,Z[aJ'II/IMVMa6 MOKa3aH K NPUMCHECHUIO YV B3POCIBIX JIJIA JICYCHUA .

L4 Cpe,Z[HCTSI)KCJ'IOFO U TSKCJIOTO aKTUBHOI'O PEBMATOUIHOI'O apTpUTA (B PECIKUME MOHOTCPAIIUA
HUin B KOM6HH3.LIHH C MCTOTPCKCATOM HJIM APYTUMU 0a3UCHBIMU IMPOTHUBOBOCIAJIUTCIIbHBIMHA

npenapatamu). B komMOuHaImu ¢ METOTpeKcaToM mpemnapar AgaaumMmyMad CHUXKAET CKOPOCTh
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UCCIICIOBaHMA) M YIIydlIaeT PyHKINOHATIBHYIO aKTHBHOCTD.

e AKTMBHOIO aHKWJIO3UPYIOLIETO CIIOHIMIINTA.

e TsKenoro akCHAIBHOTO CIOHIWIOAPTPUTA O0€3 PEHTTeHOJOTHYECKH MOATBEP)KICHHOTO
AQHKWJIO3UPYIOIIETO CIIOHMIINTA, HO IPU HATUYHH OObEKTUBHBIX MPU3HAKOB BOCIIAJICHUS I10
noBbIIeHHOMY ypoBHIO C-peaktrBHOro 6Oenka (CPB) w/unu nanusim MPT, nipu oTcyTCTBUM
a/IeKBaTHOI'0 OTBETA Ha JIEUEHHE HECTEPOMIHBIMU MPOTUBOBOCHAIUTENILHBIMU NIpenapaTaMu
WIN UX HETIEPEHOCUMOCTH.

e AKTHUBHOTO IICOPHATHYECKOTO apTpura (B peXHME MOHOTEpANHH WM B KOMOMHALIMU C
METOTPEKCATOM HJIM APYTMMHU Oa3UCHBIMU IPOTUBOBOCIIAIIUTENILHBIMU IIpenapaTaMu).

e XPOHHMYECKOTO OJSIIEYHOr0 Icopuasa (CPemHETSDKENON M TSKEIOW CTENeHH), Icopuasa
HOT'TEH, KOT/ia I0Ka3aHa CUCTEMHasl TePAIUs.

e AKTHMBHOIO THOWHOrO THApaacHHUTa (ACNe INVErsa) cpeiHeill WM TSDKEIOW CTENeHH Y
B3pPOCJIBIX MAlMEHTOB MPU OTCYTCTBUM aJI€KBATHOI'O OTBETA HA CTAHAAPTHYIO CHUCTEMHYIO
Teparnuio.

e bouneznu Kpona (cpeqHerskenoi nin TsHKEI0H CTENeHH):

— IIpU HEaJIeKBaTHOM OTBETE Ha TPAJUIMOHHYIO TEPAINNIO, a TAaKXKe HEMePEHOCUMOCTH WU
IPOTUBONOKA3aHUAX K TPaJULIMOHHON Tepanuu;

— npu Hed(pdeKTUBHOCTHM (MU CHIKEHUU H(G(QEKTUBHOCTH) WM HENEPEeHOCHMOCTH
uHpIMKCcuMaba.

e S[3BEHHOrO KOJMTAa CPEOHETSKEIOW M TSDKEJIOW CTENEHU IIPU HEaJeKBaTHOM OTBETE Ha
TPaJMLMOHHYIO TEpanuio, BKIIOYas KOPTHUKOCTEPOUIBl W/MIU 6-MEPKaNTOIYypUH WIIU
a3aTUOINPUH, a TAK)KE IPU HENEPEHOCHMMOCTH WIM IPOTHUBONOKA3aHMUAX K TPaAULIMOHHOU
TEPAINH.

e HeundexnuonHoro yseuTa (MPOMEKYTOYHOrO, 3aJHETO M TAHYBEUTA) y B3POCIBIX IMPHU
HEaJIeKBaTHOM OTBETE€ Ha TEpalMui0 TJIIOKOKOPTUKOCTEPOMIAMM, B CHUTyalUsX, KOrjaa
HEOOXOJUMO OrpaHMYEHHE JO3bl WM OTMEHAa TIJIIOKOKOPTHUKOCTEPOMJIOB, a TaKKe KOrjaa
Tepanusi FIOKOKOPTUKOCTEPONIaMU ITPOTUBOIIOKA3aHa.

e bonesnn bexuera (MHTECTHHAIBHOW (OPMBI) y MAIMEHTOB NMPH OTCYTCTBHM aJEKBATHOTO
OTBETA HA CTAHJIAPTHYIO TEPAIIUIO.

[Ipenapat A,I[aJ'II/IMVMa6 MOKa3aH K MPUMEHEHUIO Y IETEW IS JICUCHMS:

e [OBEeHMIBHOIO UIMOMATUYECKOTO apTPUTA Y MAIIMEHTOB B BO3pAcTe 2 JIET U CTapIlle U C Maccoi

Tena > 30 Kr B pe)kKMMe MOHOTEPAITUU UM B KOMOWHAIIMH C METOTPEKCATOM.
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e AKTHBHOTIO OHTC3HUT-aCCOLIMUPOBAHHOI'O apTpUTa.y. l'laIH/IeHT 303 J'ICT 141 CTaDIHe uc

Maccoil tena > 30 Kr mpu OTCYTCTBHMH aJICKBaTHOTO OTBETa Ha TEpaIvio CTaHIApTHBIMU
npenapaTamMy Wik UX HEMEPEHOCUMOCTH.

e  XpOHMUYECKOTO OJIAIIEYHOTO IcopHra3a (TKEIOoM CTEeNeHn) y IeTel B Bo3pacte 4 JIeT U cTapiie
U ¢ Maccou Tena > 30 Kr mpu HeaJeKBaTHOM OTBETE HA MECTHYIO TEPAIUIO WK (POTOTEPAITHIO,
a TaKKe y MalMeHTOB, KOTOPBIM MECTHAs Tepanus U (POTOTEparus MPOTUBOMOKA3aHBI.

e bone3nun KpoHa (cpemHeTsDKEION WiIM TSKEJION CTENEHH) y TAIMEHTOB B Bo3pacte 6 JieT U
cTapuie u ¢ Maccoil tena > 40 Kr mpu HEaJeKBaTHOM OTBETE Ha TPAJAMLIMOHHYIO TEPAIHIO
(BKJIIOUAss  TOJIHOE  DHTEPAbHOE  MHUTAaHWE, W  TIIFOKOKOPTHUKOCTEPOWIbI,  W/HIU
UMMYHOCYTIPECCOPHI), a TAK)KE HEMEPEHOCUMOCTH UJIU MPOTUBOIIOKA3aHUAX K TPAJAUIIMOHHON
Tepanuu.

e HewuH(peKkMOHHOTO MepeHEro yBEUTA Y JIeTel B Bo3pacTe 2 JIeT U CTaplle U ¢ Maccoi Tea >
30 kr pu HEaJICKBAaTHOM OTBETE Ha CTAHJAAPTHYIO TEPAIHUIO UK KOT/Ia CTaHIapTHAas Tepanus
HE MOAXOIUT TAKUM IallEHTaM.

e AKTHBHOrO THOWHOIO THApaaeHuTa (aCNe INVersa) cpeaneil WK TSHKENIOM CTeNeHH y IeTeil B
Bo3pacte 12 net u crapiie u ¢ Maccoi tena He MeHee 30 Kr mpu OTCYTCTBHM a/IeKBATHOI'O
OTBETA Ha CTaHJAAPTHYIO CUCTEMHYIO TEpaIluIo.

e SI3BEHHOTO KOJUTA CPETHETSDKETION M TSHKEIION CTEIICHH Y JIeTel ¢ 6 JeT mpu HealeKBaTHOM
OTBETE Ha TPAAUIIMOHHYIO TEPaIvio, BKIIOYass KOPTUKOCTEPOUABI W/UIH 6-MEpPKaNTOIypHUH
WJIM a3aTUONPHH, a TAKXKE MPU HEMEPEHOCUMOCTH MJIM TIPOTHUBOIIOKA3aHUSAX K TPAJAUIIMOHHON
Tepanuu.

4.2. Pe:kum 103MPOBaHNS M CI0CO0 TPUMeEHEHHUS

Jleyenue mpemnaparoM Aganumymal ciexyeT MpOBOAUTH MOJ HaOMIOJEeHHEM Bpada, UMEIOIIETO

OTIBIT IPUMEHEHUS MPEeTapaToB, COAEPKAIIMX MOHOKJIOHABLHBIE AaHTHUTEIIA.

PexuMm no3upoBanus

Pesmamouonwiii apmpum (PA), ncopuamuuecxuii apmpum (I1cA) u ankunozupyrowuti CHoHOUIUmM
(AC), msoicenvili akcuanibHulll CHOHOULOAPMPUM 0e3 PeHMeHOI02U4ecKy NOOMBEPHCOEHHO20
anxkunozupyrowezo cnonouruma (axcuan CnA)

Pexomenayemas no3a mpemnapata Aganumymal y B3pOCHbIX C peBMaTOMAHbIM apTputoM (PA),
ncopuatndeckuMm apTputoMm ([IcA), amkunmosupyroumm crnoaauiutoM (AC) U TDKEIbIM
aKCHAJIbHBIM CIIOH/IMIIOAPTPUTOM O€3 pPEHTT€HOJIOTMUECKH MOATBEPKICHHOTO aHKMIIO3UPYIOIIEr o
cnonamuta (akcuan CrmA) cocraiser 40 Mr noakoxkHo 1 pa3 B 2 Henenu. [Ipu Ha3HaueHHH
npenaparta AgamuMyMad Tepamus TIIOKOKOPTUKOCTEPOUIaMH, CATHAIIMIATAMH, HECTEPOUTHBIMU
MPOTUBOBOCIIATTUTEIILHBIMA ~ TIpeTiapaTaMu, aHaJbI'€TUKAMH, METOTPEKCAaTOM U JIPYTUMHU

0a3MCHBIMU TPOTHBOPEBMATHUYECKUMHU MpEMapaTaMu MOXKET OBITh MPOJIODKEHA.
3
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JOTIOTHATEIBHBIA 3((HEKT MOXKET ObITh JOCTUTHYT MPH YBEIMYECHUU KPATHOCTH MPUMEHEHUS
npenaparta Ananumymad 10 40 mr 1 pa3 B Henento wiu 80 Mr 1 pa3 B 2 Hezenu.

ITo BceM yka3aHHBIM BBIIIE MTOKAa3aHUSAM, COTJIACHO MMEIOITUMCS JaHHBIM, KIMHUYECKUI OTBET,
KaK MPaBUJIO, IOCTUTAETCs B TeueHue 12 Hemenb jedeHus. Cieayer TIaTeabHO MEPeCMOTPETh
MPOJIOJDKEHHE TEepaNuu y MaleHTa, He JOCTUTalIIero OTBETa HA JICYCHUE B TEUCHHE JTAHHOTO
Nepro/ia BpEMEHHU.

bonesnv Kpona

PexomeHnayeMbIii peXuM JTO3MPOBAaHUS Tperapata Aganumymad it B3pOCIBIX € OOJIE3HBIO
Kpona — 160 mr B ogun nenb (mpumensiercs 1no 4 uabekuuu 1no 40 Mr B OJMH JIeHb WU 10 2
uHBEKIUH 110 40 Mr B JIeHb TTOCIIEIOBATEIBHO B T€UEHHUE 2 THEH), yepe3 2 Henenu (Ha 15-i1 1eHp)
— 80 wmr, emie uepe3 2 Henenu (29-i 1eHb) HAYMHAIOT MPUMEHATH MOACPKHUBAIOITYI0 103y — 40
Mmr 1 pa3 B 2 Henenu.

[Tpu Ha3HAYCHHUU npenapara Ananumymab Tepanus aMHHOCAJIMI[HIaTaMH,
TITFOKOKOPTUKOCTEPOUJIaMU H/WJIM MMMYHOMOJYJISITOpaMU  (Hampumep, 6-MEepKanTonypuH H
a3aTHOIIPHH) MOXKET OBITh MPOJAOKCHA.

[TaruenTsl, HaOIIOAAIOIINE yMEHbIIEHHWE OTBETAa Ha JICYEHHE MpernaparoM, MOTYT HOIY4YUTh
JOTIOTHUTEbHBIN 3(D(EKT OT yBeIMUYEHHUS YacTOThl BBeIEHUs npenapara Ajnanumymad 10 40 mr
1 pa3 B Hepemto wiu 80 Mr 1 pa3 B 2 Henenu.

HekoTopsie manueHTsl MOTYT HE OTBEUaTh Ha TEPAIHUIO MpermapaToM AnganuMymad B TedeHUE
nepBBIX 4 HEJEeNb, OAHAKO JIEYCHHE CIeAYyeT MPOAOKUTD, T. K. MOJIOXKHUTENbHBIN 2PPEeKT MOKET
OBITH TOCTUTHYT B TeueHHUE 12 Hepenb. Pemenne o npexkpaieHnn Tepanud MOXKeT ObITh TPUHSITO
B CJIy4ae, €CJIM MalMeHT He mojydaeT 3¢ (deKTa OT JCUeHHs B TEUSHHUE ITOTO TIEPHO/Ia.

Bo BpeMms mogaepkuBarolieil Tepanuu npenaparom AganuMymad 103y TTIOKOKOPTHKOCTEPOUIOB
MO>KHO TIOCTETIEHHO YMEHbIIIATh B COOTBETCTBUH C UMEIOIIMMHUCS KIMHUYECKUMU PYKOBOACTBAMU
o JieueHuto 6one3nu Kpona.

A36ennvlil koaum

Havanbhas (MHAyKIMOHHAS) 1032 IS B3POCHBIX CO CPETHETSHKENION WM TSDKEIOW CTENEeHBIO
SI3BEHHOT'0 KOJIuTa coctapiisgeT 160 Mr HCXOIHO (1032 MOXKET OBITh BBEJICHA B BUIC 4 MHBEKIIUIA B
OJIVH JICHb WIH B BHUJIC 2 MHBEKIINI B CYTKH B TeUeHHE 2 MHEH moapsia) u 80 Mr yepes 2 Helemnu.
[Toce MHAYKITMOHHOM 03Bl PEKOMEHAYeMasl TTOIICPKUBAIOIIAst 103a cocTapisieT 40 Mr, KoTopast
BBOJIUTCSA B BUJIE PETYJSIPHBIX MOJKOXKHBIX MHBEKIUWA C MHTEpBAJIOM B 2 Henenu. Bo Bpewms
JIieYeHUs mpenapaToM AmanuMymal Tepanus aMHHOCATUIUIATAMH, TIIFOKOKOPTUKOCTEPOUIaMU
W/ATM IMMYHOMOJTYJIATOpaMH (HarmpuMep, 6-MepKanTOmypuHOM U a3aTHOTPUHOM) MOKET OBITh

MIPOJIOJKCHA.
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MO’KHO ITOCTEIIEHHO YMEHBIIATh B COOTBETCTBUU C UMEIOIIMMHUCS KIMHUYECKUMHU PYKOBOJICTBAMU
I10 JICYEHHUIO A3BEHHOT'O KOJIMTA.

[TarueHTsl, Y KOTOpBIX HaOIIOJaeTCsl YMEHBIIEHHE OTBETa Ha JICYEHHE MpernaparoM, MOTYT
MOJIYYUTh JONOJHUTENbHBIN 3 (EKT OT yBeIMUYEHHS YaCTOThI BBEeJIEHUs Ipenapara Aganumymad
10 40 mr 1 pa3 B Henemto unu 80 mr 1 pa3 B 2 Henenu.

Hmeromuecs JaHHbIE CBUICTEIBCTBYIOT O TOM, YTO KIMHUYECKUN 3((HEKT 0OBIYHO TOCTUTAETCS
B TeueHue 2—8 Heelnb JieueHus. Jleuenue npenapatom Anaaumymad cienyeT npoaoiKaTh TOIbKO
y MAalUeHTOB, Y KOTOPHIX HaOMI0aeTCs TepaneBTHUecKkuil 3¢ (eKT B TeueHue MepBhIX 8 Heelb
TEpaIuu.

Xponuueckuil baaweunslii ncopuas u ncopuas Hozmeltl

HauanpHast 1032 /U1 B3pOCIHBIX MallMeHTOB cocTaBiseT 80 Mr.

[Tonnep>kuBatomas go3a — o 40 mr 1 pa3 B 2 Heaenu, HaUMHAS Yepe3 HeJleNIo ocie HayaabHOU
JIO3BI.

Crnenyer TIIATENbHO NEPECMOTPETh IMPOJOKEHHME Tepaluu B IEepuoj CBbllle 16 Henenb y
MaIUeHTa, He JIOCTUTAIOLIEro OTBETA B TEUEHHUE IAHHOTO MeprOo/ia BPEMEHH.

Ecnu yepes 16 Henenpb Tepanuu y malueHTa He HAOMIOAaeTCs aJeKBaTHBIN OTBET Ha TepPaIuio, TO
J03a rpemnapara MoxkeT ObITh yBenudeHa (40 mr 1 pa3 B negemo win 80 mr 1 pa3 B 2 Henenn). B
TE€YEHHE JAaHHOTO IepuoJa CcJieAyeT IPOBOAUTH OIEHKY IOJb3bl MPUMEHEHHMS U pHUCKa
HEeXeNaTelbHbIX sBIeHUW. Eciam ajgexkBaTHBIA OTBET [JOCTUTHYT MPU YacTOTE HMPUMEHEHUs
npenapata (40 mr) 1 pa3 B Hepemnto (wm 80 mr 1 pa3 B 2 Hefenu), TO Jajiee MOKHO BEPHYTHCS K
00bI4HOM nogaepxxuBaromet go3ze (40 mr 1 pas B 2 Heenn).

AKmueHbllL 2HOUHBI 2udpadenum (acne inversa)

PekoMenayeMblii pexuM JO3MpOBaHUS mpenapata AmanumMymald y B3pOCHIBIX MAIMEHTOB C
rHOWHBIM TuapaneHutom (I'T) BkiIrouaeT HavanpHyrO 703y 160 Mr B oauH JeHb (BO3MOKHO
BBeZieHNE 4 nHbeKIH o 40 Mr B TeueHue 1 cyTok win 2 uHbeKIH mo 40 Mr B CyTKH B TEYEHUE
2 nHeill moapsAn) v 3aTteM Ha 15-i nenb (depes 2 Hepenu) — 80 Mr (BBeneHue 2 uHbeKui no 40 mr
B TeueHue 1 cytok). Uepes 2 nemenu (29-i neHs) mpoaosmkaroT BBeneHue 1036l 40 mr 1 pa3 B
Henento uwiu 80 mr 1 pa3 B 2 Henenu (BBeneHue 2 uabekuil mo 40 mr B Teuenue 1 cyrtok). [lpu
HEO0OXOJUMOCTH MOXKET OBITh MPOJIOJIKEH MPUEM aHTHOMOTHKOB BO BpeMs JICUEHUS IIpernapaToM
Ananumymab. Bo Bpems nedeHust mnpemapatoM AnanuMmyMad MalMeHTaM pPEeKOMEHIyeTcs
€XEeHEBHO MPOMBIBATh MecTa opaxkeHuil ['T° MECTHBIM aHTUCENTUYECKUM CPEACTBOM.

Crnenyer TIIATENbHO MEPECMOTPETh IMPOJOKEHHE TEpalmuu B IEPUOA CBbllle 12 Henenb y

MAlMEeHTOB, HE JOCTUTAIONIUX YIyUIlIEHU! B TEYCHUE JTAHHOTO TepUOoa BPEMECHH.
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40 mr 1 pa3 B Heaemto wiau 80 Mr 1 pa3 B 2 Herenu MOXKET OBITh BO30OHOBJICH.

Crnenyer mepHOAMYECKH BBIOMHATH OLIEHKY COOTHOILIEHHS TOJB3bl U PHUCKA MPOJOJIKECHUS
JUINTEJIBHOTO JICYEHHUS.

Yeeum

PexkomeHtyeMblii pexHuM J03MPOBaHUS Ipernapara AnanuMymald y B3pOCIHBIX IAlUEHTOB C
YBEUTOM BKJIIOUaeT HauanbHy0 103y 80 mr, 3areM no 40 mr 1 pa3 B 2 Henenu, HauMHas 4epes
HEJIeII0 MOocIIe IPUMEHEHMsI HadalbHOU 103bl. CylliecTBYyeT OrpaHMYECHHBIH OIBIT Havasa Tepanuu
npenapaToM AjnanumMyMal B pekuMe MOHoTepanuu. Jledenue npenapatoM AgaiumMymad MOXKeET
OBITh HAYaTO B KOMOMHAIMH C TIIIOKOKOPTHUKOCTEPOHUIAMH H/UJIH C APYTUMH HEOMOIOTHIECKUMU
UMMYHOMOJYJIMPYIOIIMMU ~ cpeAcTBaMHu. Jlo3a  TIIIFOKOKOPTUKOCTEPOUAOB MOXET  OBITh
IIOCTENIEHHO CHW)KEHA JI0 IOJHOW OTMEHBl B COOTBETCTBMU C YCTOSIBLICHCS KIMHUYECKOH
IPAaKTUKOM, HAYaJIO CHMKEHHS J03bI INIIOKOKOPTUKOCTEPOUIOB — Yepe3 2 HEeJeNu Mocie Havana
JedeHust mpenapatoM AnanuMymad. PekomeHmayercs eXerogHO OLEHHBATh TOJNBb3Y H PUCK
MPOIOJDKCHUS JITUTEITFHOTO JICYCHUSI.

bonesnuv bexuema (unmecmunanvhas popma)

HauanbHas no3a y B3pocnbix coctasisier 160 mr. [lanee yepe3 2 Hepenu clieayeT CHU3HUTh 103y
no 80 mr. Yepes 4 Hemenu mocie Havalla Tepaluy CIEAyeT MEPEeUTH Ha TOAIEP KHBAIOIILYIO
tepanuio 40 mr 1 pa3 B 2 Hepenu.

Oco0bIe I'pynnbl DaMCHTOB

Jluya nosicunozo ozpacma
B xnmHnueckux wuccinenoBanusx 9,4 % mamueHTOB OBLTM B BO3pacTe 65 JIeT W cTapiie u
npubmmzutenbHo 2,0 % — B Bo3pacte 75 mer um crapme. Omimunii B 3QGEKTUBHOCTH HE
HaAOII0/1ATI0Ch MEXK/Ty JAHHBIMU TPYyMIaMu naireHToB. Koppekius 10361 A JaHHON KaTeropuu
MAIMEHTOB He TpedyeTcs.

eTH
FOsenunvubLl uOUONAMuUUecKull apmpum
PexoMeHyeMblil pekuM J03UpOBaHMs Tpemapata Apanumymad y jgereid ¢ IOBEHHIBHBIM
UAMOMATHYECKUM apTpUTOM, Maccoil Tena 30 kr u Oonee, B Bo3pacTe 2 JeT U CTaplie COCTaBIsET
40 mr 1 pa3 B 2 Hegenu.
[Tpu Ha3HAaYCHWMM TIpermapaTa AgatuMyMad Teparis METOTPEKCaTOM, TITFOKOKOPTHKOCTEPOUIAMH,
HECTEPOUIHBIMU TIPOTHUBOBOCHAIUTEIBHBIMU MPENapaTaMi W/WIH aHATbI€TUKAMH MOXET OBITh

IIPOJIOJIKEHA.
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IpeKpaIleHNH TeParuu MOXKeT OBITh IPUHATO B CIydae, €CIIM NAlMeHT He morydaet 3¢ ¢dekra ot
JIEYEHUs1 B TEUEHUE ITOrO NIEPUOA.
[Ipumenenue npenapata AganuMmymad y aeteit muajiie 2 JeT ¢ IOBEeHUIbHBIM UIUOTATUYECKUM
apTPUTOM WJIM y JIeTeil ¢ Maccoi Tena MeHee 10 Kr He u3y4asnoch.
Oumesum-accoyuuposanHvlil apmpum
Jlo3a nmpenapara AnanuMmymad Ui IeTei ¢ SHTE3UT-aCCOIMMPOBAHHBIM apTPUTOM B BO3pacTe 6
JeT U cTapiie, maccoi tena 30 kr u 6osee cocrapiseT 40 mr 1 pa3 B 2 Heneny.
[Ipumenenue npenapata AnaaumMyMad y MalMeHTOB C SHTE3UT-ACCOLMUPOBAHHBIM apTPUTOM B
BO3pacte 70 6 JIeT He N3y4alloCh.
bonesnv Kpona
HauanbsHbie 10361 penapara Ananumymad it aereit ¢ 6onesnpto Kpona B Bo3pacte ¢ 6 net 10
17 ner monbuparoTcs B 3aBUCUMOCTH OT MaccChl Tella MalleHTa.

e Jlemu c maccou mena > 40 ke: 160 mr B nepBslil AeHb, 3aTeM 80 Mr uepe3 2 Heelu.

[TonnepxuBaronias 103a, HaunHas ¢ 4-i Henenu, cocrapisieT 40 mr 1 pa3 B 2 Henenu.

[TareHTHI, Y KOTOPBIX HAONIONACTCS yYMEHBIICHHWE OTBETa Ha JICUEHHE IPErapaTroM, MOTYT
HOJYYHUTh JONOJHHUTEIBHBIN 3((GEKT OT YBEIHUYCHHUS A03bI Mpenapara Axaaumymao:

o Jlemu c maccoti mena 40 ke u 6onee: 40 mr 1 pa3 B neaento win 80 mr 1 pa3 B 2 Heiemnu.
[Tpumenenue npenapata AganumyMmad y neteid mutazue 6 siet ¢ 6os1e3nbto Kpona He u3ydanocs.
Axmuenwiii 2HOUHbII 2udpadenum (acne inversa) y odemeiti ¢ 12 nem, maccou mena ne meree 30 ke
Pexomenmgyemast mo3a cocrasisier 80 Mr (ctapToBas 103a), Jajiee Ha3HAYaeTCs MOICPKUBAIOIIIAS
no3a — 40 mr 1 pa3 B 2 Helenu, HAaUMHAS Yepe3 OHY HEJIEIIO MOCJIe CTapTOBOM J103HI.

B ciaywyae oTCyTCTBUS aJ€KBAaTHOTO OTBETA HAa TEPAIUIO NMPH NMPUMEHEHHMH IOAJEPKUBAOLIEH
1036l 40 Mr 1 pa3 B 2 HeZlenu ciaeyeT pacCMOTPETh yBEIUUEHUE 10361 penaparta — 40 mr 1 pa3 B
Henento win 80 mr 1 pa3 B 2 Henenu.

[Tpu HE0OXO0AMMOCTH BO BpeMsl IPUMEHEHUs IpenapaTa AnaauMyMal MOXKET ObITh IPOAOKEHA
Tepanusi aHTHOMOTUKAMHU.

Bo Bpems nedenuss mnpenapatoM AnanuMmymad pPEKOMEHJIYETCS €KeIHEBHOE IpUMEHEHHE
Hapy XHbIX AaHTUCENTHYECKHUX CPECTB HA yUYaCTKaX BOCIAJIUTEIBHBIX KOXKHBIX 2JIEMEHTOB.
Crnenyert TIIaTENbHO OLIEHUTh HEOOXOAUMOCTH MTPOJOJKEHHUS JIeUEeHUS MpenapaToM Ananumymad
B ClIy4ae OTCYTCTBHs OTBETA Ha Tepanuro B TeueHue 12 Henenb. B ciydyae npepsiBaHus Tepanuu
npenapaTtoM AnaauMmymal BO3MOXHO BO30OHOBUTH JICUEHHE MO CXEME, YKa3aHHOW BBIIIIE.

B ciywae mpomoKHMTENBHOTO JIeUEHHUsS ImpemnapatoM AnanuMymal cleayeT MepUOANYECKH

OLICHMBATH I0JIb3Y MPUMEHEHHUS IIpernapaTa B COOTHOIIEHUN K BO3MOXXHOMY PHUCKY.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

POBOAWINCE. Jlo3upoBaHue mpenapara AnantuMyMad y JaHHBIX MMAlMEHTOB OBLIO OMpeIelIeHO

HA OCHOBaHUH (PApMaKOKHMHETUYECKOTO MOJICITUPOBAHUS U CHMYJISIIHH.

JlaHHbIC O MPUMEHEHHH MperapaTa AnatuMymad y nereid miuame 12 JeT ¢ akTHBHBIM THOHHBIM

TUAPAJCHUTOM OTCYTCTBYIOT.

Xporuueckuil brsiueunslil ncopuas

VY nereit ¢ XpOHUYECKUM OJISAIIEYHBIM Ticopua3oMm ¢ 4 mo 17 ner, maccoii Tena 30 xr u GoJee,

HayvajgbpHas J03a U 1032, BBOAUMAs yepe3 | Heaento nocie nepBoil MHbEKIH, cocTaniseT 40 mr.

UYepes 2 Henenu 1mocie BTOPOH MHBEKIUU CIIEAYeT MEepedTH Ha MOJACPKUBAIOUIYIO Teparuio B

no3e 40 mr 1 pa3 B 2 Hegenu.

Ecnu manueHT He OTBe4aeT Ha Tepamuio B TeYeHUE 16 Henenb Tepamnuu, TO HE0OXOIUMO

THIATENTFHO PACCMOTPETh BOMPOC O HEOOXOUMOCTH MPOJOTHKEHUS JICUCHUSI.

[Ipy TOBTOpPHON Tepamuu XPOHUYECKOTO OJNSMIEYHOro TIicopHasa y JAeTeld mpemnapatom

Ananmnvymad HeOOXOIMMO CIIEIOBATh TAKOMY K€ PEKUMY JO3HPOBAHHUS.

JlanHple 0 TMPHMEHEHWHU Mpemapata AjgammMmymad y neredl mumaame 4 JeT ¢ XpOHHYECKHM

OJIALICYHBIM TICOPHA30M OTCYTCTBYIOT.

Yeeum

JlanHble O MPUMEHEHWH Tpernapara y JeTed muaiiie 2 JEeT ¢ yBEeUTOM OTCYTCTBYIOT. llepen

HAYaJIOM JICUEHUS PEKOMEHYeTCsl OIEHUTH T0JIb3y U BO3MOXKHBIE PUCKHU JJIUTEIHLHON Teparuu.

OnsIT MpUMeHeHUs MpenapaTa AnanumyMad 0e3 MeToTpekcara y JeTeid ¢ yBEUTOM OTCYyTCTBYET.

Jlo3a mogbupaeTcs B 3aBUCIMOCTH OT MAaccChl Tella Mal[ueHTa.

e Jlemu c maccoui mena > 30 ke: peKOMEHJIOBaHHAs J103a Mpernapata AxanmuMyMad COCTaBIsIET
40 mr 1 pa3 B 2 HeieT B KOMOMHAIIMH C METOTpeKcaToM. Bo3MOXKHO mpuMeHeHHe HaYyalbHOI
10361 80 MT 3a OJIHY HEACIIO 10 Havalla Mo/IIePKUBAIOIIEH TepaIuu.

A36ennviii koaum

PexoMeH10BaHHBIN peXUM T03UPOBAHUS TIpemapaTa AnaaumMyMad y AeTel ¢ I3BeHHBIM KOJUTOM

¢ 6 1o 17 netr monOupaercs B 3aBUCUMOCTH OT MacChl Tella MalleHTa.

o Jlemu ¢ maccou mena < 40 xe: HadaapHaA 7032 cocTaBisieT 80 MT B IIEPBBIN JICHB, 3aTEM
40 mr uepes 2 venenu. [logaepkuBaronias 103a, HaUYMHas ¢ 4-it Heenu, cocrapisaet 40 mMr
1 pa3 B 2 Hepenu.
o Jlemu ¢ maccoui mena > 40 ke: HavanpHas 103a cocTapisieT 160 Mr B epBBIN ACHB, 3aTEM
80 mr uepes 2 Henenu. [loanepsxxuBaronias 103a, HaunHas ¢ 4-il Heenu, cocTaBisieT 80 Mr
1 pa3 B 2 Henenu unu 40 Mr 1 pa3 B Hezento.
*[larueHTaM, KOTOPBHIM HCIIONHUIOCH 18 JeT BO Bpems Tepamuu MpenaparoM Ananmmymao,

clemyeT IPOI0JDKATh MMPUEM Ha3HAUYCHHOH TOIISPKUBAIOIIEH JO3BI.
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inoc OB A HOCT R 0003
Ecnu manueHT He OTBEYaeT Ha TEpanuIo B TEYEHHE 8 HeI[eEL“TeD—LEI‘Q’I/l’, %O'E%HZH/IME THIATEIBHO

pPaccMOTpPETh BOMPOC O HEOOXOTUMOCTH MTPOIOIIKCHHUS JICUCHUS.

B cmydae penmmuBa 3aboneBaHus Ha (oHE TOMIEPKUBAIOMICH Teparmuu MOXKET OBITh
OTIPaBJIaHHBIM Ha3HAYCHHUE MMOBTOPHON MHAYKIIMOHHOM 03b1: 80 MI' OJTHOKpATHO (JIs TTAllUEHTOB
<40 kr) wiu 160 Mr omHOKpATHO (U1l TAUEHTOB > 40 KT') ¢ MOCIEeYIONMEH MO IIePKUBAIOIICH
JI030M.

JlanHbIe O IPUMEHEHUH Tpernapara Aganumymad y neteit miaamie 6 JIeT ¢ sI3BEeHHBIM KOJUTOM
OTCYTCTBYIOT.

Cnoco0 rIpuMeHeHus

[TonkoxHO.

[Ipenapar BbllTyckaeTrcs B 0AHOM030BbIX mimpumax mo 0,8 mi. KommuuectBo amanumymaba B
HITPHULIE:

e (0,8 Mi—40 mr.

Jleyenue nmpemnapatoM Anaaumymad IpOBOAMTCA MO KOHTposieM Bpaua. Eciu Bpau cuuraer 3To
BO3MO>KHBIM, TO [IOCJI€ COOTBETCTBYIOIIETO O0YUEHUS TEXHUKE MOJKOKHBIX HHBEKIIUI MallueHThI
MOTYT CaMOCTOSATEJILHO BBOJIUTH ce0e mpemnapar.

[Tpemapar Amanmumyma0 BBOJSAT MOJKOXKHO B OONacTh Oeapa WM >KMBOTAa. MecTa MHBEKIIHN
cienyer yepenoBarb. HeqonmycTuMo BBOAUTH HOBbIE MHBEKIIMHM HA YYaCTKaxX C UyBCTBUTEIIbHOM,
MIOBPEKICHHOM, ITOKPACHEBILIEH WIH YIIJIOTHEHHOU KOXKEH.

PactBop crnemyer ocMOTpeTh mepes BBEAECHWEM Ha MPEAMET HaJU4Hs MOCTOPOHHMX YaCTHIl U
W3MEHEHUS I[BETA.

[Ipemapar Ananumymal He cClelyeT CMEUIMBaTh B OJHOM IIMpHUIlE WIH (IIaKOHE C JTIOOBIMU
JIPYTUMU JIEKApCTBEHHBIMHU NpernapaTaMu. OCTaBIIMNCS pacTBOP U UCIIOIb30BAHHBIE MAaTEPUAIbI
clenyeT yTHIN3UPOBATh.

Ecnu odepennas mabekius npenapata AmxanuMmymad Obuta CIydaifHO MpOMyIieHa, HE00X0AUMO
MIPOBECTU MHBEKIIHIO Cpasy, Kak TOJIbKO 3TO OyAeT oOHapykeHo. Creayromas HHbEKITUS T0JDKHA
OBITH IPOBEJICHA B COOTBETCTBUU C 3aIUIAHUPOBAHHBIM paHee TpaduKoM.

MoskeT BO3HUKHYTh HEOOXOAMMOCTh BO BPEMEHHOM IpPEKpaIlleHUU TPUMEHEHHUsS Ipernapara,
HarpuMep, Tepea XUPYPrUueCKUM BMENIATEIbCTBOM WM B CIIydae pa3BUTHS CEPHhE3HOTO
WH(DEKIIMOHHOTO 3200JIeBaHHUS.

CornacHo UMEIOIIMMCS TaHHBIM, BO30OHOBJICHHE JICUCHHSI aIaTUMyMa0OM TOCIie €0 OTMEHBI B
Teuenne 70 mHel mim Oojee BBI3BAJO KIMHWYSCKUM OTBET TAaKOH K€ MHTEHCHUBHOCTH, KakK IO
IpeKpaleHus npyuemMa mnpemnapara, ¢ aHaJOTHYHbIM MpoduieM 6€30MacHOCTH.

WMHCTpYKIIUS 110 TOATOTOBKE M IIPOBEACHNUIO MHBEKIIMH IIperapaTa AI[aJII/IMVMaG B OJHOA030BOM

HIITPHUITIC



1) IMoaroroBka.

COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 14.05.2026 Ne 9589

(PR A

(MOCNEQCBATENEHOC Th 0003 )

e TmarensHo BbBIMONTE pyku. JlocTaHbTe OJWH IUNPHI] C MpenaparoM Anganumymad us

YIAKOBKH U IIOJIOXUTE €TI0 Ha YUCTYIO ITIOBEPXHOCTh. O6paTI/ITe BHHMAHHKE Ha AaTy UCTCUYCHUA

CpOKa Ir'oAHOCTH IIperiapara, YKa3aHHY0 Ha IIIIPHUIC. He HCHOHBSYﬁTC mnperapar 1ocCJIC AaThbl

HNCTCUYCHUSA CPOKA rOAHOCTHU.

e Ilpemapar Ananmumyma0 mpencTaBiIsieT co0oil OeclBeTHYI0, MPO3PAadyHyI0 WM CIIETKa

ONaJIECIMPYIOILYIO KUIKOCTh. He ncnonp3yiiTe npenapar, €Ciiv >KMAKOCTh MyTHas!, COACPKUT

XJIOIIbA MJIM YaCTHUIIbI NI U3MCHUJIIA CBOH OBCT.

2) BwiOop 1 moaroToBKa MecTa Jisl HHBEKIIUH.

L4 BLI6epI/ITe MCCTO Ha XUBOTC HUJIU nepe,uHeﬁ TTOBEPXHOCTU 6ez[pa.

e MecTa UHBEKIIUN U CTOPOHBI CIEAYET MEHSITh.

e Ot KaXXJI0ro npeabiaymero MeCta BBEACHUA HCO6XOI[I/IMO OTCTYyIIaTh KaK MUHUMYM 3 cMm.

e Henn3sa BBOAUTH npernapatr B MECTO Ha KOXKEC, I'/IC€ MMECTCA 60J'I€3HCHHOCTB, IMOKpaCHCHUEC,

YIUIOTHCHHUEC UJIK KPOBOIIOATCK. Ot MMPU3HAKN MOT'YT YKa3bIBaTh Ha HAJIMYUC I/IH(bCKI_II/II/I.

e MecTo uHBEKIIUU HEOOX0IUMO 00pabOTaTh CIUPTOBOI can@eTKoi KPYroBbIMHU IBUKEHUSIMU.

3) Brenenue npenapara Ananumymao.

e He BcTpsxuBaiiTe mmpwuil.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

or 14.05.2026 I 9655

1E 5 0003
e CHHUMHTE KOJIIA4OK C UIJIBI, HE JOTPAruBasch 10 i GEIEE P DI/IKO(IEI-II_!')BCHI/ISI K IpyrEM

MOBEPXHOCTSIM.

e OpHOI pyKOH BO3BMUTE B CKJIJAKY 00pa0OTaHHYIO KOXKY.

e B npyryoo pykKy BO3bMHUTE IINPHUI, Jepxa €ro moja yriom 45° K NOBEpXHOCTH KOXKH,
rpagyupOBaHHON MOBEPXHOCTHIO BBEPX.

e  OJHUM OBICTPHIM JIBUKEHUEM MOJHOCTHIO BBEIUTE UTITY B KOXKHYIO CKIIAIKY.

e [locne BBeeHUS UTIIBI OTIYCTUTE CKIAJIKY KOXKH.

e Bgenure Bech pacTBOp B T€UCHHUE 2—5 CEKYH].

e [locrne BBeneHus pacTBopa (KOrnaa MIpHi OyIeT IyCThIM) U3BJICKUTE UTITY U3 KOXKH MO/ TEM
e YIJIOM.

e (rerka nmpmXMHUTE KYCOUYKOM Mapiid 00JIacTh MHbEKIMH B TeueHue 10 cekyHa, HO HU B KOEM
cllydae HE TPHUTE IOBEPXHOCTh. M3 MecTa HMHBEKIIMM MOXKET BBIIEIHUTHCS HEOOINbIIoe
KOJIMYECTBO KpoBU. [Ipu skenaHuM MOXKHO BOCIIOJIb30BAThCS TIACTHIPEM.

e He ucnonb3yiiTe nocsie UHBEKIUU HIMPUI] TOBTOPHO.

4.3. IIpoTHUBONMOKA3AHHS

® TUINEPUYYBCTBUTEIBHOCTh K afanuMyMady WM JI0O0My M3 BCIOMOTaTElIbHBIX BEIIECTB,
MEepPEUNCIIEHHBIX B pa3jene 6.1;

e JIeTCKUU BO3pacT 10 18 jeT (kpome MmamueHTOB ¢ 2 JIET ¢ IOBEHWJIBHBIM HAHONATUYECKUM
apTPHUTOM, TMAIMEHTOB C 6 JeT ¢ Oone3npio KpoHa [cpemHeTsuKenon Uitk TSKeNoi CTerneHH],
NAIUEHTOB € 6 JIeT C aKTUBHBIM dHTE3UT-aCCOLIMMPOBAHHBIM apTPUTOM, MAIIUEHTOB C 4 JIET C
XPOHUYECKUM OJISIIEYHBIM IICOPUA30M, MAIMEHTOB C 12 JeT ¢ aKTUBHBIM T'HOWHBIM
TUAPAJCHUTOM, TAIIMEHTOB € 2 JIeT ¢ HeMH(PEKIIMOHHBIM MEePEeTHUM YBEUTOM, MAIMEHTOB C 6
JIeT C SI3BEHHBIM KOJIMTOM CPETHETSIKENION U TSKENOH CTeNeHN);

e uH(pEKIMOHHBIC 3a00I€BaHNs, B TOM YHCIIe TyOEepKyJes;

® COBMECTHBIH NMPHEM C aHTaroHucTamu ¢aktopa Hekposa onyxonu (PHO) wim npyrumu
TeHHO-UHXCHEPHBIMU OMOJIOTMUECKUMHU TTPOTHBOPEBMATUUECKIMH TIpenapaTamMu (Harmpumep,
aHaKWHpa U abaTarernr);

e cepjeyHas HeJJOCTaTOYHOCTh cpenHel unu Tsxenoi crenenu (I1I/IV ¢dynkunonansHblil kitace
no knaccuduxaruu NYHA).

4.4. OcoOble yKkazaHMsl U Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

Hudekumu

[TaruenTsl, npuHuMaromue aHTaroHucTel MHO, Oosee MOABEPIKEHBI Pa3BUTHUIO CEPHE3HBIX

uHpekuit. Hapymenue GyHKIIUN JTETKUX MOXKET IMOBBICUTH PUCK pa3BUTHS HHDEKIUH. B cBs3M ¢

9TUM CIIEyeT TIIATeIbHO HAOI0/1aTh MAI[IEHTOB Ha MPEIMET MOSBICHUS HH(EKITUH, B TOM YHCIIC
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TyOepKyJie3a, 10 HaJyajia JeUYeHus, BO BpeMs JICHCHUS U &CWMHEEMMT@GHMLFOM

Ananmumymab. [lockonbKy monHOe BBIBEACHHE ajaiuMyMmada MOXKET 3aHHMaTh 0 YeThIpex
Mecs1eB, He0OOXOAMMO MPOAOIDKUTH HAOII0IEHUE B TEUCHUE JAHHOTO MEPUoJia MOCie BBEACHUS
nocjeHel 1036l npenapara.

He cnenyer HaunHaTh JeyeHue penaparoM AJaluMyMad y MalueHTOB C aKTUBHOM HH(peKuel,
B TOM YHCJIe XPOHUYECKON HMIIM JIOKAJIM30BaHHOMW, ITOKa OHAa He OyJeT BhUIeueHa. Y MalUeHTOB,
KOTOpbIE OBLIH MOABEPIKEHBI TyOEpKyIIe3y, H y MallUeHTOB, KOTOPBIE Iy TEIIECTBOBAIM B PAilOHBI
BBICOKOTO pHCKa TyOepKyje3a WM SHIEMHUYECKOIO MMKO3a, HalpuMep TUCTOILUIa3MOo3a,
KOKLMIMOMJIOMHUKO32a MU 0J1aCTOMUKO3, CJIelyeT OLEHUTh PUCK U MOJIb3Y JICYEHUs IpernapaToM
Ananmumymab 10 Havana Tepanuu (CM. oapasien «/[pyaue onnopmyHucmudeckue uH@Gexyuuy).
[TatmeHTOB, y KOTOpBIX pa3BWjach HOBass HH(MEKIUS BO BpeMs JIEYCHHUS IpernapaToM
Ananmumyma0, ciefyeT TIIATeIbHO HAOJII0AaTh M IMPOBECTH IIOJHOE JHArHOCTHYECKOE
oOcnenoBanue. Creayer NpeKpaTuTh BBEAEHUE Npenapata Ananumymal, €clii y MalueHTa
pa3BuiIach HOBas cepbe3Has WHQEKIUS HIM CElCUC, W CIEeIyeT HadaTh COOTBETCTBYIOILIYIO
IPOTHBOMHUKPOOHYIO HJIM MPOTUBOTPHOKOBYIO TEPAIUIO, TIOKa MH(EKIH He OyneT mpojedueHa.
Bpauu 10mKHBI NPOSBIATH OCTOPOXKHOCTH IPU PACCMOTPEHUH BO3MOYKHOCTH MPUMEHEHUS
npenapata Aganumymad y HalMEeHTOB C peLuIUBHpYONIel nHpeKueil B aHaMHe3e WK Mpu
HAJIMYUHA COCTOSTHHM, TPenpacroyiaralonmx K pa3BUTHIO HH(EKnuid, B TOM 4YHCIE MpH
NPUMEHEHHHU COIMYTCTBYIOIUX UMMYHOIETIPECCAHTOB.

Cepve3snvle ungexyuu

Coobmanoch 0 ciydasx cepbe3HbIX MH(MEKIUH, B TOM YHCIE CEINCHCa, BBI3BAHHBIX
OaxTepuaIbHONW, MUKOOAKTEpHAIbHOM, MHBA3MBHON IpUOKOBOM, Mapa3uTapHOW, BUPYCHON WIIU
JpYyroid ONMOPTYHUCTHUYECKOW MH(QEKIUe, Hampumep JUCTEpPUO30M, JIETHOHEIE30M U
THEBMOIIMCTO30M, Y NAIIMEHTOB, MOJIYYaOUX aJaTuMyMal.

Jlpyrue cepbe3Hble HHPEKINH, HA0II0IaBIIMECs B X0/€ KIMHUYECKUX MCCIIEJOBAaHUH, BKIIIOYAIOT
THEeBMOHUIO, THEJIOHE(PPUT, CENTUYECKUN apTpUT M centuieMuto. CoolImanoch o cirydasx
TOCIUTATM3AIMN WA CMEPTEIHHOTO MCX0/1a, CBS3aHHBIX C Pa3BUTHEM MH(EKIIHIA.

Tybepxynes

Coobmanoch 0 ciaydasx TyOepKylie3a, B TOM YHCJIE pEakTHBAlUM W HOBOTO pa3BUTHUSA
TyOepKyJsie3a, y TMalueHTOB, NOMy4aBmuX ananumymad. CooOmieHus BKIIIOYAIM Cilydau
JIETOYHOT'O ¥ BHEJIETOYHOTIO, T. €. AMCCEMUHUPOBAHHOTO, TYOepKyJesa.

Jlo Hayana Tepanuu npenapaToM AganrumMymad ciieyeT MPOBECTH OLEHKY Ha HaJTM4ne aKTUBHOTO
WIA HEAKTUBHOTO (JIATEHTHOro) TyOepKyne3a y BceX MalMeHToB. JlaHHas oOlLleHKa OJDKHA
BKJIIOYATh MOAPOOHYIO MEIUIMHCKYIO OLEHKY TyOepKysie3a B aHaMHe3€ NalMeHTa WIH

BO3MOXXHOTO TIPEIBIAYIIEro KOHTAaKTa C JIIOAbMH C AaKTUBHOM Qopmoill TyOepkyneza u
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COOTBETCTBYIOIIUX CKPUHUHTOBBIX TECTOB (2 WMEHHO TYOCpPKYJIMHOBOW KOXXHOU MpoOBI U
peHTreHa TpyJHOW KJIETKHM) y BCEX MAlMEeHTOB (BO3MOXXHO TPUMEHEHHE MECTHBIX
pexomenanuit). PekoMenayercss perucrpanusi Mpoueaypbl MPOBEACHUS U PE3yJbTaTOB ITHX
TECTOB B JINYHOW KapTOUKe nanueHTa. Bpauu, HazHayvaromue aeueHue, J0IKHbI TOMHUTB O PUCKE
JIO)KHOOTPHIIATEIHHBIX PE3yIbTATOB TyOCPKYIMHOBOM KOKHOU MPOOKI, 0COOEHHO Y MAIUEHTOB C
TsDKETIoN (hopMoii 3a00J1€BaHUS MITH OCJIA0JICHHBIM HMMYHUTETOM.

Ecnu nuarHocTHpoBaH aKTUBHBIN TyOepKyJse3, TO HE clelyeT HauWHATh TEPaIuio Mpernaparom
Anamumyma6 (cMm. pasaen 4.3).

Bo Bcex omMCaHHBIX BBIINIE CUTYalHSIX CJICAYyeT OYEHBb THIATEIHLHO OICHHWBATh COOTHOIICHHE
MI0JIb3a/PUCK TEPAITUH.

[Ipy momo3peHMH Ha IJATEHTHBIA TyOepKyye3 cleayeT NPOKOHCYJIbTHPOBAThCS Yy Bpaua,
UMEIOIEro OOJIBIION OMBIT B JICUEHUH TyOepKyJe3a.

[Ipr AWarHOCTHPOBAHWH JIATEHTHOTO TyOEpKyJie3a HEOOXOAMMO IPOBECTH COOTBETCTBYIOIICE
MPOTUBOTYOEPKYJIe3HOe NTPO(MUIAKTUYIECCKOS JICUYCHHWE [0 Hadajla NPUMEHEHHUS Ipernapara
Ananumymab B COOTBETCTBUU C MECTHBIMH PEKOMEHIAIIUSIMH.

Takxe crnemayeT MPOBECTH MPOTUBOTYOEpKylie3HOE MNpodUIaKTHUYECKOe JIEYeHHE 10 Hadvala
MPUMEHEHHUS TIperapara A qamMymMa0 y alieHTOB ¢ HECKOJIbKHMH WIIH 3HAYUMBIMU (haKTOpaMu
pHucKa pa3BuTHsl TyOepKyse3a, HECMOTPsI Ha OTPUIIATEIbHBIN pe3ybTaT TecTa Ha TyOepKyIies, a
TaKk)Ke y MAIlMeHTOB C MPOIUIBIM JIATEHTHBIM WM aKTUBHBIM TyOEpKyJe30M B aHaMHeE3e, NI
KOTOPBIX HEBO3MOKHO MOATBEPAUTH MPOBEICHUE a/IEKBATHOTO Kypca JeUeHUsI.

Hecmotpst Ha mpoduiiakTuyeckoe jedeHue TyOepKyse3a, OTMEUAINCh CIydad pPeaKTHBAIIUU
TyOepKyJie3a y MallMeHTOB, MOJIYYaBIIUX JIEYCHUE adaluMyMa0oM. Y HEKOTOPBIX IMallMeHTOB,
YCHENIHO TPOMISIINX JIeYeHWe aKTHUBHOTO TyOepKyres3a, HabIi0Jaloch MOBTOPHOE pa3BHUTHE
TyOepKyJie3a Bo BpeMsl IeUeHUS aJaliuMyMadoMm.

[TarineHTaM MOJKHBI OBITH JTAHBI YKA3aHUSI TI0 OOPAIEHUIO 33 MEIUITMHCKON TTOMOIIIBIO B CTydae
MOSIBJICHUSI TIPU3HAKOB/CUMIITOMOB, YKa3bIBAIOIINX Ha TyOepKyJe3Hyt0 WH(DEKIHIo (Hampumep,
HEMpPeKpalarofiics Kalleb, UCTOLIEHIE/CHIKEHUE MacChl Tena, cyOdeOpuiibHas Temmneparypa
TeNa, BAJIOCTh), BO BpEMs WIIH TTOCIIE Tepanuu npenaparoM Amxanumymao.

pyaue onnopmynucmuyeckue uHgpexyuu

OnmopTyHHCTUYCCKUE WH(EKIIMH, B TOM YHCIE WHBA3WBHBIC TPHOKOBBIE HWH(EKINH,
HAOIOIATMCh Y MAIMEHTOB, MOMyYaBIIUX aganuMymad. ITH HHPEKIIUN He BCET/Ia BBIABISIIUCH
JOJKHBIM 00pa3oM y AIMeHTOB, MPUHUMABIINUX aHTaroHUCTel ®HO, 4T0 MPUBOIUIIO K 3aIEPIKKE

B Ha3HAYCHHUU COOTBCTCTBYIOIICTO JICUCHUSA, @ HHOT'Ia U K CMEPTCIIBHOMY HCXOOY.

13



COQOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 14.05.20

YV manmeHToB ¢ TaKUMU IMpu3HaKaMu U CUMIITOMaMHU, Ké@ IJ_III/I-'XEEQ& ,IHHEEQ\;}A-IL I;'IPII'-I/I-E,: ICl;l-II/II'-;IgeIHI/Ie

6 N 3585

Macchl Tena, MOTIMBOCTh, Kallelb, OJBIINIKA W/WIM WHQUIBTPATHl JIETKUX, JMOO APYTHMHU
CEpbE3HBIMU CUCTEMHBIMU 3a00JIEBAHUSAMU C COIYTCTBYIOIIMM IIOKOM M 0O€3 HEro cieayer
M0JI03peBaTh Pa3BUTHE MHBA3UBHOMN IpUOKOBOI MH(EKIIUU U BBEJEHUE Ipenapara Axanumymad
JOJKHO OBITh HE3aMEUIUTENbHO MpeKpaiieHo. J[MarHOCTUKY M MpPHUMEHEHUE SMIHPUYECKON
IPOTHBOIPUOKOBOI Tepanuu y JaHHBIX MAMEHTOB HE00XO0IMMO MPOBOAUTH MOCTIE KOHCYIbTAlUN
C BpauoM, UMEIOIINM OIIBIT B JICYCHUH MAllMEHTOB C MHBA3UBHOM IpuOKOBOM HH(pEKIUEH.
Peaxmusayus cenamuma B

PeaktuBanus renarura B Habmionanack y manueHToB, noiy4aBmux antaronuctsl ®HO, B ToM
quciae aJaMyMmald, H SIBISIBIIMXCS XPOHHYECKHMH HOCHTEISIMH JTOrO BHpyca (T. e.
MOJIOKUTEIbHBIA pE3yJbTaT HAa IOBEPXHOCTHBIN aHTUreH). Hekoropele ciayuyaum ObuM €O
cMepTenbHbIM ucxofoM. llepen Hauanmom JedeHHs mnpenaparoM ApanuMymal MalleHTaM
HEOOXOAMMO BBINOJHUTH TeCT Ha HMH(peKIHI BupycHoro remaruta B (BI'B). Ilammentam c
MIOJIOKHUTEIBLHBIM PEe3yJIbTaTOM TeCTa Ha MHQEKIHIO rematuta B pekoMeHyercss KOHCYIbTalus
Bpaya, UIMEIOLIETO OMBIT B JICYEHUH renarura B.

Hocureneit BI'B, Hy>aaromuxcs B JeueHUH npenapatoM Aganumymad, Heo0X0JUMO TIIATEIbHO
HaOI0/IaTh HAa HAJWYKE MPU3HAKOB U CUMNITOMOB akTuBHOW mH(ekiuu BI'B Ha mporsixeHuun
BCETO Ieproja TEPAllUH U B TEUEHNE HECKOJIBKUX MECSALIEB MOCIE €€ MPEKPaICHHUS.
JlocTaTouHbIe TaHHBIE 110 JIEUEHUIO MAIMEHTOB, ABJISOMMXCS HocuTensiMu BI'B, ¢ npumenennem
MPOTUBOBUPYCHOM Tepamuu B coueTaHuu ¢ aHTaroHuctamu DOHO s npodunakTuku
peaxtuBanuu BI'B orcyrcryror. IIpu peaktuBanuu BI'B y nmanueHToB IpuMeHeHHe Ipenapara
Ananumymabd ciefyer NpekpaTuTh M HaudaTh 3((EKTHBHYIO NPOTHUBOBHPYCHYIO TEpamuio ¢
COOTBETCTBYIOIIUM IOJIEPKUBAIOIINM JICHEHUEM.

HeBponoruueckue 0CcI0KHEHUS

B peaxux cnyuasx npumeHenue antaronnctoB ®HO, B Tom uncie ananumymada, ObLTO CBSI3aHO
C HOBBIM Pa3BUTHEM WA OOOCTPEHHEM KIMHHYECKHX CHUMIITOMOB W/WIU paguorpaduyuecKux
MPU3HAKOB JIEMHEIIMHU3UPYIONIETO 3a00JI€BaHMsI IIEHTPAILHON HEPBHOW CHUCTEMBI, B TOM YHCIIC
paccessHHOTO CKJepo3a U HEeBpUTa 3pPUTENBLHOTO HEpBa, a Takke mnepudepruuecKkux
JEMHUENMHU3UPYIONINX 3a00JIeBaHmii, B TOM uncie cuuapoma [ uiiena — bappe.

Bpadam, Ha3zHavaromyM JIEYEHHWE, CIEAYET MPOSBISATH OCTOPOKHOCTh MPHU PACCMOTPEHUH
BO3MOKHOCTH TIPUMEHEHHUS TIpenapara AgaiuMyMal y MareHTOB ¢ YKe CYIIECTBYIONTUMHU WITH
HEJJaBHO  BO3HUKIIMMHU  JEMHUEIUHU3UPYIOLIMMHA  HApPYLICHUSMH  LEHTPAJbHOW WU
nepudeprudeckoil HEPBHOUM CUCTEMBl. B cilydae pa3BUTHs ONMHMCAHHBIX BBIIIC SIBICHUNA CIEAYyET

paccMOTpPETh BO3MOKHOCTh OTMEHBI IpenapaTta Aanumyma.
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[EHTPaIbHOW HEPBHOU cucTeMbl. J[o Havyana Tepanuu npenaparoM AnanuMyMad y TalleHTOB ¢
HEMH(EKIIMOHHBIM TPOMEXYTOYHBIM YBEUTOM HEOOXOIMMO NpPOBEAECHUE OOCIEIOBAaHHS Ha
peIMeT HATMYHs IEMUETMHU3UPYIONINX 3a00JIeBaHUN [IEHTPAIbHON HEPBHOI CHUCTEMBI.

AJneprudyeckne peaknum

B xome KIMHMYECKHMX HCCIEIOBAHUNA CEPHE3HBIE AJJIEPrUUYECKHE PpEaKIMM, CBSI3aHHBIE C
NpUMEHEHHEM alaluMymada, HabII0JaTuCh peIKko. B Xo/1e KIMHUYeCKNX UCCIeIOBaHUN CIydan
HECEePbE3HbIX AJIEPrUYECKUE PeaKkiuii, CBI3aHHBIX C IPUMEHEHHEM afanuMymala, HaOII01aIuCh
HevacTo. bbuin mogyyeHbl cOOOLIEHHUS O CIy4asX Cepbe3HbIX ANIEPrUYECKUX PEaKIHil, B TOM
yuciae aHaQWIAKCUW, TOocie BBEJACHHA ananuMmymada. B ciydae  BO3HHKHOBEHHSA
aHa(pUIIAKTUYECKON peakuuu WIM JPYrol Cephe3HOM allJIEprUYecKOd pPEeaKIuu BBEICHUE
npenapata Aganumymal cliefyeT He3aMeUIMTEeNbHO MPEeKPaTUTh U HayaTh COOTBETCTBYIOIIYIO
TEpanulo.

HO,ZIaBJ'IeHI/Ie HUMMYHHUTCTA

B xoxme uccnenoBanust y 64 ManueHTOB ¢ PEBMATOMIHBIM apTPUTOM, IOJNy4YaBIIUX JICUYCHUE
aganuMymadoM, Kakue-TuO0 MPU3HAKU TMOJABJICHUS TUIEPUYBCTBUTEIBHOCTH 3aMEICHHOTO
TUTIA ¥ YPOBHS UMMYHOTJIO0YJIHMHOB WM u3MeHeHus B yucie T-, B-, NK-knetok-3¢dextopos,
MOHOIMTOB/MaKpo(}aroB U HEUTPO(PUIOB OTMEUEHBI HE OBLIH.

310Ka4eCTBEHHBIE HOBOO6D330BaHI/I${ u J'II/IMdJOHDOJ'II/IdDGDaTI/IBHBIG HapYIICHUA

B xone KoHTponupyeMoil yacTu KIMHUYEeCKuX uccienoBanuii anraronnctos ®HO nHabmonanock
OoJbIIe CTy4yaeB 3JI0KAYECTBEHHBIX OMyXOJieH, B TOM dHce JUM(OMBI, CpeAH MalUEeHTOB,
nosy4aBinux anraroHuct ®HO, B cpaBHeHUU ¢ MalieHTaMU KOHTPOJIBHOM TPYTIIIBL.

Opnako OHM ciydalduch pelko. B mocTperucTpallMoOHHBIA MEpUOJl COOOIIANIOCh O ClIydasx
JeHKeMUH Yy TAlMEHTOB, TMoiy4yaBWuX JedeHue aHtaronucrom @OHO. [laumentsr ¢
PEBMATOMIHBIM  ApPTPUTOM C MPOAOKUTENBbHBIM, OYE€Hb AKTUBHBIM BOCHAIUTEIbHBIM
3a00eBaHUEM, 3aTPYAHSIONIUM OILIEHKY PUCKA, TIOJIBEP)KEHBI HAaUOOJBIIEMY OCHOBHOMY PHUCKY
pazBuTusi JuMpombl U JekemMuu. COTJacHO HWMEIOIIMMCS JaHHBIM, HEJIb3sl HCKIII0YaTh
BO3MOXXHBIN pUCK 00pa3oBaHUs TUM(OMBI, JIGHKEMHUH U JAPYTUX 3JI0KAYECTBEHHBIX OMYyXOJel y
MalUEeHTOB, OJIyJyarouux JedeHue anraronucrom @HO.

B mnocrpeructpanvoHHbI MEPHOJ COOOMIANIOCH O Clydasx 3JI0KAYeCTBEHHOM OIyXoJu,
HEKOTOPBIX — CO CMEPTEJIbHBIM UCXOA0M, CPEIH IeTel, MOJPOCTKOB U MOJIOJIEKH (B BO3pACTE /10
22 net), monyuaBinux Jiedenne antaronucramu ®HO (nauano tepanuu B Bo3pacte < 18 ner), B
TOM 4Hclie ananmumyMadom. [IpuMepHo B monoBuHE ciiydaeB 3To Obuia muMdoma. B octambHbIX
ClIy4asix 3TO OBUIM pa3IUYHbIE 3JI0OKAYECTBEHHBbIE ONYXOJIM, M B TOM 4YHUCIE pEIKue

3JIOKQUCCTBCHHBIC OITYXOJIM, KaK IMPaBHJIO CBA3aHHBIC C IOJABJICHUCM HMMYHHTCTA. Henp3s
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nedenue antaronucramu @HO.

B mocrperucrpannoHHblii nepuos ObTM OTMEYEHBI pelakue ciaydan T-KiIeTOYHOH JTUMQOMBI
IICUYEHH U CEJIe3€HKHU Y NAIMEeHTOB, NOJIyYaBIIuX JeueHue afanuMymadomM. Jta penkas popma T-
KJIETOYHOM JINM(OMBI UMEET OUYEHb arpECCUBHOE TeUEHHE 3a00JIeBaHUS U, KaK IIPAaBUIIO, SIBIISIETCS
cmeprensHOi. Ilpm npumeHenun amanumymaba  HaOMIOJANMCh  HEKOTOpPHIE — CIIydau
BO3HUKHOBEHUS TaKOW T-KIETOUHOM TUM(OMBI IEUEHHU U CEJIE3EHKH y MOJIOJIBIX MAllMEHTOB pU
COIYTCTBYIOILIEM  JICYEHUH  A3aTHOIPUHOM WM O-MEpPKanTOIlypHHOM IO  IOBOAY
BOCHAJIMTENBHOTO 3a00J€eBaHus KUIleyHUKa. CliefyeT TIATeIbHO YUYMTBhIBaTh MOTEHIMAIbHbIN
PUCK TNpPUMEHEHHUs a3aTUONpPUHA WM 6-MepKalnTonypuHa B KOMOMHAIMM C IpenapaToM
Ananmumymao.

Henb3st uckimouaTs puck pa3BuUTUsA T-KJI€TOYHOH IMM(OMBI IEYEHU U CEJNE3EHKH y NallueHTOB,
HOJIyYaroIluX JeyeHue npenapatoM Ananumymad (cM. paszaen 4.8).

HccenenoBanus ¢ BKIIIOYEHHMEM IALMEHTOB CO 3JIOKAYECTBEHHOW OIyXOJIbI0 B aHAMHE3€ WU
IPOJIOIDKUBINMX JICUCHHE MpernapatoM Amanumymad mocie oOpa3oBaHMs 3J0KaYECTBEHHOU
OIlyXO0JIM HE IPOBOIMIINCE. TakuM 00pazoMm, CieyeT NPOosBIATh KPaltHIOI0 OCTOPOKHOCTD IPH
Ha3HAUYEHUHM JIeUYCHMs IIperapaToM AanumyMad y Takux ManueHToB (cM. paszzaen 4.8).

Bce manueHThl, B 4aCTHOCTM INMALMEHTHI C PACIIMPEHHOM Tepanue MMMYHOJEIPECCAHTAMHU B
MEAMIIMHCKOM aHaMHe3€ WJIU MalueHThl ¢ ncopuazoM ¢ [IYBA-tepanueil B aHamHese, TOIKHBI
IPOXOJAUTh 00cCJe0OBaHWE Ha HaJMuuMe HEMEIAHOMHOTO paka KOXXKM JI0 Hadajda U BO BpeMs
neuyeHus npenaparom Anannumymad. Takxke cooOIIanoch o Ciiydasx MEIaHOMBI U KapLIUHOMBI U3
KJIETOK Mepkens y ManueHTOB, MOJIydaBIIMX JiedeHue aHTaroHucramu ®HO, B ToM uymcie
agamumymadom (cm. pazzaen 4.8).

B xoz€e monckoBOro KIMHAUYECKOT0 UCCIEA0BAHUSA 110 OLEHKE IIPUMEHEHHS IPYTroro aHTarOHUCTa
®HO, unduukcumada, y MalueHTOB ¢ XPOHUYECKOH 00CTPYKTHUBHOM Oone3Hbto serkux (XOBJI)
CpeIHEH WM TSDKEJOW CTEeNEeHM TSHKECTH COoOOIIanochk O OOJbIIeM KOJIMYECTBE CIIydaeB
0o0pa3oBaHMs 3JI0KAYECTBEHHBIX OIyXOJIei, B OCHOBHOM B JIETKOM JHOO B TOJIOBE W I€e, Y
NaIMEHTOB, MOJIYyYaBUINX JeueHHe UHPIMKCUMaOOM, B CPAaBHEHUH C MALMEHTaMU KOHTPOJIbHOU
rpynnsl. Bece manueHTel MMENM aHaMHE3 3asUI0ro Kypuibluka. B CBA3M ¢ 3TUM ciepyer
coOJII0/1aTh OCTOPOXKHOCTH TIPU MPUMEHEHUH Kakoro-nmuoo antaronncra ®HO y manueHToB ¢
XOBJI, a Takxke y MalMeHTOB ¢ MOBBIILIEHHBIM PUCKOM 00pa30BaHMsl 3JI0KaU€CTBEHHOM OIyXO0JIn
10 IIPUYUHE 3as1JI0T0 KYypEHUSI.

CorinacHo MMEIOUIMMCSA JaHHBIM HEW3BECTHO, BIMSET JIM JICUCHHE aJalluMyMaOoOM Ha PHUCK
pa3sBUTHsA JWCIUIA3UM WM paka TOJICTOM KUIIKM. Bce NanmueHTsl ¢ S3BEHHBIM KOJUTOM,

HaxoOdgmueECs B I'PYIIIC IMOBBIIICHHOI'O PUCKAa Pa3BUTHA AUCIINIA3HMK WM paKa TOJICTOM KUIIIKH
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CKJIEPO3UPYIOIIMM XOJAHTUTOM), UJIM C MPEIbIAYIICH AUCTIIa3Uel W1 PaKOM TOJICTOM KUILIKH B
aHaMHe3€ JIOJDKHBI PEryJsipHO IPOXOJUTH OOCIENOBaHME IO TMOBOXY IHUCILIA3UM IO Hadaia
Tepanuu W Ha MPOTSHKEHUU BCero nepuoia 3aboneBanus. [laHHas oneHKa JODKHA BKIIIOYATH
KOJIOHOCKOIIHIO U OMOIICHIO B COOTBETCTBUHU C MECTHBIMH PEKOMEHIALIHSIMH.

['emMaTonornyeckue peaknuu

Coo0manoch 0 peAKHX Ciay4asx MAHIMTOIECHWH, B TOM YHUCIE AIUIACTHUECKOW aHEMHH, MPHU
npuMeHeHun antaronucro @HO. CooOmianock O HexenaTelabHbIX SIBICHUSAX CO CTOPOHBI
CHCTEMBI KPOBH, B TOM YHUCJIE KIMHUYECKU 3HAYMMOM [IUTONEHNH (HarpuMep, TPOMOOLIUTONIEHUH,
JeMKONEeHNHN ), IpU IPUMEHEHUH afjainMymada. Becem nanyenTam Bo BpeMs JieUeHUs IpernapaToM
Ananmumymal JOJDKHO OBITh PEKOMEHJIOBAHO HEMENJICHHOE OoOpalleHHe K Bpady, eclid y HUX
HaOJII0AI0TCS CIEeYIOIME MPU3HAKM M CUMITOMBI: IOCTOSIHHAs JIMXOpPaJKa, KPOBOMOATEKH,
KPOBOTEUEHHE WM OJeIHOCTh. Y TAlMEHTOB C IOJATBEPXKACHHBIMU 3HAUYUTEIIbHBIMU
OTKJIOHEHUSIMU IeMaTOJIOIMYECKUX MO0Ka3aTesell OT HOPMBI CIIEyET PACCMOTPETh BO3MOXHOCTh
IPEKpALLEHUS Tepaluy penaparomM Anaiumyma.

Bakuunanus

B xone uccnenoBanust y 226 B3poCibIX MALMEHTOB C PEBMATOUIHBIM apTPUTOM, MOTYy4aBLIMX
JeYeHue anaJuMyMaboM WM Iianedo, HaOIIoAaNuCch aHAJOTWYHBIE OTBETHI AHTUTEN Ha
CTaHJAapPTHYIO 23-BaJIEHTHYIO MHEBMOKOKKOBYIO BaKLMHY M TPEXBAJIECHTHYIO BaKLMHY IPOTHB
BUpyca Tpunma. JlaHHple 1O BTOPUYHOW Mepenade HHGEKUUH dYepe3 KHUBbIE BaKLUHBI Y
NalMEeHTOB, NOTYYAOUUX alaTuMyMad, OTCYTCTBYIOT.

[TarueHTaM 1€TCKOrO BO3pacTa peKOMEHAYETCsl, €CJIM 3TO BO3MOKHO, IIPONTH BCE COBPEMEHHbBIE
BaKIMHALIUKA B COOTBETCTBHM C JIEWCTBUTEIbHBIMU PYKOBOJACTBAMM MO BAKIMHAIMM /10 Hayaja
Tepanuy rnpenaparom Aganumymad.

[TaumenTsl, npuUHUMarOmME npenapaT ApaauMmymald, MOTYT MpPOHTH  COMYTCTBYIOLIYIO
BaKIIMHALIMIO, 33 MCKIIOYEHHEM >KMBBIX BaklMH. He pekoMeHIyeTcs BBEJACHME JKHUBBIX BaKLWH
MITaJIeHIaM, TTOABEPTHYTHIM BO3/IEUCTBUIO afjainMyMabda B yTpoOe MaTepy, B TEUEHUE 5 MeCSIEB
nocJje nocjeIHell HHBeKINK agaauMyMada MaTepy BO BpeMsi 0epeMEeHHOCTH.

XpoHMYECKas cepAcuHas HeI0CTaTOYHOCTh

B xone kimHMYECKOTro Hccie0BaHus C MpUMEHEeHHeM Ipyroro antaronncra ®HO nabmroganock
YXYIUIEHUE XPOHUYECKON CEPIEYHON HEJOCTATOYHOCTH U MOBBIIIEHHBIN YPOBEHb CMEPTHOCTH B
pe3ylbTaTe XPOHUYECKOW CepIeYHONM HEeIOCTAaTOYHOCTH. Takke COoOOMaloch O Clydasx
YXYAUICHUS XPOHUYECKOM CEpACYHOM HEAOCTATOYHOCTH y IALMEHTOB, IOJY4YaBLIUX

aganumyma0. Crenyer ¢ OCTOPOKHOCTBbIO MPUMEHSATH Mpenapar AnanuMymal y MaiueHTOB C
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MIPOTUBOIIOKA3aH MPU CEPACUYHON HEAOCTATOUHOCTH CPETHEN WIIH TSKEIOW CTEIIEHU TAXKECTH.
[Ipr pa3BUTMHM HOBBIX WM YXYALIEHUH CUMIITOMOB CEpPACYHOM HEAOCTATOYHOCTH JICUECHHE
MAIMEHTOB MpenapaToM AnanuMymad JOHKHO ObITh MPEKPaIIeHO.

AyTOMMMYHHBIE ITPOIIECCHI

Jleuenne npenapatoM Ananumymad MOXKET MPUBECTH K 00pa30BaHUIO Ay TOMMMYHHBIX aHTUTEIL.
BiusHue AIMTENBHOTO JIEUEHUS TpernaparoM AjaimMmymMad Ha pa3BUTHE ayTOMMMYHHBIX
3a0oneBaHuil Hew3BecTHO. Ecnu y manueHTa HaOMIOAAIOTCS CHMIITOMBI, YKa3bIBaloOIIME Ha
pa3BUTHE BOJYAHOYHO-NOJAOOHOIO CHHApOMA, MpHU JEUYEHUH MpenaparoM Ananumymad u
MOJIOKUTEIBHOM pe3ysibTaTe TecTa Ha aHTuTena K aByxuenodeuHor [IHK, to He crnemyert
MIPOBOJMTH JaJIbHEHIIee JeueHre npenaparoMm Anxanumymad (cm. paszaen 4.8).

OOHOBpEMEHHOE  NIPUMEHEHHE OMOJIOTHYECKNX  0a3MCHBIX opernaparoB  AJd ~ JCYCHUA

pesmaronaaoro aprpura (BIIBII) win anTaroaucros PHO

B Xome KIMHMYECKHX WCCIEAOBAaHUA HAOMIONANNCh CIy4aW Cephe3HBIX WHQEKUUH mpu
OJIHOBPEMEHHOM NPHMEHEHUHU aHakuHpbl ¢ JapyruMm a"taronucrom ®HO, sranepuentom, 6e3
JIOTMIOJIHUTEIBHOTO KIIMHUYECKOro 3¢ (eKTa B CpaBHEHUU C MOHOTEepanuel 3TaHepLEnTOM.
BBuny xapakrtepa He)ellaTeNIbHBIX SIBJICHUH, HAOIIOAABIIMXCSA HPU TEpalMM STAHEPLENTOM B
KOMOMHAIlUM C aHAKWHPOW, aHaJOTWYHasi TOKCHUYHOCTh TakKKe MOXKeT HaOIofaTbcs INpu
IPUMEHEHUN aHAKUHpbl B KoMOMHauuu ¢ ApyruM aHtaronuctoM @®HO. Takum obOpazowm,
IPOTHBOIOKA3aHO MPUMEHEHHUE afjaTuMyMada B KOMOMHAIIMK C aHAKUHPOIA.

OnHoBpeMeHHOE BBeJeHHE ananumymaba ¢ apyrumu Ouonornyeckumu BIIBIT (nampumep,
aHaKMHpOW U abatanentoMm) win apyrumu antaronncraMmu @HO He pekoMeHIyeTcs ¢ y4eToM
BO3MO>KHOT'O TIOBBIIIIEHHOT'O pUCKa pa3BUTUS MHPEKLNN, B TOM YHCIIE CEpbe3HbIX MH(MEKUUH, U
JPYTUX MOTEHIHAIBHBIX (hapMaKOJIOTHYECKUX B3aUMOEHCTBU (CM. pa3zaen 4.5).

XHUPYPrudeckoe BMEIIaTEIbCTBO

OmnpIT 6€301acHOTO MPOBEICHHUS XUPYPrHUSCKHIX IMPOLIEAYP Y MAIEHTOB, TOJTYJalONINX JICICHNE
ajmanuMymabomM, orpaHmdeH. [Ipw TTaHMPOBAHWU TPOBENEHUS XHUPYPTHYECKOW TPOIETypHI
ClIeZlyeT YUUTBIBATh AJIUTEIBHOCTD MIEPHUO/IA MOTYBBIBEICHUS alaTuMyMaoa.

[TanmenTa, HY>XKAAIOWIETOCSd B XUPYPrUY€CKOM BMEIIATENbCTBE, BO BpEMs JICUEHUS MpenapaTom
AnanuMymad HeoOXOOUMO THIATEIbHO HAOMIOJATh Ha MpeaMeT pa3BUTHS WHGOEKUuid u
NPUHUMATh COOTBETCTBYOImME Mepbl. OmBIT 0e30MacHOro NPUMEHEHHUs ajaiuMyMada y
NalMEeHTOB, MPOXOIAIINX aPTPOITIACTUKY, OTPAHUYEH.

HenpoxoanuMocTh, TOHKOW KHIIKHA

OtcyTtcTBHE OTBETa Ha JeueHne 6one3Hun KpoHna MoxeT yka3biBaTh Ha Haluurue GUKCUPOBAHHOTO

(GbubpPO3HOro CTEHO3a, HYKAAIOIIEr0Cs B XUPYypPruuecKkoM BMEUIaTeIbCTBE.
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BBI3BIBACT CTCHO3BI.

[TanmeHThI IOYKMJIOT0 BO3pacTa

Yacrora cepbe3HbIX HHGEKUUH Cpeau MalMeHTOB cTapiie 65 JeT, MOJydalolluX JeUeHue
aganuMyma0bomM, Oblia BBIIIE, YEM Y MHAIMEHTOB B Bo3pacTe 10 65 jer. M3 obmiero umcna
YY9aCTHUKOB KIIMHHMYECKUX UCCIICIOBaHM ajanumymada 9,4 % Oblu B Bo3pacte 65 JieT u cTapiie,
a mpumepHo 2,0 % — B Bospacte 75 ser u crapmie. [IockonbKy B IIETIOM CpelH MAIMEHTOB
MOKUJIOTO BO3pacTa yalle BCTpedaroTcsi MHMEKIHH, cleAyeT COOI0IaTh OCTOPOKHOCTH NPHU
Ha3HAa4YeHHUH Npenaparta AgaaumMymal JaHHON KaTeropuu MaueHToB.

BcrnoMmorarensHble BellecTBa

Jannslii npenapat coaepxkut 2,13 mr Hatpus B pa3oBoit 1o3e 40 mr, 4,27 Mr HaTpus B pa3oBOi
no3e 80 mr, 8,54 mr HaTpus B pa3oBoit 1o3e 160 mr, Menee 1 Mmoub (23 Mr) HaTpusi Ha Pa3OBYIO
JI03Y, TO €CTh 0 CYTH HE COACPKHUT HATPHSL.

eTu
Cwm. BbIIe IOJIpa3aen «BakuuHanusy.
4.5. B3aumMmopeiicTBHe ¢ [pPYrMMH JIEKAPCTBEHHBIMH IpenapaTamMM H JApyrue BH/bI
B3aNMOJeliCTBUSA
bbuin mpoBeneHbl HccleAOBaHUS aJaduMyMada y MalMeHTOB C PEBMATOMIHBIM apTPHUTOM,
NOJMAPTHKYJSIPHBIM FOBEHHJIBHBIM HIHONATHUYECKHM apTPUTOM M TICOPUATHUYECKUM apTPHUTOM,
NPUHUMABILIUX [IPenapar Kak B Ka4eCTBE MOHOTEPAIIUH, TaK U B COYETAHUU C METOTPEKCATOM.
OOpazoBaHue aHTUTEN OBUIO HMXKE MPU OAHOBPEMEHHOM Ha3HAueHUM ajanumMymada c
METOTPEKCAaTOM B CpPaBHEHHMU € MOHOTepanueld. Bpenenue amanmumymaba 06e3 MeToTpekcara
NPUBOJMIO K TIOBBIIIEHHIO OOpa30BaHUs AaHTHUTEN, YCKOPEHHUIO KIHpEHCa U CHHYKEHUIO
s dexkTuBHOCTH ananumyMada (cM. paznen 5.1).
[TpoTuBONOKa3aHO NPUMEHSTH Npenapar AjgaiuMyMad B KOMOMHAIIMK ¢ aHAKUHPOU (CM. pa3zen
43u44).
[TpoTuBONOKa3aHO MPUMEHSATH ITpenapaT AganuMyMad B KoMOMHAIUH ¢ abaTalenToM (CM. pa3zaen
43u44).
4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD H JIAKTALMSA

}KGHHII/IHI)I C ACTOPOAHBIM ITOTCHIIMAJIOM

JXeHIMHAM € COXPaHCHHOW CIIOCOOHOCTHIO K 3a4aTHIO CIEAyeT PEKOMEH/IOBaTh H30erath
OepeMEHHOCTH BO BpeMs JicueHHs. Bo BpeMs Tepanuu U B TeUEHUE 10 KpailHeH Mepe 5 MecsIeB
MOoCJIC MPUMCHCHUS HOCHeI[HCfI AO3bI ITp€riapaTta AJOJIKHBI UCTIOJIb30BATHCA aACKBATHBIC MCTO/bI

KOHTpaIEeInH.

bepemeHHOCTD
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UCIIONIb30BaHUeEM ananumyMada B go3ax a0 100 mr/kr (B 373 pasza Beime 3kcnozunmu (AUC) y
4eJI0BEKA ITPH MTOIKOKHOM BBeZieHUH 40 Mr), IpU3HAKOB HETaTUBHOT'O BO3ICICTBU IIpenapaTa Ha
IJIOJ] HE BBISIBJICHO.

B npocnekTrBHOE KOTOPTHOE HCCiel0OBaHUE ACUCTBUS alannuMmyMada BO BpeMs OepeMEHHOCTH
ObLIO BKJIOYEHO 257 >KeHUIMH C peBMarouaHbiM aptputoM (PA) wmnm Oonesnsto Kpowna,
NOJYYaBIIMX JICYEHUE aJaluMyMmMaOoM 10 KpailHe Mepe B TEYCHHE IEepPBOI0 TPHUMECTpa
O6epemenHocTH, a Takke 120 xeHmmuH ¢ PA wim 6one3npto KpoHa, He TPOXOIUBIIMX TEPATTHIO
aaTMMyMa0ooM.

He Obu10 BBISIBICHO (CTaHAApTU3UPOBaHHOE OTHOIICHWE IrancoB 0,84, 95 % moBepHUTENbHBIM
unrepsan [[I1] ot 0,34 no 2,05) craTHCTHYSCKH 3HAYMMBIX Pa3JIMYUi B OOILECH YaCTOTE TSIKEIIBIX
BPOKICHHBIX MTOPOKOB Pa3BUTHS, BKIIOYEHHBIX B OCHOBHOW KPUTEPHI OIIEHKH 0€30MacHOCTH, a
TaKKe T0 MOKA3aTeNsIM JIOTOJHUTEFHOTO KPUTEPHsSI OLIEHKH O€30MacCHOCTH, KOTOPBIE BKIIIOUAIOT
CIa0OBBIpRXEHHBIE  BPOXKICHHBIE  TIOPOKM  PA3BUTHUS,  CaMONPOM3BOJBHBIA  abopT,
IPEKIEBPEMEHHbBIE PpOJbI, HHM3KYI0O MacCy TejJa Yy HOBOPOXKJIEHHBIX U TSDKENbIE WU
onmopryHuctuueckue wuHPekmuu. O ciaydasx MepTBOPOXKICHUS WIM 3J0KaYeCTBEHHBIX
HOBOOOPA30BaHUAX HE COOOIAIOCH.

HecMmotpst Ha TO, 4TO B PETrMCTPALIMOHHOM MCCJIEIOBAaHUU OTMEUYAIOT HEAOCTAaTKU METOJIMKH,
BKJItOUYasi HEOOJIBIION pa3Mep BHIOOPKM M OTCYTCTBHE PaHAOMHU3ALIMHU, NOJyYEHHbIE JaHHbIE HE
JEMOHCTPHUPYIOT MOBBIIIEHHOTO PHUCKAa PAa3BUTHUS HEOIArONMPHUSTHBIX UCXOIOB OEPEMEHHOCTH Y
eHIUH ¢ PA unm Gonesnpto KpoHa, moiyyaBmnX jedyeHue ajaauMyMadoM, M0 CPAaBHEHUIO C
»eHImuHaMu ¢ PA nnm 6onesnsto Kpona, He mosrydaBImmmu JiedyeHus aganumymadom. [Ipu stom
JTaHHBIE TIOCTPETUCTPALIMOHHOTO HAOIIO/IEHUSI HE YKa3bIBalOT HAa HAJIM4YUE PUCKA, CBA3aHHOIO C
MIPUEMOM TIpernapara.

Ananumymab sBisiercs uHruoutopom ®OHO-anbda. Ilpumenenue amanumymaba BO Bpems
OCpEeMEHHOCTH MOXET TIOBJMATh HAa HWMMYHHBIA OTBET y HOBOPOXKICHHBIX. [IpumeHsTH
aganuMymal BO BpeMs O€pEMEHHOCTH CJeIyeT TOJIBKO MPH OYEBHIHON HEOOXOIUMOCTH.
Ananumymad MOXKET IPOHUKATD Yepe3 MJIAIeHTY B CBIBOPOTKY KPOBH HOBOPOXKIEHHBIX JE€TEH OT
JKEHIIMH, KOTOPBIE MOIyYaliu Ipenapar Bo BpeMsi OepeMeHHocTH. ClieZJoBaTeIbHO, Y 3TUX AeTel
MOXXET OBITh TIOBBIIIEH PHUCK pa3BUTHs WHOEKIuu. MianeHiaMm, KOTOpbIe IOABEPTaIucCh
BO3JICUCTBUIO anaquMymada BHYTPHYTPOOHO, HE PEKOMEHIYETCS BBEICHHE KUBBIX BaKIIMH B
TEYCHHE 5 MecsleB Iocle TMOCIeAHe WHBEKINH aJanuMymadba y MaTepu BO BpeMs
OCepeMEHHOCTH.

Ponnl 1 pogopaspelnienme
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OrpaHWyeHHbIC JaHHbIC W3 MYOJIMKAlMil YKa3bIBAIOT HA TO, YTO aJaIUMyMal BBIBOJUTCS C
TPYAHBIM MOJIOKOM B O4€Hb HU3KUX KOHIIeHTpalusx: oT 0,1 10 1 % OT COOTBETCTBYIOIIET0 YPOBHS
B CBIBOPOTKE KpOBU MaTepu. IMMyHOrno0yaunel G, IpMHUMAaeMbIE IIEPOPATIBLHO, ITOABEPTatOTCs
MPOTEOTUTUICCKOMY PACIIEIUICHHIO B KHIIEYHUKE U 00J1a/1al0T HU3KOW OMOJOCTYITHOCTBIO; 3TO
MIO3BOJISICT IPEIIOI0KHUTE, YTO CHCTEMHOE BO3/ICHCTBHE aaaiMyMada Ha HOBOPOXKIEHHOTO TIPU
IPyIHOM BCKapMIIMBaHHHM MAaJIOBEpOATHO. [10ATOMY MOJB3y TPYAHOTO BCKAPMIIUBAHHS IS
Pa3BUTHS | 3710pPOBBSI peOCHKA CIIeIyeT pacCMaTpUBaTh C YIETOM KIMHUYECKONH HEOOXOIUMOCTH
JICYCHHSI aJaTUMyMaOoM y MaTepy U BEPOSTHOCTH Pa3BUTHUS MOOOYHBIX Y(PPEKTOB BCIEICTBHE
BO3JICUCTBUS afanuMyMada Ha peOCHKA, HAaXOSIIErocsl Ha TPyJIHOM BCKapMJIMBAHUHU, WIH TI0
NPUYHHE COMYTCTBYIOMIETO 3a00JIeBaHMs MAaTEPH.

4.7. BausiHde HAa CHOCOOHOCTH YNPABJSITH TPAHCHOPTHBIMU CPeACTBAMH M padoTaTh ¢
MeXaHu3MaM#

[Tpenapat AnanmumyMald MOXET OKa3bIBaTh HE3HAUYUTEIILHOE BIMSHUE HA CIIOCOOHOCTH YIIPABIIATh
TPAHCIOPTHBIMH CPEJICTBAMH H IPYTMMHU MEXaHU3MaMH, TaK Kak Ha ()OHE MPUMEHEHHSI ITpernapara
MOTYT HaOJIIOAATHCS TOJIOBOKPYKEHUE U HApYIIIEHUE 3peHust (CM. pazzen 4.8).

4.8. HexenaTejibHbIE peaKIUU

Pesrome mpoduis 6e3onacHOCTH

Haubonee yacTto coobmanock 0o Takux HEXeNaTeNbHBIX PeaklMsX, Kak WHpeKuuu (Hampumep,
Ha30(apUHTUT, THPEKIIUU BEPXHUX JAbIXaTEIbHBIX IyTEH U CHHYCHUT), pEaKLIMU B MECTE HHBEKLIUU
(apuTeMa, 3yJ, KpoBOTE€UEHHUE, OOJIb WIH OTEK), TOJOBHASI OOJIb M KOCTHO-MBIIIEYHBIE OOJIH.
Coo0mranock 0 Cepbe3HBIX HEXKeNaTENbHBIX PeaKIHsIX MpU MpUMEHeHHH aganumymada. Takue
anTaronuctsel ®HO, kak ananumymal, BIUSIOT HA UMMYHHYIO CUCTEMY, U KX IPUMEHEHHE MOKET
MOBJIMATH Ha 3aIIMTy OpraHu3Ma oT MH(pekuil u paka. Takke Mpu NPUMEHEHUHU aJaauMymada
COOOIIAIOCh O CMEPTENbHBIX M YIPOXKAIOMUX >KU3HU HMHOPEKIHUIX (B TOM YHCIE Cercuce,
OMMOPTYHUCTHYECKUX HHQPEKIUAX U TyOepkynese), peaktuBaiuu BI'B wu pasznuunbix
3JI0KaY€CTBEHHBIX OMYyXOJsAX (B TOM uwucie leldkemuu, Jumdpome U T-KIeTouHoU mumdpome
MIEYECHU U CEJIE3EHKH).

CooOmranoch 0 ciyyasix Cepbe3HBbIX I'€MaTOJIOTHMYECKUX, HEBPOJIOTMYECKUX M ayTOMMMYHHBIX
peakuuii. OHU BKIIIOYAIOT PEAKUE CIIydau MaHIUTONEHUH, alUIACTUYECKOW aHEMUH, LICHTPATbHBIX
u nepudepruuecKux JIEMUCTHHU3UPYIONINX SBICHHUA, a Takke COOOIIEHUS O BOJYaHKE,
BOJIYAaHOYHO-TIOI00HBIX 3a00sieBaHUAX U cuHapoMe CtuBeHca — JI>KOHCOHa.

TabnuyHOE pe3roMe HEXKENATEIbHBIX PEAKIINI
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HexenarenbHble peakiMy MpeCTaBICHBI cOriacHo kiaccudukanuu (cMm. Tabmuiy 1):

oueHb yacto (> 1/10);

gacro (> 1/100, o < 1/10);

Heyacto (> 1/1000, o < 1/100);

penko (> 1/10000, o < 1/1000);

oueHb penko (< 1/10000);

94acTOTa HEM3BECTHA (Ha OCHOBAHMU MMEIOIINXCS TAHHBIX OI[CHUTH HEBO3MOXKHO).
HexenarenbHple peakiuy MPEACTaBICHBI B IpenesaX KaXJIoro Kiacca CHCTEMbl OPraHOB IO
CTETICHU YOBIBaHUS CEPbE3HOCTH.

Tabauya 1. Pe3rome HedxceramenbHuIX peakyuil

Kuaace cucrem opranos Yacrora HexenarenbHble peakuuu

Nudexunn u napazun™ OueHb 4acTo WNudekunn apixaTenbHbIX TyTed (B TOM
grciie WH(EKIUH HWKHUX W BEPXHHUX
JIBIXaTEJIbHBIX My TeH, ITHEBMOHUS,

CHUHYCHUT, (apUHTUT, Ha30(apUHTUT U

BUpYCHas MTHEBMOHMS, BbI3BaHHAs
reprecom)
Yacro Cucremupie uHpekuuu (B TOM dHCTE

CeNCUC, KAaHIUI03 U TPHUII), KHUIICYHbIE
uHpeKIMM (B TOM 4HCJIE€ BHUPYCHBIH
racTpOdHTEPUT), HMHPEKIUU KOXHU U
MSTKHX TKaHEeH (B TOM YHMCIIe MapOHHUXUS,
LEJUTIOJIUT, UMIIETUT0, HEKPOTU3UPYIOLIHI
dbaciMUT W  OMOSCBHIBAIOIIUN  JIUIIAN),
YIIHbIE HH(EKINH, NTHPEKIIUHU MTOJIOCTH PTa
(B TOM uymcie  TPOCTOM  reprec,
replIeTHIYecKoe IOpaKEHHE  CIU3UCTOU
00OJIOYKM TOJIOCTH pTa U  3yOHBIE
nH(peKnn), MHPEKIUU MOJIOBbIX MyTel (B
TOM 4YHCJIe BYJIbBOBaruHajgbHasi rpuOKoBas
uH(peKIrs), MHPEKIUU MOYCBBIBOISIIINX

nyteii (B TOM uucie NHETOHe(PPHUT),

22



COOTBETCTBYET SKCTNEPTHOMY OTHETY

ot 14.05.2026 N= 9583

b ahed g O Rk

CYCTaBOB

Heuacto

HeBposornueckue nadekunu (B TOM 4ucie
BUPYCHBIN MEHUHTHT),
OIITOPTYHUCTHYECKHE UHPEKITUH u
TyOepKyJie3 (B TOM qucie
KOKIUJIUOUIOMUKO3,  THUCTOIUIA3MO3 |
MHUKOOaKTEpHaIbHbBIE nHpeKknuu,
BbI3BaHHBIC Mycobacterium avium
complex), OakrtepuanbHbie HHDEKIIUH,

ria3Hble MHPEKINH, TUBEPTUKYITAT***

JloOpoKaueCTBEHHBIE,
3JI0KaYECTBEHHBIC U
HCYTOYHCHHBLIC
HOBOOOpa30BaHMS (BKIIIOYAs

KHCTBI U HOJ'II/IHBI)

Yacto

Pak ko’xu, 32 UCKIIIOUCHHEM MEJIaHOMBI (B
TOM 4YHucIie 6a3aJIbHOKIETOUHAs KapLuHOMAa
u IIJIOCKOKJIETOYHBIN pax),

J00pOKa4YeCTBEHHBIE HOBOOOPA30BaHNUs

Heuacto

Jlumboma**, comuanble omyxonu (B TOM
qHCie pak MOJIOYHOH JKEIe3bl,
HOBOOOpA30BaHUE B JICTKUX M IUTOBUTHON

xKenese), Meranoma™ *

Penxo

Jletikemus * **

HewnssectHO

T-knerounas  nuMdoMa  MEYEHU U
Cele3eHKU™*** kapuuHOMa M3 KIJIETOK
Mepxkens (HeHpOIHAOKPUHHAS KapIIHHOMA

KOXKH ) ***

Hapymenust co  cTOpOHBI

OueHb 4acTo

Jleiikonienust (B TOM 4uClie HEUTPOIIEHUS U

arpaHyJIOIUTO3), aHEMUS

kpoBu u nuMparudeckoit | Yacro JleitkonuTo3, TPOMOOIIUTOTICHUS
cucTeMbl* Heuacrto Nnnonatudeckass TpoMOOIMTOIIEHUYECKAsT
Imypirypa

Penxko [TanmuroneHus
Hapymennst co  croponsl | Hacro ['Mnep4yBCTBUTEIBHOCTD, aJIEPTHs (B TOM
MMMYHHOW CHUCTEMBI* YHUCJIE CE30HHAs aJUICPTHs)

Heuacto Capkronmo3z***, BacKyIuT

Penxo Anadunakcus™**
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Hapymenust merabonmsma u

IIUTaHUA

OueHp 4acTo

s A A

Yacto

['unokaniemusi, MOBBILIECHHBIA YPOBEHb

MOYEBOM KHUCJIOTBI, OTKIIOHEHHE YpPOBHS
HaATpUs B KpOBH

oT HOPMEI,

TUIIOKAJIbLIUCMHU A, TUNCPIIIMKCMUA,

runodocharemus, 00e3BOKUBAHHE

[lcuxuueckre HapyIHICHUS

Yacto

W3meHenue HacTpoeHus (B TOM 4YHCIE

Jierpeccus), 0ecroKorncTBO, OECCOHHMIIA

Hapymenust co  croponsl | OueHb 4acTo ['onoBHast 607156
HEpPBHOM cucTeMbr™ Yacro [Tapecte3ust (B TOM 4mucie Tumecre3us),
MUI'PEHb, KOMIIPECCHUS KOPELIKa HEPBa
Heuacto Hapymenue MO3TOBOT'O
KpOBOOOpareHus * **, Tpemop,
Helponatus
Penxo Paccesuuprii CKJIEPO3,
JIEMHUEIIMHU3UPYIOIINE HapyLIeHUs
(HampuMmep, HEBPUT 3PUTEIHLHOTO HEPBA,
cunzpoM ['uitena — bappe)***
Hapymennss co  croponsl | Hacro Hapymienne  3peHus,  KOHBIOHKTHBHUT,
Oprasa 3peHust Onedapur, oTek ria3
Heuwacro Jnnnonuvst
Hapymenust co  croponsl | Heuacto I'myxota, nryM B ymax
oprasa ciyxa u JabupuHTa Yacro Bepruro
Hapymwennss co  croponsl | Hacro Taxukapaus
cepaua Heuwacro Wndapkr MHOKapaa***, apUTMU,
XpOHHUYECKasl cep/ieyHasi HeI0CTaTOYHOCTh
Penxo OcraHoBKa cepia
Hapymenust co  croponsl | Hacto ['unepronus, IIOKPACHEHUE KOXH,
COCyZIOB remaroma
Heuacto AHeBpH3Ma A0PTHI, OKKJIIO3US COCYAOB U
aprepuit, TpoM60(Ie0UT
Hapymenust co croponsl | Hacto AcTMa, OBIIKA, KaIIEIh
NBIXaTEIbHONU cuctemsl, | Hewacto Jlerounas SMOOJIHST* ¥ *,
UHTEPCTULMAIbHAS ~ OOJIE3Hb  JIETKHX,
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OpraHOB TPYAHOW KIETKH U
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CpelloCTeHUs JICTKUX, IIHCBMOHMUT, TUICBPATHHBIN
BBIITOT™**
Penxo dubdpo3 Jerkux***
Hapymienust co  croponsl | OueHb 4acTo Bonb B xuBOTE, TOUTHOTA U PBOTA
YKEITyJOYHO-KUIIIEYHOT O Yacro KpoBoreuenne wu3 XKKT, ngucnencus,
TpakTa racTponsodareaabHas pedmrokcHas
6one3nb, cuaapom lllerpena
Heuacto [Tankpeatut, qucdarus, OTeK JUIA
Penxo [IpoGoaeHue KumeyHuKa™ **
Hapymenust co  croponsl | OueHb 4acTo [ToBBILLIEHHBIM ~ YPOBEHb  IEYEHOYHBIX
IICYCHH U JKCITYCBBIBOIAIINX bepMeHTOB
myTen * Heuacrto XOJICHUCTUT U KETIYHOKAMEHHAas 00JIC3Hb,
CTeaTo3 Me4YeH!, MOBBIIICHHbIN OUIHpyOUH
Penxo lemarut, peakTuBanus Trematuta B***,
ayTOMMMYHHBIH remaTuT™**
HeussectHo [TeueHOYHAsI HEAOCTATOYHOCTh ***
Hapymenust co  croponsl | OueHb 4acTo CpInb (B TOM unCIIe 3KCPOoIMaTUBHAS ChIIIb)

KOXH U IIOJAKOXKHBIX TKaHEH

Yacto

VXyaumieHne WM BIEPBBIE BBISBICHHBIN

(B

MOJIOLIBEHHBIH MyCTYJIe3HbIN Icopuas)™**,

rncopuas TOM HUuCJIC JaJOHHO-

KpanuBHUIA, KPOBOMOJATEKU (B TOM YHCIIE
mypIypa), IepMaTuT (B TOM YHCIIE IK3eMa),
JIOMKOCTb

HOI'TCBBIX IJIACTUHOK,

TUIIEPTUAPO3, ajlonenus™**, 3yn

Heuacto

Hounas IMOTIMUBOCTD, HIPpaMbl

Penxo

OKccynaTuBHas spureMa***  cuHIpoM

CruBenca JxoHCOHA™ **
AHTMOHEBPOTHUYECKUH OTeK™**  KOXKHBIN
BaCKYJIHUT***,

JINXECHOUAHasA pCaKkmus

KOXH***

HewnssectHo

YXYJIIJ_ICHI/IC CHUMIITOMOB

JIepMaTOMHO3UTA ™ **

OueHp yacTo

KocTtHO-MBIIIEYHBIE 00N
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Hapymwennss co  croponsl | Hacro MH'{E&%‘&J@JQP“;&EH i:'(@: I:TEE/II g :llf-lll;fcllzﬂe
MBILIEYHOM,  KOCTHOW U MOBBIIICHHBIN YPOBEHb
COEJIMHUTEJIbHON TKaHU KpeaTuH(pOCcPOKUHA3HI B KPOBH)
Heuacto Pa6bpomuonus, CUCTEMHas KpacHas
BOJIYAHKA
Penxo BomuanouHo-mog00HbIH cHHApOM™ **
Hapymwiennsst co  croponsl | Hacro [ToyeuHas HETOCTATOYHOCTh, TEMATYPUS
IIOYeK M MOuYeBBIBOIAIMX | Heuacto Huxrypus
nyTen
Hapymenuss co  croponsl | Hewacto OpeKkTuibHas TUCHYHKIUSL
pEnpOIyKTUBHOM CUCTEMBI U
MOJIOYHBIX XKEJIE3
Oo6mume HAapyLIECHUS u | OyeHs yacTo Peaknuu B MecTe MHBEKIUU (B TOM YHUCIE
peaxiuu B MecTe BBeJleHUs * spUTEMa B MECTE UHBEKIIUHN)
Yacto bonb B rpyau, oTek, nupexcus™**
Heuacto Bocnanenue
JIaGopatopHsble u | Yacro Hapymenus KOaryJysiuu u
HWHCTPYMEHTAJIbHBIE JaHHbIE * reMoppariueckue HapymeHus (B TOM
yycjie  MOBBILIEHHOE AKTUBHPOBAHHOE
YaCTUYHOE TPOMOOIUIACTUHOBOE BpeEMs),
MOJIOKUTENBHBIM  pe3yslbTaT TecTa Ha
ayToaHTuTena (B TOM YHCIE aHTUTENA K
neyxinenoueynot JIHK), mnoBwimeHHbIi
YPOBEHB JIAKTATACTUIPOTEHA3BI B KPOBU
TpaBmbl, HHTOKCHMKauMu U | Yacto VXyniieHue 3aKUBJICHUS
OCJIOKHEHUS IPOLEAYD

*JlonosnHUTeNbHAST MHGOpPMAIUs MpeacTaBieHa B Apyrux pasgenax 4.3, 44 u B Apyrux
nojapasnenax pasuena 4.8.

**Bxroyasi OTKPBIThIE, pAaCIIMPEHHBIE UCCIIEIOBAHUS.

*+*Brorrodyast JTaHHBIE CIOHTAHHBIX COOOIIEHUH.

bonesnuv bexuema (unmecmunanvhas gpopma)

[Tpodwe 6e30macHOCTH B UCCIIEAOBAHUH C YYACTHEM STIOHCKUX MAIMEHTOB C MHTECTHHAIBLHON
dopmoii 6oseznn bexuera ObUT TaKUM Ke, Kak 0O Mpouiib 6€30MaCHOCTH agaaruMymaoa.

Yeeum
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

npodmis 6€300aCHOCTH alaTuMymada.

AKmusHbIli 2HOUHBIU 2UOPAOEHUM

[Tpodpwmie GezomacHocTn y mamueHToB ¢ [T, monydaBmmx jeueHue agaimmymadoom 1 pa3 B
HEJIENI0, OBLT COTTOCTABUM C M3BECTHBIM IPOQHIIeM 0€30MaCHOCTH alaluMymada.

Tlobounvle a¢ghghexmul y nayuenmos 0emcko2o 603pacma

B nienom HexenaTenbHbIE SBJICHUS Y MAIIEHTOB JETCKOTO BO3PACTa OBLTH CXOXKHU C SIBICHUSIMH,
HaOJTFOIaBITMMHUCS Y B3POCIIBIX MAI[MEHTOB, [0 YaCTOTE U BHILY.

OmnmncaHue OTACIBHBIX HEXKEIATSIbHBIX PEaKITIM

Peaxyuu 6 mecme unvexyuu

VYV 12,9 % narueHToB (B3pOCIBIX U JACTEH), MOMYyUaBIIUX JICYCHUE aTaTuMymMaOboM, BO3HUKAIIU
pPEaKIMU B MECTe UHBEKIMU (IpUTEMa U/WIIK 3y, KpOBOTEUEHHE, OOJIb UM OTEK) [0 CPABHEHUIO
¢ 7,2 % nanueHToB, MOJIy4yarolluX Iiane0o WM KOHTPOJIbHbIN npenapaT. B ocHOBHOM peakuuu
B MECTE€ UHBEKLIUU HE TPEOOBAJIM OTMEHBI JIEKAPCTBEHHOI'O IIpernapara.

Hngpexyuu

B unccrnenoBanusax y B3pocCibIX U I€Tei yacToTa BO3HUKHOBEHMs MH(pekuui coctasuia 1,51 Ha 1
HAlMEeHTO-TO/ B TpyIIe HNalMEeHTOB, MOJyYaBUIMX afaiuMymad, u 1,46 Ha | manueHTo-roj B
KOHTPOJILHOMW TPYIIIE.

Wudexkunn rinaBHBIM 00pa3oM BKIIIOYAIM Ha30(apUHTUT, UH(MEKIUN BEPXHUX AbIXaTEJIbHBIX
nyTel W CHHYCHUT. DBONBIIMHCTBO NalMEHTOB MNPOJODKUIM NpUeM adadumymada mocie
paspenieHns: HHPEKIHH.

YactoTa BO3HMKHOBEHMS CEpbE3HBIX MH(EKIUil Oblla CONMOCTaBMMa B TpyMIe JeueHUus
aganmumymabom U kKoHTposibHOM rpymme: 0,04 u 0,03 Ha 1 manueHTo-roji COOTBETCTBEHHO, —
cocraBmia 0,04/manueHTo-rofa CpeAM MAIMEeHTOB, MOJYYaBIIMX JEYCHHE alaauMyMaOoM, U
0,03/maruenTo-roaa cpey MalueHToB, MOJyYaBIIUX MJ1aned0 U aKTUBHBIN Mpernapat KOHTPOJIS.
VY B3pocabix W JeTed cooOmianoch O CEpbe3HbIX HMHQEKIUSIX (B TOM 4YHCIE CMEPTEIbHBIX
MH(pEKINSIX, KOTOPbIe BOZHUKAIIU PEAKO), BKIIOYAIOIINUX COOOIIEHUS 0 TyOepKyJiese (B TOM YHciie
MIIMAPHOM M BHEJETOYHOM) M HWHBA3UBHBIX ONMOPTYHHUCTHYECKUX HH(EKIMAX (Harmpumep,
JMCCEMUHUPOBAHHOM MJIM BHEJIETOYHOM T'HCTOIIa3MO3€e, OJIACTOMHUKO3€, KOKIUIMONTI0OMHUKO3E,
ITHEBMOIIMCTO3€, KaH1/103€, acliepruiiiese u Juctepruose). B OonpIIMHCTBE ciayyaeB TyOepKyie3
BO3HHUKAJ B TEUEHHE MEPBbIX BOCBMU MECSIEB MTOCIIE Havyalla TepaIruu, YTO MOKET yKa3bIBaTh Ha
peLuIUB JTATEHTHON OOJIe3HU.

3noxauecmeennvle H086000PA3068aHUA U TUMPONPOTUDEpamusHble HAPYUIEHUS

B xone uccnenoBaHuit ajanuMymaba y JeTell ¢ IOBEHWIBHBIM HJIMONATHYECKHUM apTPUTOM

(MONMMAPTUKYJISAPHBIM IOBEHUJIBHBIM HIMOMATHYECKUM apTPUTOM U DHTE3UT-aCCOLMMPOBAHHBIM
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apTputoM), OoJe3Hbplo Kpona, OsedHbIM HCODI/I&BJ)-L/I' %E{“ LEJ?IEQH—HLI_ IJKO'JTI/ITOM

3JI0Ka4E€CTBEHHBIX OIYXOJIEH HE HaOII0AaI0Ch.

B uccrnenoBaHusix y B3pOCIBIX YacTOTa BCEX 3JIOKAYECTBEHHBIX OIyXOJIEH, 3a MCKIIOYEHHEM
auMGbOMBI 1 HEMEJIaHOMHOTO paka Koxu, coctasuia 6,8 (95 % [1U: 4,4-10,5) na 1000 nauuenTo-
JerT.

YacToTa HEMenaHOMHOTO paka Koxu coctaBuia 8,8 (95 % [AU: 6,0-13,0) na 1000 naruenTo-Jer.
Cpenu 1aHHBIX BUJIOB paKa KOXH 4acTOTa PENOPTUPOBAHUS INIOCKOKJIETOYHOIO paKa COCTaBMJIa
2,7 (95 % 1U: 1,4-5,4) na 1000 mareHTO-I€T CPEIH MAIHCHTOB.

Yacrora nmumdomsl coctaBuina 0,7 (95 % AU: 0,2-2,7) nva 1000 mauuento-net. B npoieHHbIX
HCCJIEJOBAHMSIX YacTOTa PEOPTUPOBAHUS OITyXO0JIEH HE YBEJIMUMBAJIACh: BCEX 3JI0KAUE€CTBEHHBIX
OITyXOJIeH, 3a UCKITIOYCHHEM JIMM(DOMBI 1 HEMEIIAHOMHOTO paka koxu, — 8,5 Ha 1000 manueHTo-
JIET, HEMEJIaHOMHOT0 paka Koxku — 9,6 Ha 1000 naruenTo-ner, mumdomsl — 1,3 Ha 1000 naruenTo-
JeT.

B xozxe noctperucTpallMOHHOro NEPUoAa PeaKo coO0IIaIoch O cilydasx pa3BUTUs T-KJI€TOUHOM
TUM(OMBI TICUSHH U CENIE3€HKHU Y TalMeHTOB, MOTYyYaBIINX JICYEHUE aJaTuMyMadoM.
Aymoanmumena

B xoxe xnunmyeckux wuccienoBanuii y 11,9 % mnamuentoB ¢ PA, momyuyaBmux JieueHue
aganumymadom, u y 8,1 % mauueHToB, Moyiy4aBIIMX IU1a1e00 U aKTUBHBIN IpernapaTr KOHTPOJIA,
PEerucTpUpOBaIOCh NOSIBIICHNE ayTOAHTUTEN Ha 24~ Hejlee Tepanuu.

VY manueHToB ¢ peBMATOMJIHBIM apTPUTOM M MCOPHUATHUECKUM apTPUTOM PEAKo HabIoganvch
KIMHUYECKHE TPU3HAKH, YKa3bIBAIOIIME HAa BIEPBbIE BO3HUKIINI BOIYAaHOYHO-TIOAOOHBIN
cunapoM. CocTosiHME MALMEHTOB YIY4IIMIOCh MOCiie IpeKpalieHus Tepanuu. Hu y ogHoro us
NAlUMEHTOB HE HAOJI0JANOCh PAa3BUTHE BOJYAHOUYHOIO He(pHUTA UM CHUMIITOMOB CO CTOPOHBI
LIEHTPAJIbHOW HEPBHON CUCTEMBI.

T'enamobunuapmvie Hapywenus

VY mauueHToB ¢ pa3nu4HbIMU 3a00neBanusaMu (PA, mcopuatnueckuit apTpuT, MONIUAPTUKYISPHBIN
IOBEHUJIBHBIM HJIMOTIATUYCCKUN apTPHUT, DHTE3UT-aCCOIMUPOBaHHBIM apTpuT, bK [0oie3nb
Kpona], s3Bennslii konut, BK y nereif, GusmeuHslit copuas, THOMHBIN THApPAJEHUT, YBEHT)
Habmroanock noseimieHne yposHsa AJIT no 6,1 % cinyuaes.

[To Bcem moka3zaHUsM B KJIMHUYECKHUX HCCIIETOBAHUSIX Y MAlMEHTOB C MOBBIIIEHHBIM YPOBHEM
AJIT He HaOMIOAATTUCH CUMITTOMBI U B OOJIBIIMHCTBE CIy4YaeB MOBBIIIEHUS ObUTH TPEXOIALIIUMU U
paspemiagnch Ha (GoHe MpojoiKarouerocs jgedeHus. OQHAKO B XO/€ MOCTPErHCTPALMOHHOTO
nepuosia cooOIIaJoch O Cay4asX MEUYEHOYHOW HEIOCTaTOYHOCTH, a TaKKe MEHEe TSKEINbIX
HapyLIECHUAX MEYEHHU, KOTOPbIE MOIJIM MPEALIECTBOBATh NTEYEHOUYHON HEIOCTATOYHOCTH, TAKUX

KakK remnaTturt, B TOM 4YHUCJIIC aYTOI/IMMYHHblf/'I reéraTuT, y TaliquCHTOB, IMOJIy4YaBIINX aI[a.]'II/IMYMa6.
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AEOOBATENEHOCTE 0003

{
Conymcmeyiou;ee Jleyerue a3amu0npuH0M/6-Mep7<anm0 WHD

B xoxe uccnenoBanuii y B3pocibix ¢ 6one3Hpio Kpona Habmonanace 6osee BBICOKAsk 4acTOTa
HEXKCIAaTCIbHBIX HBHCHHﬁ, B YaCTHOCTU PCHOPTUPOBAHUEC 3JIOKAYCCTBCHHBIX OHYXOJIeﬁ u
HEKENATEIbHBIX SIBICHUN, aCCOI[MMPOBAHHBIX C CEPhE3HBIMH HHQEKIMUAMH, PU MPHUMEHCHUH
ananuMymaba B KOMOHMHAIMM C a3aTHONPHHOM/6-MEPKANTONYPHHOM [0 CPaBHEHHIO C
MOHOTEpAanuen alaIuMyMadoM.

COOGH.ICHI/IC 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare 0 M0J03pEBAEMBIX HEXKENAaTeIbHbIX pPEAKLUMAX I[0CIe perucTpanuu
JIEKapCTBEHHOT'O Ipernapara ¢ Lellbl0 00ecreyeHns: HePepbIBHOIO MOHUTOPUHIA COOTHOLLICHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOIO Ipemnapara. MeauIMHCKUM pabOTHUKaM pPEKOMEHAYEeTCs
coo0maTe O JMOOBIX MOA03PEBAEMBIX HEXKEIATEIbHBIX PEaKIUsIX Ha JIGKAPCTBEHHBIN Iperapar
yepe3 HallMOHAJIbHbIE CUCTEMBbI COOOILEHHUS O HEXeNaTeJbHBIX peakUUsX rocylapCTB-4JICHOB
EBpa3suiickoro 3KOHOMHYECKOI0 COI03a.

Poccniickas @enepanns

®DenepanbHas ciryx0a 1o Haa30py B cepe 3ApaBOOXpaHCHHUS

Anpec: 109012, r. MockBa, CnaBsiHcKast 1iomanis, a. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnekrponHas moura: pharm@roszdravnadzor.gov.ru uau npr@roszdravnadzor.gov.ru

Caiit B MH(GOPMAIIMOHHO-TEIEKOMMYHHUKAIIMOHHOM ceTu «nTepHeT:
www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

B xone kimHHUYecKuX Mcciae10BaHui Kakue-1100 SBIEHUS 10300IpPaHUYMBAIOIIEH TOKCUYHOCTH
He HaOmoanuch. CamMoil BHICOKOW OLIEHUBAEMOM /103011 SBJIsIaCh MHOTOKpaTHasi BHYTPUBEHHAs

no3a 10 mr/kr, npuMepHo B 15 pa3 npeBsliiaronas peKOMEHIYEMYIO J03Y.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCcKHe CBOiicTBA

dapmakoTepaneBTHUECKasi Tpylna: HMMMYHOJAEIPECCAHThl; HMHIHOMTOPHI (akTopa HEKpo3a
onyxonu anspa (PHO-anbda).

Kox ATX: LO4AAB04

MexaHn3M IeiCTBUS

Anamumyma6 cenekTuBHO cBsizbiBaeTcs ¢ @HO u Helitpanusyet 6uonornveckyto pyunxipo @HO
3a cueT OJI0Ka/Ibl B3aUMOJICHCTBHS C TIOBEPXHOCTHBIMU KIIETOYHBIMH P55 u p75 perientopamu K
®HO. Taxke agammMmymad MOAYJIUPYET OHOJIOTHYECKHE OTBETHBIC PEaKIMHM, KOTOpPHIS

MHAyUUpyroTcs uin peryiaupytorcs @HO, Bkiatouas MU3MEHEHUS YPOBHEW MOJIEKYJ aJre3ud,
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BBI3BIBAIOIIMX MUTpanuio JeiikonutoB (ELAM-1, VCAMDII:}/I:IM %‘ﬁgg’%ldé—ﬁlnﬁ '_I'(JEB‘(}'=I :'0, 1-
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0,2 HMOTTB/M).

Kinuanueckas 3¢ dekTUBHOCTL U 0€3011aCHOCTh

[Tocne newyenus amanumymaboM HaOIIOJANIOCH OBICTPOE CHUXKEHHE YpPOBHS OCTPOQa3zHbIX
nokazareseit Bocnanenus (C-peaktuBHoro 6enka [CPB] u ckopocTH ocemaHuss SpHUTPOLUTOB
[COD])) u yposus utokutoB (MJI-6) B CBIBOPOTKE KPOBH B CPABHEHHUH C HCXOIHBIMH 3HAUCHUSIMH
y TNAUUEHTOB C peBMarouAHbIM apTputoM (PA). YpoBeHb MaTpHUKCHBIX METAJIONPOTEHHA3
(MMP-1 u MMP-3) B ChIBOPOTKE KPOBH, BBI3BIBAIOIIHNX PEMOJCIUPOBAHUE TKaHEH, KOTOpOE
JCKUT B OCHOBE pa3pylICHUs Xpslla, TakKe CHU3WICS IOclie BBEACHMS adanumymada. Y
NAIMEeHTOB, IOJYYaBIIMX JICUYCHHE aJaluMyMa0OM, OTMEYalloCh, KaK IPaBHUJIO, YIIydIICHUE
reMaToJI0rM4eCKUX IPU3HAKOB XPOHUYECKOTO BOCIIATICHHUS.

Takxe ObicTpoe cHmkenue ypoBHs CPb HaGmiomanoch y ManueHTOB € MOJUAPTUKYJISIPHBIM
IOBEHWJIHBIM HJIMONATHYECKUM apTpUTOM, Oone3Hbio KpoHa, S3BEHHBIM KOJIMTOM W THOMHBIM
THJIPAJICHUTOM TIOCIIE JICUSHHs ananuMymadoM. Y manueHToB ¢ Oone3npio KpoHa oTmeuanoch
YMEHBIIIEHNE YHCIIa KJIETOK, IKCIPECCUPYIOIIUX MapKephbl BOCHAJIEHUS TOJICTON KHILKH, B TOM
yycie 3HauuTenbHOe CcHkeHue »skcnpeccun @OHO-o. DHpockonuueckune HccaeqoBaHUs
CIIM3UCTON OOOJIOUKH KHUIIEYHUKA TMOKA3adl MPU3HAKH 3a)KUBIICHUS CIU3UCTONH OOOJIOUKH Yy
NAIMEHTOB, OJYYaBUINX JEUEHUE alalTUMyMaOoOM.

bonv 6 mecme unvexkyuu

B pan1oMu3upOBaHHBIX UCCIEAOBAHUAX, TPOBEICHHBIX Y B3POCIBIX MAIUEHTOB C PEBMATOUIHBIM
apTPUTOM, B KOTOPBIX MPOBOAMUIIACH CPABHHUTENbHAS OIICHKA OO B MECTE€ MHBEKIIUU B TPYTIIax
MalMeHToB, modydaBmux afganumymad 40 wmr/0,8 mm u 40 wmr/0,4 wmi, HaOmIIOIAIOCH
CTaTMCTUYECKM 3HAUYMMOE pa3jMuue: CpeJHEee 3HAYCHHE OLIEHKU OOJIEeBBIX OIYIIEHUN 10
BU3yaibHOU aHamoroBoil mikaie (ot 0 mo 10 cMm) coctaBuno 3,7 cM mo cpaBHeHHIO ¢ 1,2 cMm
cootBeTcTBeHHO (p < 0,001), uTO OTpaxano cpelHee yMEHbIIEHHE O0JIM B MECTe MHBEKLUHU Y
MalUeHTOB, TpUHUMABIIKX aganumymad 40 mr/0,4 mi, Ha 84 %.

5.2. ®dapmakoKUHEeTHYECKHE CBOHCTBA

AOcopO1us U pacipeelicHue

[Tocrne moAKOKHOTO BBEICHUS OJTHOKPATHOM 10361 40 Mr aganuMymada HabII01a0Ch MEITICHHOE
BCaCbIBAHHUC H pacnpeﬂeneHHe C OOCTHXCHHCM MaKCHMaHBHOﬁ KOHHeHTpaHI/II/I B CLIBOpOTKe
KpOBU TPUMEPHO uepe3 5 aHer mocne BBeaeHus. CpemHsissi aOCOMOTHAs OMOJOCTYITHOCTH
aganuMymaba Tocjie MOAKOKHOTO BBEACHUS OIHOKpPATHOM 103kl 40 Mr, paccynTaHHas Ha
OCHOBaHMHU JaHHBIX TpeX MccieaoBaHui, cocraBuna 64 %. Ilocie BHYTpUBEHHOIO BBEIEHUS
OJIHOKPATHBIX 703 B Auana3zoHe oT 0,25 mo 10 Mr/Kr KOHIEHTpauuu OBLIM MPOTMOPIIMOHATBHBI

no3e. [Tocne BBenenus 10361 0,5 mr/kr (~40 mMr) KaupeHc Haxoauics B mpeaenax ot 11 go 15 mi/y,
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0o0beM pacnipenenenus (Vss) HAXOIUIICS B IPEAEIax OT 5'}(6 -G]IEHDBE Tc%ﬂ)li}ﬁm— ;&Mhﬂaﬁwaﬂ

¢aza moyBBIBEICHHUS COCTABUIIA OKOJIO IBYX HENENb.

Konuenrtpanust ananmmyMaba B CHHOBHAJIBHOM KHJIKOCTH Yy HECKOJIBKMX MAIMEHTOB C
PEBMATOUIHBIM apTPUTOM KoJjiebanach B penenax ot 31 10 96 % OTHOCUTEIBHO KOHIIEHTPAIIMHI
B CBIBOPOTKE KPOBH.

[Tocne moakoxkHOTO BBeeHMs 10361 40 Mr ananumymada 1 pa3 B 2 Heziesn y B3pOCibIX alueHTOB
¢ peBMaronIHbIM apTpuToM (PA) cpenHsis MUHUMAabHAsI pAaBHOBECHAS KOHLIEHTPAIUS COCTABUIIA
OKOJIO 5 MKr/mil (6€3 COMyTCTBYIOIIETO JICYCHHS METOTPEKCaToM) M OoT 8 10 9 MKr/mi (mpu
COITyTCTBYIOILIEM JICYEHUH METOTPEKCATOM) COOTBETCTBEHHO.

MuHHMaIbHBIN PaBHOBECHBI YPOBEHb aJaliMyMada yBEJIWYHBAJICS TMOYTH MPONOPIMOHAIBEHO
JI03€ TOCIIe MOAKOKHOTO BBeAeHus 103 20, 40 u 80 mr 1 pa3 B 2 Henenu u 1 pa3 B Heelmo.
T[TocJie TTOIKOKHOTO BBEAEHHS 10361 24 Mr/M? (mo makcumanbHO# 10361 40 Mr) 1 pa3 B 2 Hegenu y
NAlMEHTOB C IOBEHWJIbHBIM mavonarudeckum aprpurom (FOMA) B Bo3pacte oT 4 no 17 ner
CpelHss MUHUMaJIbHAsl paBHOBECHAsI KOHLIEHTpaLus (3HaueHus1, usmepenHsle ¢ 20 o 48 Heznemno)
ajanumymala B CBIBOPOTKE KPOBH cocTaBmiia 5,6 £+ 5,6 mxr/mi (102 % xo3ddunment Bapuarum)
pU NPUMEHEHUHU ajaluMyMaba 0e3 COIyTCTBYIOLIEro JiedeHus MmeroTpekcatoM u 10,9 + 52
MKr/M (47,7 % ko3 unireHT Bapranuu) Ipy COMyTCTBYIOIIEM JICYCHHH METOTPEKCATOM.

V¥ nanuentos ¢ FOMA B Bo3pacte oT 2 10 4 et wiu 4 JeT u crapiie ¢ maccoi Tena < 15 xr,
MOJIYYUBIIUX aiaiuMymad B fo3e 24 Mr/M2, CpeAHssl MUHHMaJlbHas paBHOBECHAS! KOHIIEHTPALIHS
ajanuMymala B CbIBOpOTKe KpoBHU cocTtaBuiia 6,0 + 6,1 mxr/mi (101 % ko3 dunment Bapuarum)
Opy NMPUMEHEHHH ajaiuMyMaba 0e3 COMyTCTBYIOLIETO JIeYeHUs MeToTpekcaToM u 7,9 + 5,6
MKr/Mia (71,2 % ko3 uumeHT Baprayu) Ipy COMyTCTBYIOIIEM JIEYEHUH METOTPEKCATOM.
ITocie MOJKOKHOTO BBEEHHUS T03bI 24 MI/M? (10 MakCHMAasIbHOM 10361 40 Mr) 1 pa3 B 2 Hefenu y
NAalMEeHTOB C JHTE3UT-aCCOLMMPOBAHHBIM apTPUTOM B Bo3pacTe OoT 6 10 17 ner cpenHss
MUHHMMaJbHas paBHOBECHas KOHLEHTpalus (3HadeHus, HU3MepeHHble Ha 24-ii Hezene)
afganuMymala B CBIBOPOTKE KPOBH cocTaBmiia 8,8 £ 6,6 MKI/MII Ipu NMPUMEHEHUH aJanuMymada
0e3 COMyTCTBYIOIIEro JjeueHuss metorpekcatoM u 11,8 + 4,3 MKI/MJ mpu COMyTCTBYIOILEM
JICYCHUH METOTPEKCATOM.

[Tocne nmoxkoxuoro BBeAeHus 40 mr aganumymaba 1 pa3 B 2 Helenu B3pOCIBbIM MallMEHTaM ¢
aKCHAITbHBIM CIIOHIMIIOAPTPUTOM O€3 PEHTTEHOJIOTHUECKH TOATBEPIKICHHOTO aHKMIIO3UPYIOIIET0
CIOHJIMJIMTA CpeliHsAs (+ CTaHAApTHOE OTKJIOHEHHUE) PaBHOBECHAsI KOHIIEHTpalus Ha 68-ii Hefelne
cocrasmia 8,0 + 4,6 MKI/MIL.

VY B3pOCHBIX MAIMEHTOB C IICOPUA30M CPEOHSIS MUHHMajbHAas pPaBHOBECHAs KOHIICHTpALUs

COCTaBMJIa 5 MKT/MJI TIpu MOHOTepanuu aganumymadom 40 mr 1 pas B 2 Henenu.
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[Tocne moakoxxHoTro BBeAcHUS 0,8 MI/Kr (MaKCHMYM no':%qv[r} i8] ﬁﬂil_al_![:pal's é Henenn

JeTAM C XPOHUYECKMM OJSIICYHBIM TICOPHA30M cpenHsis (+ CTaHAapTHOE OTKIIOHEHUE)
pPaBHOBECHAsI KOHIICHTPALIMs COCTaBmiIa npuoOam3uTensHo 7,4 + 5,8 mxr/mi (79 % koapdunmeHt
BapHUaIlnu).

VY B3pOCIBIX MALUEHTOB C THOWHBIM FHAPAJACHUTOM P BBeACHUHU 1036l 160 Mr aganumymabda Ha
0-it megene u 3arem 80 Mmr Ha 2-i Hexene OblIa JOCTUTHYTa MHUHUMAJIbHAS KOHIEHTPALUS
aganmuMymaba B CBIBOPOTKE KPOBH NMPHUOIHM3UTEIHLHO OT 7 M0 8 MKr/Ma Ha 2-i u 4-il Henene.
CpenHsiss MUHMMaJIbHAsi pABHOBECHAsI KOHLIEHTpauus ¢ 12-i mo 36-10 HeIento COCTaBUiIa OKOJIO
8—10 MKr/mun npu nedyennn aganumymadbom 40 mr 1 pa3 B Heaeno.

W3ydyenue Bo3aelcTBUs anaiumyMada y JAeTeld ¢ THONHBIM THAPAIEHUTOM IPOBOJWIOCH C
UCTIOJIB30BaHUEM METOAA (hapMaKOKMHETHYECKOTO MOACTHMPOBAHUS M MOJICIIMPOBAHUS Ha OCHOBE
(dbapMaKOKMHETHYECKUX UCCIIEOBAHUM y eTel ¢ IpYyruMu 3a00JIeBaHUAMHU, KOTOPbIE MOTyYaln
JieYeHue alaluMyMa0oM (XpOHMYECKUN OJNSIIEUHBIM MCopuas, IOBEHWIbHBIA MAMONATHYECKUN
apTpuT, 6ose3Hb KpoHa 1 SHTE3UT-aCCOLMMPOBAHHBINA apTPUT).

PexomenoBanHas 103a y aeteil ¢ rHOWHbBIM ruapageHuToM — 40 mr 1 pas B 2 Hepenu. Beuny
TOT0, YTO BO3JCiCTBHE afganuMymalda 3aBUCUT OT MaccChl Tela, IETH ¢ OOJBIION Maccoil Tena u
HEJOCTAaTOYHBIM OTBETOM Ha TEPANUIO aJaTMMyMaOOM MOTYT IOJIy4aTh B3pociyto A03y 40 mr 1
pa3 B Hepenmo. Y TalUeHTOB ¢ Oosie3Hbio KpoHa mpu BBeIEHWH WHIYKIIMOHHOM 10361 80 Mr
aganmumymaba Ha 0-it Hemene, nanee 40 mr amanmuMmymaba Ha 2-M Hejlelle KOHIICHTpAIUS
ajanuMymada B CBIBOPOTKE KpPOBH COCTaBIIE€T MNPUONM3UTENBHO 5,5 MKI/MJI BO BpeMs
MHAYKIMOHHOTO NIEPUOJIA.

[Tpu BBeneHuM MHAYKUMOHHOM 103b1 160 mr amanumymaba Ha 0-i1 Henmene u 3atem 80 mr
aganuMymada Ha 2-il Henene ObuIa JOCTUTHYTAa MUHHMAJIbHAs KOHIICHTpalus againumymada B
CBIBOPOTKE KpOBHM OKOJIO 12 MKI/MJI B TeueHHEe HHAYKIHOHHOro mnepuoaa. CpenHuit
MHUHHMMAaJIbHBII paBHOBECHBI YPOBEHBb OKOJIO 7 MKI/MJ HaOMrofancs y MalUueHToB ¢ 00JIe3HbIO
Kpona, mosmydaBmmmx moiepkuBarontyro 103y 40 mr aganumymada 1 pa3 B 2 Henenw.

VYV nanuentoB gerckoro Bo3pacta ¢ bK cpemHel wim TSKETON CTENEHU TAKECTH OTKPBITO
BBEJICHHAs! MHAYKIIMOHHAs J103a ajainMymada coctasisia 160/80 mr unu 80/40 mr Ha 0-if u 2-i
HEJIeJIe COOTBETCTBEHHO, B 3aBUCUMOCTH OT macchl Tena > 40 kr wiu < 40 kr. Ha 4-i1 nenene
NanUeHTsl ObUIM paHAOMU3MpOBaHbl 1 : 1 B Tpynmy MNOAAEPKUBAIOIIETO JIEYEHHUS JUO0
crangapTHeIMU no3amu (40/20 mr 1 pa3 B 2 Heaenu), mn6o HU3kuMH no3amu (20/10 mr) 1 pa3 B 2
HEZENU B 3aBUCHUMOCTH OT MX Macchl Tena. CpeqHuil ypoBeHb (+ CTaHAAPTHOE OTKJIOHEHUE)
MUHHMAaJIbHOH OCTaTOYHON KOHIIEHTPALUU aJaluiMyMada B CHIBOPOTKE KPOBH, JOCTUTHYTHIA Ha
4-i1 nenene, cocraBuia 15,7 + 6,6 MKT/mMi y maniueHToB ¢ Maccoi Tena > 40 kr (160/80 mr) u 10,6

+ 6,1 MKr/mn y manueHToB ¢ maccoit tena < 40 kr (80/40 mr).
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3HaueHue (£ CTaHAAPTHOE OTKIOHCHHE ) MUHUMAIHLHOW OCTATOYHOM KOHIICHTPAIINH a1aTuMyMada
cocTaBmiIo 9,5 & 5,6 MKI/MJI B TpyIIie CTaHAAPTHBIX 103 U 3,5 £ 2,2 MKI/MJI B TpyIIie HU3KUX J103.
Cpennee 3HaueHNE MUHUMAJIbHOM OCTATOYHON KOHIIEHTPAIMK CTA0MIIBHO MOJACPKUBAIOCH Y
MAIMEHTOB, MPOJOJKUBIINX JeueHue aganumymadom 1 pas B 2 Henenu B TedueHue 52 Henenb. Y
MAIUEHTOB, KOTOPBIM YBEITUYHIIN KPATHOCTH MPHEMa 03Bl OT OJTHOTO pa3a B 2 HEAETH 10 OJHOTO
pasa B HeJIeTo, cpeIHsis (£ CTaHAapTHOE OTKIOHCHHE) KOHIICHTPAINS aIaTuMyMada B CBIBOPOTKE
KpoBU Ha 52-if Henene cocraBmwia 15,3 = 11,4 mxr/miu (40/20 mr, 1 pa3 B Henenmio) u 6,7 + 3,5
Mkr/mit (20/10 mr, 1 pa3 B Heeno).

Y B3pOCIBIX MAallMEHTOB C SI3BEHHBIM KOJIUTOM TIPU MPUMEHEHHH WHIYKITMOHHOHN 10361 160 mr
agamumymaba Ha 0-i Hemene u 3areM 80 Mr aganmumymada Ha 2-W Hemene ObLIa JOCTUTHYTA
MUHUMAaJbHAs KOHIIEHTpAIUs aJaiuMyMada B CHIBOPOTKE KPOBH OKOJIO 12 MKI/MII B TeueHHUE
WHAYKIHOHHOTO rmepuoga. CpeaHee paBHOBECHOE 3HAYEHHE MUHUMAIbHOW OCTATOYHOM
KOHIICHTPAIIUU COCTABWJIO OKOJIO 8 MKI/MJI y TIAIUEHTOB C SI3BEHHBIM KOJUTOM, TOJYYaBIIMX
noiIepKuBarontyro 103y 40 mr aganumymatda 1 pa3 B 2 Hegenu.

[Tocne moaK0KHOTO BBEIEHHUS J103bI ¢ yueToM Macchl Tena 0,6 mr/kr (Ho He 6onee 40 mr) 1 pa3 B
2 Henenu y JAeTed C S3BEHHBIM KOJIUTOM CpelHss (+ CTaHAapTHOE OTKIOHEHHE) paBHOBECHAs
KOHIEHTpalus aganuMymalda B cbIBOpoTke coctaisuia 5,0 + 3,3 mkr/miu Ha 52-it Henene. s
MaIlKUeHTOB, KOTOpble noiydanu a03y 0,6 mr/kr (He 6omnee 40 Mr) KaxIyl0 HEJEN0, cpeauss (£
CTaH/JapTHOE OTKIJIOHEHHE) PaBHOBECHAs KOHIICHTpAIUs aJainMyMada B CHIBOPOTKE COCTaBIIsLIa
15,7 £ 5,6 mxr/mit Ha 52-1 Henene.

Y B3pOCIBIX MAIIMEHTOB C YBEUTOM IPU MPUMEHEHUH WHYKITMOHHOM 10361 80 MT ajanmumymada
Ha 0-i1 Hexene, 3atem no 40 Mr aganiumymada 1 pa3 B 2 Henenu, HaunHas yepe3 1 Hepenmto nocie
Hayvaja Tepanuu, CPeIHsAS paBHOBECHAS! KOHIIEHTPALIHs COCTaBIsET MpUOIH3UTENbHO OT 8 10 10
MKT/MJI.

VY nereil ¢ yBeMTOM MPOBOAMIIOCH MOMYJISIUOHHOE (PapMaKOKMHETUYECKOE MOJIEIMPOBAHUE U
MOJICJTMPOBAaHUE HAa OCHOBE (DapMaKOKMHETHYCCKHX IAHHBIX Y JPYTUX IMAlUEHTOB JIETCKOTO
BO3pacTa (Icopuas, FOBEHIIbHBIN WANONATHUECKU apTpHT, 00J1e3Hh KpoHa 1 akTHBHBIN YJHTE3UT-
ACCOLIMMPOBAHHBIN apTpuT). JlaHHBIE O KIIMHUYECKOM MIPUMEHEHUH UHAYKIIMOHHOW 0361 Y IeTei
B BO3pacTe /10 6 JIeT OTCYTCTBYIOT. Ha OCHOBaHMM MPOTHO3HPYEMOI SKCIO3UIIMN aJaluMyMada
IIpH MPUMEHEHNH 0€3 MEeTOTpeKcaTa MpeoaraeTcs, 9YTo HHIYKIIMOHHAS J103a MOKET IPUBECTH
K YBEJIMUEHUIO CUCTEMHOTO BO3JCHCTBHUSI.

DapMaKOKHHETUYECKUE JAaHHBIC, TIOJYYCHHBbIE B KIMHHUYECKUX WCCICIOBAHUSX U MPHU
bapmakoknHeTHYECKOM/(hapMaKOJUHAMUYECKOM MOJEIUPOBAHUH, TO3BOJISIOT MPEANOIOKHUTD

COMOCTaBUMBIE PE3yJbTaThl SKCIO3ULMU anaaumyMada u 3(QPEeKTUBHOCTH Yy NAaIHEHTOB,
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(BKJIFOUAs B3POCIIBIX MAIMEHTOB C PA, THOHHBIM THIPAJCHUTOM, S3BEHHBIM KOJIUTOM, 0OOJIE3HBIO
Kpona nnu ncopuasom, JeTeil ¢ THOMHBIM T'MAPAJAEHUTOM M JeTeil ¢ maccoi Tena > 40 Kr ¢
6one3upt0 KpoHa U 3BEHHBIM KOJIUTOM).

VY SNOHCKUX IMallMEHTOB C MHTECTHMHAIBHOW (opMoi Oose3Hu bexdera mpueM HHIYKIIMOHHOW
no3el amanumyMmaba 160 mr Ha nHemene 0, nanee 80 Mr Ha Hemene 2 MO3BOJSET JOCTHYb
MUHHMAJIbHBIX KOHIEHTpAUH agaruMyMada B CBIBOPOTKE KPOBU — OKOJIO 13 MKI/MII B TeUeHHE
nepuoaa UHAYKIUH. CpeqHue MUHUMAaJIbHBIE PABHOBECHBIE OCTATOYHBIE KOHLIEHTPALIUU, PABHbBIE
npUOIU3UTENBHO 9 MKI/MJI, HAOIIOAATUCH Y AMOHCKUX MAllUEHTOB C MHTECTUHAIBHON (opMOii
6one3nn bexuera, KOTOpbIe MONyday NMOJACPKUBAIONIYIO 103y ananumymada 40 mr 1 pa3 B 2
HEZeNu.

3aBUCUMOCTh d)aDMaKOJ'IOFI/I‘IGCKOl"O Sd)(beKTa OT DKCIIO3UIUH Y ASTeH

Ha ocHOBaHWM KIMHWUYECKUX NaHHBIX, MONyueHHBIX y naereil ¢ KOMA u akTUBHBIM JHTE3WT-
ACCOIIMMPOBAHHBIM APTPUTOM, 3aBUCHUMOCTH (hapMaKOJIOTHYECKOTO IPQeKTa OT SKCHO3HUIUN
yCTaHABJIMBATIACh MEX/Y KOHIICHTpaluei B mra3me Kposu 1 otBetoM PedACR 50.
OddexTuBHAsS KOHILEHTpalusd ajnaaumMymaba, KOTopas JaeT TMOJOBUHY MAaKCHUMaJlbHOU
BepostHocTH 0TBeTa PedACR 50 (EC50), cocraBuna 3 mkr/mi (95 % AM: 1-6 mxr/mon).
3aBUCUMOCTh (apMaKOJIOrH4ecKoro 3@ @eKra OT IKCIO3UILINHU alaTuMyMada Obljla yCTaHOBJIEHA Y
JeTeH C TAKENBIM XPOHUUECKHUM OJISIIEYHBIM IICOPHA30M MEX1y KOHLEHTpaluel agaiuMymada
u 3 pexTuBHOCTHIO MO Mapamerpam goctrxeHus PASI 75 u PGA (Physician Global Assessment,
o0I1as OI[eHKa BpauyoM) «YUCTas UM MOYTH YncTas Koxkay. Jloctnxkenue nokasareneit PASI 75 u
PGA «umcras WM TOYTH 4YKCTasi KOKa» TMOBBIMACTCS C YBEIMYEHHEM KOHIICHTPALUU
aganumymada B miasme kposu, EC50 st 06oux mokaszaTeneil CocTaBisieT MpuOIU3UTENBHO 4,5
Mkr/mi (95 % JAU: 0,4-47,6 u 1,9—10,5 cOOTBETCTBEHHO).

DJIMMUHALNS

B xone monmynsiiMoHHOTO (GapMakOKMHETUYECKOrO aHajiu3a JaHHbBIX, MOJyYEHHBIX i Oolee
1300 nmarmmenToB ¢ PA, Oblia BEISIBIEHA TEHACHITUS K 00Jiee BEICOKOMY KKYIIEMYCSl KIUPEHCY
IIpU yBeIMYEHUM Macchl Tena. Ilocne ydera BecOBBIX paziauuMil MOJI M BO3PACT OKa3bIBAIU
MUHUMaJIbHBIM 3(dekr Ha kiaupeHc aganumymada. bonmee HM3KuIL ypoBeHb CBOOOIHOTO
afganuMymala B CBIBOPOTKE KPOBH (HE CBSI3aHHOTO C aHTUTENIaMU K aJaTuMyMaly) oTMedancs y
MAIMEHTOB ¢ OOHAPYKUBAaEMbIMU aHTUTENAMH K a/laTUMyMaly.

Hapymienue d)VHKUI/II/I OCYCHU HUJIW ITOYCK

HccnenoBanus mpenapara AjaiuMyMad y ManUeHTOB C HapylleHHeM (YHKIMU MEYeHU WU
MOYEK HE IIPOBOJUINCE.

5.3. JlaHHbIe JOKJINHHYECKOI 0e30IacHOCTH
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OJTHOKPAaTHOM M MHOT'OKPAaTHOM BBEJCHWH, T€HOTOKCUYHOCTH, OCOOBII Bpel Uil YeloBeKa He
BBISIBJICH.

JlonrocpouHble HCCICIOBaHUS anaiiMyMada Ha JKHMBOTHBIX [UIS OLCHKH KaHIIEPOTCHHOI'O
JICUCTBUSI WJIH €r0 BIMSHHS Ha (PEPTUIILHOCTh HE TIPOBOJMINCH. B TecTe DiiMca, BBIITOIHEHHOM
Ha Oaktepusix Salmonella — Escherichia coli, a Taxxe B MukposiiepHOM TecTe, BHITIOJIHEHHOM N

VIVO Ha MbIIIaX, MyTareHHbIC ¥ TeHOTOKCHYECKHE AP PEKThI aaiuMymada OTCYTCTBOBAIIH.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeyeHb BCIOMOTraTeJbHBIX BellleCTB
Mannut (MaHHHTOI)

Hatpus nurunpodocdar, MoHOTHApPAT
Hunatpus runpodocdat noaekaruapar
JIumonHas kuciora

Harpus nurpar

Hatpus xmopun

[Tonucopbat 80

Harpus ruapokcun

Bona mis uaseknui

6.2. HecoBMecTUMOCTD

JlaHHBIII JEeKapCTBEHHBIM MpernapaT HE CJleAyeT CMEIIMBaTh C APYTMMH JIEKApCTBEHHBIMU
npenaparamu.

6.3. Cpok roaHocTu (CpOK XpaHeHHs)
HInpun

1 rox 5 mecsineB.

BpemeHnHoe xpaHeHe

[Tpu HEOOXOAMMOCTH (HarpuMep, BO BpeMsl Iy TEIIECTBUS) IpenapaT AqainuMymad TomycKaeTcs
XpaHUTh MPU KOMHATHOM Temmepatype (1o 25 °C) B 3alIuIIEeHHOM OT cBeTa Mecte He Oonee 14
nHei. C MOMeHTa U3BJICUEHHs U3 XOJOJMIIbHUKA HINPHI] JOJDKEH ObITh UCIIOJIB30BaH B TEUCHHE
14 nueii, ecnu MMIpPHUIL [TOCTIE U3BJICUEHUS U3 XOJIOAWIbHUKA HEe OyJEeT HCIOJIb30BaH B TEUECHUE
3TOrO0 CpOKa, OH JIOJDKEH ObITh yHMUTOKeH. [l ynoOcTBa peKOMEeHAyeTcsl 3amucaTh JaTy
W3BJICUEHMSI IUIIPUIA U3 XOJIOJWIBHHMKA M CPOK, B T€UEHHE KOTOPOIO CJIEAYET HMCIOJIb30BaTh
npenapar.

6.4. OcoOble Mepbl MPEA0CTOPOKHOCTH MPU XPAHEHUH
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Xpanutb B xonoamibHuKe (2-8 °C) B opuruHani

ot cBeta. He 3amopakuBats.

VYcnoBus BpeMEHHOTO XpaHEHUs JIEKapCTBEHHOT 0 IIpenapara cM. B paszzene 6.3.

6.5. XapakTep u coaep:kaHue YIAKOBKH

I[To 0,8 M mpemnapara B CTEpUIBHOM OJJHOPA30BOM IINpPUIIE (CTEKIO THIPOIUTHUECKOro Kiacca )
BMeCTUMOCThIO 1 M1, 6e3 rpagyupoBku. Ha mmpui HakienBaioT 3THUKETKY. Llnpun ocHameH
BCTPOCHHOM HMHBEKIMOHHON urioi (tum 27G), mopIIHEM H3 3JacTOMepa, IITOKOM MOPIIHS
IUTACTUKOBBIM, TMOKUM DPE3MHOBBIM KOJIMAYKOM JJISl UTJIbI, KECTKUM KOJIMAYKOM JJISl MTJIBL.
Kaxnpiii mmpun — NOMEmarT B KOHTYPHYHK) — SIMEMKOBYK) — YNAKOBKY W3 IUICHKH
MOJIMBUHUJIXJIOPUTHOM, MOKPBITYIO TUIEHKOW MONMMATHIEHOBON. [lo 2 KOHTypHBIE sSUEHKOBBIC
YIaKOBKH BMECTE C JIUCTKOM-BKJIAJIbIILIEM IIOMELIATh B KAPTOHHYIO MUKy .

6.6. QOcoOble Mepbl MNPEIOCTOPOKHOCTH NPH  YTHJIM3ANUM  HCHOJb30BAHHOIO
JIEKAPCTBEHHOI'0 Npenapara ujiM 0TX00B, MOJIYYECHHBIX I0CJ/Ie IPUMEHEHHs NMpenapara, u
Apyrue MAHMIYJISIHMH € IPenapaTom

Becb ocraBniics 1ekapCTBEHHBIN ITpenapaT U OTXO/bI CIEAYET YHUUTOXKUTH (YyTHIN3UPOBATh) B

YCTaHOBJICHHOM IIOPSAOKE.

7. AEPKATEJb PETUCTPAIHMOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanns

AO «bunnodapm»

Anpec: 124460, r. Mocksa, r. 3eneHorpag, yi. Koncrpykropa ['ycbkosa, a. 3, ctp. 1.
Tenedon: +7 (495) 646-28-68

OnekTpoHHas nouta: info@binnopharmgroup.ru

7.1. IlpeacTraBuTe/Nb AepiKaTeJIsl perHCTPALHMOHHOIO YI0CTOBEPEHHUS

[Tperen3un norpeduTeneit HaNPaBIATh 110 ATPECY:

Poccuiickas ®enepanns

AO «burHOpapm»

Anpec: 124460, r. Mocksa, r. 3eneHorpaf, yi. Koncrpykropa ['ycbkosa, a. 3, ctp. 1.
Tenedon: +7 (495) 646-28-68

Onekrponnas moura: info@binnopharmgroup.ru
8. HOMEP (HOMEPA) PETUCTPAHUOHHOTI'O YAOCTOBEPEHUSA
9. KATETOPHUSI OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBeHHBIH MpenapaT OTHOCUTCS K KaTErOpUU OTITYCKa MO pelenTy.
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(NMOCNEOOBATENEHOCTE 0003)

OO0mast XxapakTepuCcTUKa JIEKApCTBEHHOTO Ipernapata Axaaumymad TOCTyIHA B €THHOM peecTpe
3apEruCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEICTB EBpasuiickoro SKOHOMHUYECKOTO COI03a M Ha
opUIATIEHOM caiite YIOJIHOMOYEHHOTO oprana (3KcrepTHOM OpraHM3alliH):

https://Ik.regmed.ru/Register/EAEU_SmPC.
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