MUWHUCTEPCTBO 3/IPABOOXPAHEHUS POCCUMCKON ®EJIEPALIMN

HHCTPYKLHS
110 MEJUIIMHCKOMY MPUMEHEHHIO JIEKAPCTBEHHOTO IIPEIIAPATA
@,
Wncupa MHH3 P AB POCCHH
) ) 05101272
€rv AHOHH :
CTPAHOHHBIIT HOMep COTJACOBAHO

Toprosoe nanvenosanne: Micupa”
Me:K/IyHAPOIHOE HENATEHTOBAHHOE HIIN IPYITHPOBOYHOE HANMEHOBAHHE: JIEBUIMMA0

JlexapcrBennas opma: pacTBOP JUIs IOJAKOKHOTO BBEJICHHUS

Cocras

B 1,0 mn B npeasaputennbHO
Wurpeanent:
HanoHeHHOM mmmpuie 0,9 M

eticmsyiowee eeujecmeo:

JleBunumad 180.0 mr 162,0 Mr
BcnomozamenvHule geujecmea:

Harpus auerara Tpuruapar 0,436 mr 0,392 mr
[ e 7,5 mMr 6,8 Mr
MaHHHUTOI 23,0 mr 20,7 mr
Kucnora ykcycHas JieJsHas 1o pH 5.0 1o pH 5,0
Bona s vHBEKUUH g0 1,0 mi 710 0,9 M

Onucanue

TIpo3pauHblii, )KeJITO-KOPHYHEBOTO IIBETA PacTBOP. BO3MOXKHO HAaIMUKE JIETKOH OTANECHCHIUH.
dapmakoTepaneBTHUYECKAs rpynmna
VMMYHOIeTTpeCcCaHThbl, HHTHOUTOPHI MHTEPIICHKHHA.

Koa no ATX: LO4AC

dapMaKoJIOTHYECKHe CBOHCTBA

DapMaKoOUHAMUKA

JleBumuma® —  peKOMOMHAHTHOE  MOHOKIOHAJIBHOE — AHTHUTENIO  MOJKIacca IgGi,
BBICOKOTOMOJIOFHYHOE HATHBHBIM YeIOBEYECKHM aHTHTEIIAM, CBS3BIBAIOIIEECS C 0. CyObeIHHULICH
perentopa K wuHTepieikuny-6 (UJI-6). Monekyna neBuIMMaba CONEPXKHT BapHadeabHbIE

(bparmembl JEerKuX U THOKENbIX Lenei FIIyGOKOﬁ ONTUMH3AIIMH U KOHCTAHTHBIEC JOMECHBLI C
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MOJHOCTBIO YEIOBEYECKOH MOCie 0BaTebHOCThIO. JIeBunumal cBs3piBaeTes W GIOKHpYeT Kak
pactBopumsie (pHJIP), Tak 1 mMemGpannbie perenropsr MJI-6 (MWAJI6P). Briokana o6enx dopm
pelenropa M03BOJISET PEI0TBPATUTH peaM3aiui NJI-6-accomumpoBanHoro
NPOBOCHIAMTEILHOTO KAacKajla, MPEnsATCTBYET aKTHBAIlMK aHTHT€HIIPE3CHTHPYIOMIMX KIIEeTOK, B-
u T-maM@ponuToB, MOHOUMTOB M Makpo(aroB, HAOTETHATLHEIX KIETOK M (Gubpo6ractos, u
M30BITOUHON MPOIYKIUMH JPYTHX MPOBOCHAINTEIBHBIX MTOKHHOB. VJI-6 ABIAETCS KIIOUEBBIM
JIEMEHTOM CHHJPOMAa MaCCHBHOIO BBICBOOOXK/IEHHSA LUTOKHHOB («CHHIPOMA IMTOKMHOBOTO
TOpPMaY, reMO(aroHTapHOro TMMAOrHCTHONHTO3a HIH CHHAPOMA aKTHBALMH MakKpoharos),
KOTOPBIH MOXET MPUBECTH K OCTPOMY PECHHPATOPHOMY AHCTPECC-CHHAPOMY, MOIHOPraHHOM
HEJIOCTATOYHOCTH M SBIISATHCA NPHYMHOH JIETATBHOTO HMCXoia. MaccMBHOE BBICBOOOIKIEHHE
UMTOKMHOB  («UMTOKMHOBBIA  IITOpM») HaOmomaeTcs y  MaMEHTOB,  IOMYYAOIIAX
UMMYHOCYIIPECCHBHYIO ~ TepalHio, BKJIOYas JCIUICHUPYIOIIHE areHThl (B YaCTHOCTH
MOHOKJIOHa/IbHBIE aHTUTena K peuentopam T- u B-imMdormToB), a Takke mpH THXeNbIX
MH(EKIMOHHBIX 3a00JIEBaHUSX, B TOM uncie y nanuentoB ¢ COVID-19. Beicokuii yposens UJI-
6 B KpOBH acCOUMMPOBaH ¢ GoNee TSKENBIM TEYCHHEM HOBOH KOPOHABHDYCHON MH(EKIHH U
BBIDOKCHHBIMH H3MEHCHHAMH JICTKHX, 4TO 00y ClIaBIMBaeT NOTPeOHOCTh B MHTEHCHBHOM Tepariy
U YBEJIMYHMBACT PHUCK JeTalbHOro HMcxojaa npu COVID-19. UJI-6 — eaMHCTBEHHBIH HUTOKHH,
HEMOCPEJACTBEHHO HWHIYLUUPYIOIHHA CcHHTe3 ocTpoda3zoBeix OenkoB B remaroumrax: C-
peaktuBHOro Oenka (CPB), ¢uGpunorena, ChIBOPOTOYHOrO AMMIIOMHOTO Oenka A — SAA,
runcuauHa, nentiHa. Kpome toro, MJI-6 yyacTByeT B akTHBallM¥ M MOIEPKAHWH MECTHBIX
BOCTIAJIMTE/IBHBIX PeaKiuii (00pa3oBaHHe aHHYCa B CHHOBUH, CTHMYJIAIMA OCTEOK/IACTOreHe3a —
9PO3HH XPAMIEBOH TKAHH, OCTEONOPO3), 4TO HAOMO/AeTCs B ATOreHE3e PEBMATOMIHOTO apTPHTA.
Cremmpuyeckas NPOTHBOBOCTIANATENbHAS AKTHBHOCTh JIEBHIMMAba MPOJEMOHCTPHPOBAHA B
TeCTax in vitro u in vivo. Jleuanumab oKasbiBaeT aHTHIPOIH(EpaTHBHOE JeHCTBHE Ha KYJIBTYpY
kietok DS-1, BbI3bIBas /10303aBHCHMOE MHIHOMpOBaHME pocTa KIeTOK. Ha Mojenn KoareH-
HHIYLIHPOBAHHOTO apTpHTa y ABAHCKUX Makak (Macaca fascicularis) MHOroOKpaTHOE (0JIMH pa3 B
HEJEMO B TEUYCHHE 7-MH HEJENb) MOJKOKHOE BBEACHHE JIEBHIMMAba COMpPOBOKIACTCS
CHHXKCHUEM BBIDOKEHHOCTH BOCTIANHTEIBHOW pEakiMM B CyCTaBaX, YTO IOATBEPKJIEHO NPH
THCTOJIOTHYECKOM HCCICIOBAHUH (3HAYMMOE CHHIKEHHE BBIPAKEHHOCTH BOCHATMTEIBHBIX M
JleTeHEPAaTHBHBIX H3MEHEHUH XPSILIEBOI TKAHH).

M3meHenne napamMeTpoB (apMaKkoIHHAMUYECKHX MapKepOB (HapacTaHue KoHLeHTpauuu pUJI6P,
Hacpimenue  MMJI6P,  napacranme — kommentpammm  UJI-6)  cBugetenmscTBYeT 0
BBICOKOO((DEKTHBHON JI0303aBHCHMOI HEHTpaIM3alMy TpenapaTtoM JIeBHIMMAO 06enx dbopm
peuenrtopa MUJI-6, 4to B cBOIO 04epe/ib COMPOBOKAAETCS GBICTPBIM H BHIPAKCHHBIM CHHKEHHEM

ChIBOPOTOYHO# KOHIUeHTpanuu CPb, orpakarommm 3¢ dexTuBHOE MOaBIeHNHE BOCTATHTETEHOTO
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nporecca. B KIMHUYECKHX HCCTIEI0BAHUAX JIeBUIMMaba POAEMOHCTPUPOBAHO 6JI0KHPOBAHKE 10
90% memOpannbIx penentopos k UJI-6 B TeueHHe nepBBIX BYX YaCOB OT MOMEHTA OJIHOKPaTHOTO
MO/JKOKHOTO BBEJICHHUS Ipenapata B 103e 1,6 Mr/kr u 6oee.

DapmMakoKuHemuKka

Beacwvisanue/pacnpedenenue

I1pu osHOKpPATHOM MOAKOKHOM BBEJICHHH JICBHINMa0a HAGIIOAeTCs I0303aBHCHMBIN POCT €ro
KOHIEHTPAlMH B CHIBOPOTKE KpoBH. [lociie BBeleHHs npemapat HauMHAET 0OHApYKHBAThCA B
CbIBOPOTKE KPOBH MALMEHTOB 4epe3 2-12 yacoB, W ero KOHUEHTpAIMs HapacTaeT, JOCTHTras
MaKCHMaJIbHBIX 3Ha4YeHui depes 96 [72-168] wacos. [lo3sl npenapara, npesbimaromue 2,0 MI/kr,
MPOJICMOHCTPHPOBAH  IBYX(a3HbIA XapakTep yBEIMYCHWS KOHILEHTPALMH: TEpBHIH MK
HaOmozancs B nepuo 48-72 waca, BTopoii — k 168 uacam ¢ NOCJIEAYIOMUM CHHIKEHHEM JI0
HEOollIpe/IeNIseMbIX 3HaueHuH K 70 JHI0.

[locne 0 HOKPAaTHOTO MOAKOKHOTO BBEIEHHs Mpenapata B Jo3e 162 Mr MakcHMaibHAs
KOHUEHTpAIHA JIeBHIMMa0a B CbIBOPOTKE KPoBH (Cmax) coctasmsina 17543 [10975; 28323] ur/mi,
a 3HAYEHHs IOKa3aTe/ls MUIOMA/H 10/l KPUBOW KOHLEHTPAIUS — BPEMS, PACCYMTAHHON B TIEPHOI
0-168 4 (AUCo-168)— 1866231 [1297632-3719014] (ur/mm)-u.

[Ipu MHOrOKpaTHOM BBeJeHHH JeBHIMMaba NALMEHTAM ¢ PEBMATOMIHBIM APTPHTOM 3HAYCHHS
CYMMapHOH IJIOIIA/M MO/ KPHBO# KOHIIEHTpAIMs — BpeMsi, paccunTanHoi B mepuox 0-2016 u
nocne seeneHust (AUCo-2016), coctaumn 189580779 [134794695; 230680771] (mur/mn)-4 mpu
BBEJICHHH | pa3 B Hezemo u 50763951 [34465213,5; 65810194,5] (ur/mi)-y npu BBegenunu 1 pa3
B 2 Hejenu. [lokasarens MakcHMaibHOM KOHIEHTPAUH (Crmax-mul) IPH MOBTOPHBIX BBEICHHMAX
Hapactan u gocturan sHadenuii 201024 [151563-246408] ur/min npu exeHe1eIbHOM BBECHAH
npenapata u 51570 [37201-71740] ur/mn npu BBenennn 1 pa3 B 2 Hegenu. IIpu s1oM Bpems
AOCTHXCHUA MakCUManbHOH KOHUEHTpauu (Tmax) cocrabmsano 1848 [1512; 2016] yacos npu
©XKCHEICIbHOM BBe/IeHUH npenapara u 1848 [1512; 1848] yacos npu BBegenuu 1 pas B 2 Hejenn
coorsercTBeHHO. CrauuoHapHblii 00beM pacmpeerneHns coctasun  7871,029 [4226,795;
13363,547] mn nipu BBetenuy npenapara 1 pa3 B Hegemo u 7130,453 [5532,978; 11387,959] mn
IpH BBEJCeHUHU | pa3 B 2 HeJeu.

IIpr MOBTOPHBEIX BBEeJCHHAX OTMEYAeTCs HAKOIUICHHE MpPENapaTa, ¢ POCTOM MaKCHMAThHO!
KOHIEHTpaluH B 6,5-14,2 pasa npu exeHeaeTbHOM BBeJeHAN U B 1,9 - 4,2 pasa npu BBeIeHUH
npenapara 1 pas B 2 neaenn. Kospuument kymymsuun (AR) cocrasun 10,932 [6,446:14,178]
AUt €)KCHE/ICTBHOTO BBE/ICHU Tipenapata u 2,593 [1,902; 4,164] st BBeenus 1 pas B 2 Heen.
Taxum 00pasom, y ManMeHToB ¢ peBMaTOH/HBIM aPTPHTOM MHOTOKPATHOE MOAKOKHOE BBEICHHE
nepuMMaba 1 pas B Hezemo obecrnieunBaer Gosee BBICOKYIO CHIBOPOTOUHYIO KOHLEHTPAIHIO H

SKCITO3HIHIO 10 CPABHEHHUIO C BBEJICHHEM | pas B 2 HEJIeNH.
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Buigeoenue

OOuwmii xnupenc (Cl) nepnmmmaba mocsie 0JHOKPAaTHOTO BREJCHUS B 03¢ 2,2 MI/KT COCTABHII
35,288+11,7 mn/yac, a B jgoze 2,9 mr/kr nokazatens Cl — 25,974+1.1 mu/uac. [Tepron
nonyseiBeserns (Ti2) oaHOKpaTHOH MoAKOXHOM 103b1 2,9 Mr/kr coctaBun 133,683 [92,754;
197,197] vacos. 3Hayenus mokasareleii, XapaKTEpU3YIOIMX MEPHO ATHUMHHALNH, 00JIaai0T
/10303aBUCHMOCTBIO (TIOKA3aTelH CPeIHEro BpeMeHH npebbiBanus npenapara B opraausme (MRT)
u Tiz Hapactalor ¢ yBenuueHueM BBeleHHOHW 103bl, a Cl — CHWXaeTcs), 4TO TOBOPHT O
HEIMHEeHHON  (hapMakoKMHETHKe Tnpenapata, OOYCIOBICHHOW MHIIEHB-ONOCPEIOBAHHBIME
pacrpee/IeHueM U JJTUMUHAIHEH.

Iayuenmvr ¢ noveunol u nevenouHol HedOCMamoyHOCMylo: CIEIHATIBHBIX HCCIeI0BAHMI y
JIaHHOH KaTeropuH MalMeHTOB HE MPOBOMMIOCH; (hapMaKOKHHETHYECKHE JaHHBIE Y GONBHBIX C
MOYECYHOH U ME€YCHOYHOH HEI0CTATOYHOCTBIO OTCY TCTBYIOT.

Iayuenmer 6 6ospacme cmapwe 65 1em: (papMaKOKHHETHYECKHE JAHHBIE y JIMI[ B BO3pAcTe

cTapiie 65 JIeT OTCYTCTBYIOT.

ITokazanus K NPpUMEHEHHIO

Hosas koponasupycnas ungpexyus (COVID-19)

[TaTorenernyeckas Tepanusi CHHAPOMa BBICBOOOKIEHHS IHTOKHHOB MPH TSKEIOM TEUEHHH
HOBOM KopoHaBupycHO# uH(pekuun (COVID-19).

Pesmamouonwviit apmpum

PeBMaTOM/HBIA apTPUT yYMEpEHHOH MM BBICOKOM CTENEHH AKTHBHOCTH y B3POCIBIX C
OTCYTCTBHEM QJICKBAaTHOrO OTBETa Ha TEPANMI0 OJHHM MM HECKOJIBKUMH OOJIe3Hb-
MOIM(HIMPYIOIIMMH POTHBOPEBMATHYECKHMH TIPENapaTaMy, B TOM YHCIIE JUIS TOPMOKEHHs
PEHTIEHOJIOrHYecKoii nporpeccuu. Jlepunumab npuMmensieTcss B KOMOMHHPOBAHHOH Tepanmuu ¢
METOTPEKCATOM H/HJIM JPYTUMHM CHHTETHYECKHMH Oa3MCHBIMH IIPOTHBOBOCIIAIHTE/BHBIMH

npernapaTam.

IIpoTuBonokazanus
— T'unepuyBcTBUTENLHOCTh K JIeBHIMMaOy, a Takke K JIOOOMY H3 BCIOMOTATENbHBIX
BEIIECTB Ipernapara
— Kunnnyecku 3HaunMble aKTHBHBIC HH(EKIMH, BKITIOYAs TyOepKyIie3
— Cencwuc, 00ycnoBiIeHHbIH MaToredaMu, oTuyHbIMEA 0T COVID-19
— BupycHsli renmatut B
—  Heitrponenus menee 0,5%10%/1

— TpomGouutonenus menee 50*10%/n
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[Tosenmenue aktusHocTH ACT nmu AJIT Gonee yem B S pa3s

[leyenouHas HeOCTATOYHOCTE TSIKENOM cTeneHu TsokecTH (knace C mo kiaaccHHKaLmu
Yaiina-I1s10)

[Toueynas HeIOCTATOUHOCTH TSIKETION M TepMUHANIBHOM cTenenu TskecTH (CK® menee 30
MJI/MHH)

JleTckuit u noApOCTKOBLIH Bo3pacT o 18 set

BepeMeHHOCTB, IpyIHOE BCKapMIIMBAHUE

Kombunuposannoe npumenenne ¢ WHrHOMTOpaMH (hakTopa HEKpo3a OMyXojH ambda
(PHO-aneda) nmm npumMeHeHne B TeueHHe 1 MecsIa mocsie Tepanui MOHOKJIOHATEHBIMH

antutenamu kK @HO-anbda

‘ C 0CTOPOKHOCTHIO

Creayer cobmonath OCTOPOXKHOCTH IIPH HA3HAYCHHH JIEBHIMMa0a CIIEAYIOUMM KaTeropHsM

NMalMuCHTOB:

C XPOHHYECKHMH H PEIMIUBHPYIOUIMMH HHQEKIHSIMH HIH C aHAMHECTHYECKHUMHU
yKa3aHUAMH Ha HUX;

C COIMYTCTBYIOUIUMH 3a00JI€BaHUAMH, PEAPACIIONATAIOIMMH K PA3BHTHIO HH(EKIHIA;

B TIEPHOJIC paHHEH PEKOHBAIECIEHIMH TOCTHe TSKENBIX M CpPeHETSIKEBIX
UH(DEKIHOHHBIX 3a00JIeBaAHNN;

T0CIIe HE/IaBHO MPOBEICHHON BAKIIMHAIIMN JKUBBIMU aTTEHYHPOBAHHBIMU BAKIHHAMH;

C MEYCHOYHON HEJ0CTATOYHOCTRIO JITKOW M CpejiHel cTeneHu TshkecTH (Kimace A u B no
knaccudukanun Yaiina-I1s10);

C MOYEYHOH HEI0CTAaTOYHOCTBIO cpefneit cteneHn TskectH (CK®D <60 mu/mun u >30
MJI/MHH);

C IMBEPTUKYJIUTOM, JHBEPTHKYIIE30M H S3BEHHBIM ITOPAKEHHEM OPraHOB KEIyJI04YHO-
kumevnoro Tpakra (XKKT), B Tom ymcne B aHaMHe3e, B CBSI3M C PUCKOM Tiepopaliuu
XKKT;

C ICMHETMHU3UPYIOMMMH 3a001eBaHHAMH

Y TIOJTYHarOIHX HMMYHOCYTPECCHBHYIO TEPAIUIO MOCIIe TPAHCIUIAHTALWH OPraHoOB.

B cBsi3u co criocoGHOCTBIO JieBHIMMaba MOIaBIATh PeaKIii OCTPOi (ha3bl BOCTIANECHUS ClleIyeT

NPOSABJIATH 0C06y}0 OCTOPOJKHOCTL B OTHOIICHHH PAHHEIO BLISABICHUSA HH(I)CK]_IPIOHHBIX

3aboneBaHuii Ha GoOHE Tepanuy.

B cBsizu ¢ OTpaHWYC€HHBIMH JAHHBIMHA KIHHUYECKUX UCCIICTOBAHUN O INPUMCHCHUH nepuimmada Yy

MalHUCHTOB IOXKHUIIOr0O BO3pacTa ClIeayeT cobmoaare OCTOPOJKHOCTD IIPH Ha3HAYCHHUH IIpenapara
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MalUeHTaM 3TOH BO3PACTHOM TPYIITHL.

IIpumenenne npu 6epeMeHHOCTH H B IEPHO/ IPY/IHOT0 BCKAPMJIMBAHHSA

IIpumenenue npu depemennocmu

HUccnenosanuii BIMAHUS Ha IUI0J Y OepeMEHHBIX JKEHIIMH He MPOBOJAMIOCH. V3BeCTHO, uTO
MOHOKJIOHAJIbHbIE aHTHTENIa MOTYT IIPOHMKATh Yepes IUlaleHTapubiil 6apsep. [Tpenapar Uncupa®
NPOTHBOIOKA3aH K MPUMEHEHHIO BO BpeMsi OepeMeHHOCTH. JKeHIIUHbI IETOPOJHOTO BO3pacTa U
UX TI0JIOBBIE TAPTHEPHI J0JKHBI HCIOIB30BaTh 3 (eKTUBHBIE CPe/ICTBA KOHTPALEIIIIHH B TIEPHOJT
NPOBE/ICHUS TepaIUH JIEBHIUMAOOM.

Ilpumenenue npu 2pyoHOM 6CKapMaAUGaAHUU

HenspectHo, mnpoHukaer M JeBHIMMa0 B TIpyJHOE MOJOKO. YUHTBIBasS TO, HYTO
UMMYHOrI00y IMHBI K1acca G, K KOTOPBIM OTHOCHTCS JIEBUINMA0, MOTYT BBIIACIATHCS C TPYAHBIM
MosokoM, npenapar Micupa® npoTHBOMOKazaH K NPHUMEHEHHIO B TEPHOL  TPYIHOTO
BCKapMJIMBaHHS.

Bnusanue na ghepmunsrnocmes

JlaHHbIe 0 BIUSHUY Mpenapara Ha (PepTHILHOCTD Y JHOJIeH OTCYTCTBYIOT.

Cnocod npuMeHeHHus H 103b1

JL1st IOZKOKHOTO BBE/ICHUS.

[Ipenapar Uncupa® npeanasnauen 1uis BBeIcHUS Kak B aMOyTaTOPHO-TIOMHKIHHUYECCKUX, TAK H B
CTAllMOHAPHBIX YCIOBHSIX.

[Ipumenenne neBunuMaba JIOJDKHO OCYINECTBIAATHCS TOA KOHTpoJeM Bpada. B ciydae
JUTMTEIIEHOTO IPUMEHEHMS TIpernapara, B YaCTHOCTH /Ul TEPAIIMUA PEBMATOM/IHOTO apTPHTA, €CIH
Bpay CYMTAET 3TO BO3MOJKHBIM, IOCJIE€ COOTBETCTBYIOIIETO OOYyUEHHS TEXHUKE IOIKOKHBIX
UHBEKIUH MallMEHTHI MOTYT CAMOCTOATEILHO BBOUTE ceOe mpenapar.

Ipenapar Uncupa®™ BBOAMTCSA MOJAKOKHO ¢ TIOMOIIBIO MPEIHATIONHEHHOTO MIIPHIA B 061aCTh
nepeHel OpromHON CTeHKH (OTCTynas He MeHee 5 CM OT IymnKa), nepeaHeil u GOKOBOM
MOBEPXHOCTH Oepa WK CpeHeH TPeTH HapyIKHOU YacTH Iieya.

He ciemyer BBOJUTH Ipenapar B MecTa ¢ MOBPEKIACHHOM HIIH H3MEHEHHON KOJKel (C HamyueM
YIUIOTHEHWH, TIOKpaCHeHHW#, HOBOOOpPA30BaHMN, THIEPIUIMEHTAlMH WJIM NOBBIIEHHOM
YYBCTBUTEIILHOCTH).

C uenesto namozenemuyeckou mepanuu CUHOPOMA GbiCB0DONCOCHUS YUMOKUHOB NPU TANCEIOM
mevenuu Hoeou koponasupycrou ungexyuu (COVID-19) pekomenayemas ao3a Ipernapara
Wincupa® coctapnsier 324 M 0JIHOKPATHO B BHJIE IBYX TIOIKOKHBIX HHBEKIHH 110 162 Mr Kax1as.

B cjIydya€ HEJJOCTAaTOYHOTO Bq)(bCKTa ﬂCpBOIﬁ JO03bI neBHIMMada BO3MOIKHO IOBTOPHOE BBECICHHC
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npenapara yepes 48 — 96 yacoB B J103e 324 Mr B BHJIE JIBYX IOJKOKHBIX HHBEKIMIA 110 162 Mr
Kaknas. Pemenre 0 HeOOXOAMMOCTH MOBTOPHOTO BBEACHHS NPUHUMAETCS HMCKIIOUHTENBHO
BpAvuoM.

Jns mepanuu peemamouonoeo apmpuma pekomMenayemas jo03a npenapara Mncupa® cocrapnsier
162 Mr moJaxokHO OJUH pa3 B HeAemo. [IpH JOCTHKEHUH peMHCCHH 3a00JIeBaHUs BO3MOKHO
npuMeHeHue B pexume 162 mr moakoxkno 1 pa3z B 2 Henmenu. Ilanmentam, He JOCTHIIIAM
PEMHCCHH, PEKOMEH/I0BAHO MPOIOJUKHTE TPUMEHEHHE npenapara B j1o3e 162 Mr moakoxHo 1 pa3
B Hejemo. [lanmentam, HMEIOIMMM HapacTaHHE AaKTHBHOCTH 3a00JIeBaHMS IOCJE CHHIKEHHUS
KpPaTHOCTH BBE/ICHHH, PEKOMEH0BAHO BO30OHOBHTHL MPUMEHEHHE Mpenapara B jo3e 162 mr
MOJIKOKHO 1 pa3 B HeJeo.

[Ipu pasBuTHH He)KeNaTeIbHBIX SBJICHHH B X0JI€ TEPAITHH PEBMATOUIHOTO apTPHTA, CBA3aHHBIX C
M3MEHEHHEM J1abOpaTOPHBIX IOKa3aTeled, CleAyeT NMPOBECTH KOPPEKIHMIO 03I M pPeXHUMa
BBEJICHHMS B COOTBETCTBHHU C PEKOMEHIalluAMH B Tabnuuax 1, 2 u 3.

Tabmna 1. Pexomengaiuu 1mo KOppeKIHH JO3bI TIPH MOBBIIEHHH aKTHBHOCTH «IIEYEHOYHBIX)

bepmentos anannnamuHoTpancdepassl (AJIT) wim acnapraramunoTpancdepasst (ACT).

3HaveHHe MoOKa3aTe/ s

AJIT mmm ACT ¥ O

[Ipespimenne BI'H* B | IIpu HeoOX0AMMOCTH NMPOBECTH KOPPEKIHIO 03Bl OJHOBPEMEHHO

1-3 pa3za IPUHUMAEMbIX IIpenaparoB, o00JagalommX renaToTOKCHYeCKHM
spdexTom (0a3MCHBIX MPOTHBOBOCHAIUTENBHBIX —IPENapaTos,
aHTHOAKTepHATBHBIX CPEJICTB, HMMYHOMOY JTUPYFOIIHUX

[IpENapaToB).

IIpu ycTOiUMBOM MOBBIICHHH aKTHBHOCTH TPAaHCAMHHA3 B JIAHHOM
JMana3oHe CHHU3UTh YacTOTy WHbEeKUMH mpenapata WMincupa® o 1
pasa B 2 HeJelM WM NIpepBaTh Tepanuio npenaparoM Mncupa® o
HOpMalIM3aliy MoKas3aresed ajanuHaMHHOTpaHcepassl (AJIT) u
acnapratamuHoTpanchepassl (ACT).

Bo3o6HoBuTh Tepanuio mpenapatom B 03¢ 162 Mr ¢ 4acToToif
BBeJleHHs | pa3 B 2 Hezenu wiam | pa3 B HEJIENIO B COOTBETCTBUH C
KJIMHUYECKOH HE0OX0AUMOCTBIO.

ITpesbimenne BI'H B 3- | CrnentyeT oT™MeHHTH JedenHue npenapatom Wicupa® 1o cHmkeHus
5 pa3 YPOBHs TOKa3aTellds MeHee 4eM B 3 pasza npessimaromero BI'H.
Jlanee  cnenoBarh  BBIMIEYKA3aHHBIM — PEKOMEHIAIMAM Ul
npesbimenns BI'H B 1-3 pa3za.

[Ipn coxpanenun ypoBHs mnokaszatens Oosnee 4yeM B 3 pasa
npessimaiomero BI'H, ormenuts Tepanuio npenaparom Mncupa®.

[Tpesbimenne  Gonee | Cregyer npexpatuTh Jedyenue npenaparom Mcupa®.
4eM B 5 pa3

* BepxHss rpaHuLia HOPMBEI.

Tabmuma 2. PexoMeHgaumu 1O KOPPeKIMH J03bl TMPH CHHKEHHH aOCONIOTHOTO 4YHCIa
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HeiTpodpunos (AYH)

3Havenne nmokazareis

Pexomenaanun
(anco kiaerox x 10%/1)
AYH> 1 Jlo3y npenapata ® ocTaBuTh 6e3 H3MEHEHMIA.
AYH 0,5 -1 Crexyer npepBaTh neuenne npenapatom Miacupa®. ITpu nopsimenny

AYH 50 1 x 10%1 1 BbIIE paccMOTPeTh BO30GHOBICHHE Tepariy
IpernapaTroM B peKOMEH 1yeMOM J103€ B COOTBETCTBUH C KIMHHYECKOM
HEOOX0IMMOCTBIO.

AYH <0,5 Creqyet npekpaTHTh jledenue npenapatom Micupa®.

Tabmuua 3. PekoMeH1alnu 1o KOPPeKIMK JI03bI TPH CHIKEHHUH KOJIMYECTBA TPOMOOIIUTOB
3Hauenne nokasareis | Pexomenaanuu

(uneso kaerok x 10%/1)

50-100 Crnenyer mpepparh neuenue mnpenapatom Micupa®.  Tlpu
yBeIMUeHUH KojuuecTBa TpomGomutoB g0 100 x 10%n u BEIIE
paccMoTpeTh BO30OHOBIEHHE Tepanuu npenapatoM Uncupa® B 103e
162 Mr ¢ yacToTOM BBeJIeHUs | pa3 B 2 HEJCNIU U YBEJIUYUTH YacTOTY
BBEJICHHH /0 | pa3a B HEJIENO B COOTBETCTBHHM C KIMHHYECKON
HEOOXO0MMOCTBIO.

<50 CretyeT npeKpaTuTh JeueHue npenaparoM Micupa®.

IIponyck 0o3vl npu mepanuu peemMamouoHo20 apmpuma
[Ipu nporycke ouepeIHOTo BBEIEHHS 110 000 IpHYHHe HHBeKIus npenapara Miacupa® nromkuna
ObITH MpoM3BeJeHAa Kak MOXkHO OblcTpee. HOBBIM oTcuer ajsi JarThl CIIEAYIOLIErO BBEICHHS

HAYMHAIOT ¢ MOMEHTA (JaKTHIECKH IPOBEIEHHON HHBEKIMH penapata Mncupa®.

Vkaszanua no npumenenuio
Ilooeomoeka k npoeedeHu0 NOOKONCHOU UHbEKYUU

e TorareabHO BBIMOWTE PYKH.

e l3BiekuTe YMAKOBKY CO INNPHIEM H3 XOJOJHIbHHKA. 3aTeM H3BJICKATE IINPHUI[ C
JICKapCTBEHHBIM TMpPENapaToM W3 KapTOHHOHW mauku. OCMOTpUTE WINPHI, a TakkKe
JIEKapCTBEHHBIN Npenapar, Haxoaaimuics B HeM. Henb3s ucnoas30BaTh MINPHIL B CITydae:
— TIOMYTHEHHS pacTBOpa, HAIWYHS B ITpernapare MOCTOPOHHUX BHIMMBIX YaCTHII;

— HW3MCHCHHA L[BCTA,
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—  TOBPEkKJACHUS MOObIX YacTeil mnpHIa;
— HCTeYeHHs CPOKa rOAHOCTH (FOJIEH JI0...), YKa3aHHOTO Ha KapTOHHOM IayKe, a TakkKe

Ha 3THKETKE MIIPHIA.
<
I

e OcTaBpTe WINPHUI IIPH KOMHATHOM TeMIepatype npuOamsutenbHo Ha 25-30 munyt. He

CIIeJlyeT COrpeBaTh IIPHIL € NPENapaToM KaKHM-TTHOO0 APYTUM CIIOCOOOM.

TR

e [loaroroBsTe cIUPTOBYIO calheTKY/BaTHBINA TAMIIOH.

Ha oannom smane ne crnedyem CHUMams KOJINAYOK wnpuyda

Texnuxa 6uinONHeHUSs NOOKOJCHOU unvekyuu npenapama Hicupa™ 6 npeonanoinennom

wnpuye

1. BeiGepute MecTo MHBEKIMH (TepeHss OpioiiHas cTeHKa (OTCTynmas He MEHee 5 CM OT
Mmynka), nepejnss u OoKoBas IMOBEPXHOCTh Oe/pa MM CPEIHssA TPeTh HAPYKHOH 4acTH

r 11eda (BO3MOXKHbBIE MECTA JUIS HHBEKIMIT 3aKpalleHbl HAa PUCYHKE HUKE)).

&

2. Henw3s BBOJMTH [Ipemapar B MECTO Ha KOXKE, 1€ UMEETCA 60H€3H€HHOCTB, INOKpaCHEHHE,

YIUTOTHEHHE WJIM KPOBOMOATEK. DTH MPU3HAKK MOTYT YKa3bIBaTh Ha HAIMYME MH(EKIUH.
Taxoke He cieryeT BBOAUTE MpenapaT B MECTa POJIMHOK, THIEPIUTMEHTAIMH U IIPAMOB.

3. Mecto ykona nHeo6xoaumo 06paboTtars CIUPTOBOM cal)eTKON KPyTrOBBIMH JIBHKEHUSIMH.
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4. IlInpun He BCTPSIXUBATH.
5. CHuMMHTE KOJIITA4YOK C UTJIbI, HE JI0TPAruBasich J0 HIJIbI U H30eras IpUKOCHOBEHHUS K JIPYTHM

TMMOBEPXHOCTAM,

A\ /

6. OnHoii pyKoit BO3BMUTE B CKIAIKy 00pabOTaHHYIO KOKY.

7. B npyryio pyKy BO3bMHUTE IINpPHIL, JepiKa €ro rpaJyHpOBaHHON MOBEPXHOCTHIO BBEPX.
Beenenne npenapata HeoOXOAMMO OCYWIECTBIATH MOA yrioM 45 wmm 90 rpaaycoB K
NOBEPXHOCTH KOXKH B 3aBUCHMOCTH OT TOJIIMHBI KOXKH M BBIPQXEHHOCTH IMOIKOKHO-
JKHPOBOro cjos (y XyAOLIAaBBIX MAIlMEHTOB BBEJEHHE Mperapara OCYMIeCTBISETCs MO
yIJIOM 45 rpaycoB, y MalMeHTOB ¢ TOJIIMHON KOXKHOM cKiaaku Oonee 1,5 cM gomycTumo

BBeZIeHHE 1o yriiom 90 rpaaycos).
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MoakoxHan KneTaTKa

Mbiwua

8. OmHUM OBICTPHIM JBHKEHHEM MOJHOCTHIO BBEIUTE UIITY B KOXKHYIO CKJIAJIKY.

10. BBeauTe Bech pacTBOpP Me/UIEHHBIM ITOCTOSHHBIM HA/IaBIMBAHUEM Ha MOPIICHB LINPUIA B

TEeYeHHe 2-5 CeKyH/I.

11. Koraa mmnpur OyAeT mycTbiM, BBIHBTE ULy U3 KOXKH I1OJ TEM XK€ YITIOM.
12. KycoukoMm Mapiu cjerka npixkMuTe 00JacTh HHBbEKUUH B TeyeHue 10 ceKyHZ, HO HH B
KOEM cJIydae He TPUTE MOBEpXHOCTh. M3 MecTa HHBEKIIMH MOJKET BBIICTHTHCS HEOOIbIIOE

KOJIHYECTBO KPOBH. HpPI JKEJIaHMHM MOJKHO BOCIIOJIB30BATHCA IJIACTBIPEM.
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13. Tlocne HHBEKUMH MITTPUL] HOBTOPHO HE MCIIOIb30BATh.

14. Bropyio nabekiuio npenapara Mncupa® s 1ocTrkenns o6meif 10351 324 MT BBIIONHATE
aHAJIOTHYHBIM 00pa3oM.
15. Ilpu nocneayronmx HHBEKIUAX CIeIyeT MEHSITh MECTO BBEJICHHS.
Ymunuzayua pacxoonozo mamepuana
Hewncnonb3oBanHbIi pacTBOp MpenapaTa, HCIob30BaHHbIE MITPHIILL, cal(eTKH/BaTHBIE TAMIOHEI
M Jpyrue pacXo/jHble MaTepHalbl HOJUIEKAT YTWIH3ALUUH C NMPUMEHEHHEM 3aKpBIBAIOIIETOCs
KOHTEHHEepa, YCTOWYMBOIO K MPOKOJAM JUIS OCTPBIX NMPEAMETOB M3 IUIACTUKA WM cTekia. He

JIOIyCKaiTe XpaHEHHs UCIIOIB30BAaHHBIX LINPHUIIEB B MECTaX, JIOCTYITHBIX JUIs AeTEH.

IToGounoe aeiicreue

B pamkax 1npoBeJeHHBIX KIMHHYECKHX UCCIIEIOBAHUN Y 30POBBIX JOOPOBOJIBLER, MALHEHTOB C
PEBMATOM/IHBIM aPTPUTOM U TsKEJIbIM TeUEHUEM HOBOM KopoHaBupycHOM HHpekuuu (COVID19)
npenapar Wicupa® nokasan GnaronpusaTeii npopuns Gesomachoctn. HamGonee wacThiMu
HEXKeJaTeIbHBIMH PEakIMsIMH B IIPOBEICHHBIX KIMHUYECKUX HCCIIE0BAaHUAX ObUIH TOBBIIICHHE
aKTHBHOCTH ananuHamuHoTpaHcdepazsl (AJIT) wu  acmaprarammuorpancdepazsr  (ACT),
HEUTPONEHUST M INOBBLIILEHUE YPOBHA JMIOUAOB B KpoBH. CIEKTp 3aperucTpHpOBaHHBIX
HeXKeNaTebHBIX SBJICHUI, CBA3aHHBIX ¢ MPUMeHeHHeM npenapata Micupa®, 6bu1 0kKHIaeMbIM
Juis Kimacca MHruOuTopoB penentopoB MJI-6. JletanbHBIX MCXOM0B, CBS3aHHBIX C Tepanmuei
npenaparom Micupa®, B Xo/1e KIMHAYECKUX HccIeI0BaHmi He GBLIO.

B 1anHOH MHCTPYKIMHM HEeXelaTelbHble pEaKUHH IIPEJACTABIECHBI B COOTBETCTBHH C
MEKIYHApOAHBIM ClIOBapeM HexenarenbHbIX peaknuid MedDRA. Huke npuBeneH mnepeueHs
HEKeNaTeIbHBIX PEeaKIWi, 3aperucTPUPOBAHHBLIX Yy MALMEHTOB, MOJYYaBIINX JIEBHINMA0 B
pamMKax KJIMHHYECKHUX UCCIIEOBAHUN, H UMEIOIIMX OTpPe/IeIEHHYIO, BEPOATHYIO HIIH BO3MOKHYIO
CTENEHb CBA3H C IPHEMOM IIpenapara. YacTtoTa ykazaHa ¢ y4eToM CIIeAYIOUMX KPUTEPHEB: OYEHb
gacTo (=1/10), wacto (ot >1/100 o <1/10), Hewacto (ot >1/1000 g0 <1/100), peaxo (ot >1/10000
J0 <1/1000), ouens peako (<10000).
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CucereMHO-OpraHHbIi KiIace Yacrora HanmenoBanue peakunu

Hugpekyuu u unsazuu Heuacto WHdexuyun BepXHUX JbIXaTeIbHBIX My TeH,
ITHEBMOHUS, TATEHTHBIN TyOepKyies,
TyOepKyJie3 JIerkuX, ONMOsICHIBAIOIIUN reprec
(Herpes Zoster)

Hapywenus co cmoponst Yacro Heiitponienus, neiikonenus, TumMQoneHus

Kpoeu u iumgamuyeckoii Heuacto Tpombonuronenus

cucmemsl

Obuque napywenus u peakyuu | Yacto Peakuuu B MecTe BBeieHUS *

6 Mecme 66e0eHUA Heuacto ['unepuyBCTBUTENBHOCTD B MECTE HHBEKIIUH

Hapywenua co cmoponsi Heuacro Toxcuyeckuit rematut**

NeYeHU U HCenueebl00AUUX

nymeit

Hapywienua co cmopomnst Hewacro KpanuBuuua

KOJCU U NOOKOMCHOU

Kiemvamku

Hapywienus co cmoponui Yacro [ToBblmeHne apTepUaNTbHOTO JIaBJICHUs, B TOM

cocyooes qHciIe H30JIMPOBAHHOE MMOBBIIEHUE
CHCTOJIMYECKOTO M JHACTOITHYECKOTO
apTepHATIBHOTO JaBJICHHS

Jlabopamopusie u Ouenp [ToBbleHne ypoBHs

UHCMPYMEHMAbHbIE OAHHBIC | 9aCcTO ananuHamuHOTpaHchepassl (AJIT),
acriaprataMuHoTpancgepassl (ACT)

Yacrto [ToBbImeHne ypoBHs X0IeCTepHHA H
TPUTJIMLEPHIOB KPOBH,
MOBBILICHUE YPOBHSI OMIHpYOHHA KPOBH,
MOJIOKHUTEITBHBIN Pe3yIbTaT UCCIIE0BAHUS
BBICBOOOXKIeHHs HHTEepdepoHa raMma.
Heuacto [TonoxurensHbli pe3yabTaT BHYTPUKOKHOIO

JAUArHoCTHYECKOro T€CTta Ha TY6CpKyHC3,

YBCIHYCHHUEC  BECa, [TIOBBILICHHE  YPOBHiA

I'THOKO3bI KPOBH

KOJKHOTO 3yJa.

*B KIMHHYECKHUX HCCICAOBAHUAX PETUCTPUPOBATIMCE MECTHBIE PEAKUUM B BHJIC SPHUTEMBI U
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C"CTCMHO-OpFaHHblﬁ KJjIace Yacrora HaumeHnoBanue pPeaKnuu

** Jlaunoe HP mposeisnocs moseimenneM ACT u AJIT u He cOnmpoBOXKAANOCH JPYTHMH

CHMITOMaMH TOKCHYECKOT0 TenaTiTa Ha (JoHe MHOIKECTBEHHOMN JICKApCTBEHHOM Tepanuu

Taxoice 6 x00e KIUHUYECKOU paspabomku pe2ucmpupoBalucb COUHUYHbIE HedcelamenbHble
A61eHUsA, OISl KOMOPBIX 6 HACMOAUee GPeMs C643b ¢ NPUMEHEHUEM NeGUIUMAda He YyCmaHo6eHd
00CcmosepHo: BOCTIAJIGHHE Ovara KOXKHOTO TTOPAKEHWsl, AaCTeHHs, aHeMHs, IHMQaIeHuT,
TAMQOIMTO3, OTKIOHEHHE OT HOPMBI MPOLEAYpPhl BH3yaIHM3alMM JIETKHX, CHHKECHHE YPOBHSA
acriapraTaMHHOTpaHCc(epassbl.

B kauecTBe HapyILIEHHH CO CTOPOHBI HMMYHHOH CHCTEMBI B ITOCTPEIMCTPAIMOHHOM IEpHOJIE
HaOMONAINCh  €JMHHYHBIE PEAaKIHH THIEPYyBCTBUTENBHOCTH (aHA(HIAKTHYECKHH IIOK,
AHTHOOTEK), YTO COrjiacyeTcs ¢ W3BECTHBIM NpoduiaeM Oe30macHOCTH IpenapaToB Kiacca

HHrHOuTOpOB perentopoB MJI-6.

IlepexosupoBka

KimMHrueckre JaHHBIE O Iepeo3upoBke npenapara Micupa® orcyTerByior. MakcumanbHas
nepeHocuMast /103a JieBuinMaba JUis YeloBeka He YCTaHOBJIeHA. B KIMHHUECKHX MCCIIe0BaHUAX
IpH MOAKOKHOM BBEJICHHH JIeBHIMMaba B MAaKCUMAIBHOH CyTOYHOM J103€ 324 MI IBYXKpaTHO ¢
uHTEepBAIOM 48-96 4yacoB HOBBIX HEKENATEJIBHBIX PEAKIMH, W3MEHAIOMIUX IpPEICTABJICHHE O
npoduie 6e30MacHOCTH Npenapara, He 3aperuCTpUPOBAHO.

Crenuuyecknii aHTHIOT OTCYTCTBYeT. JIeueHne CUMIITOMaTHYECKOE.

B3anmoeiicTBHE ¢ APYTHMH JIEKAPCTBEHHBIMH NpenapaTaMa
CBeleHHI 0 HaIMYMK HeOJIAronpHATHBIX JICKAPCTBEHHBIX B3aMMOEHCTBHI JjeBuIMMada ¢
JPYTUMHU JIEKAPCTBEHHBIMH IIpenapaTaMu JI0 HaCTOSAIIEr0 BpEMEHU HE MOJIy4Y€HO.

CwmemmBaHue npemnapara ¢ ApyruMHu JICKapCTBEHHBIMU CPEICTBAMHA CTPOTO 3alPCIICHO.

Oco0bie ykazanus

Ipocnexcusaemocmso

B uenax yiuydmieHHs HpOCIeKHBaeMOCTH OMOTEXHOJIOIMYECKHX JIEKapCTBEHHBIX IMpenapaToB
HaMMEeHOBaHWe M HOMEp CepHH HAa3HAYaeMOro JIEKapCTBEHHOTO Mperapara JeBHIMMad JO0JKHEI
yKa3bIBaThCs B MEJIMUMHCKOM JOKYMEHTALIMY TALMEHTAa.

Hupexkyuu

Hanmyue Takux NOTEHIMATBHO TshKeIbIX HHpeknuii kak BUY, aktusaeni renatur B, cudunmc,
TyOepKyJie3, OTHOCHTCS K MPOTHBOMOKA3aHUSIM JUIs Ha3HaueHMs neBuaumada. Jlesunumald e

clielyeT NPUMEHSTH Y MAlHeHTOB ¢ AKTHBHBIM TeUeHHEeM WH(EKIIMOHHBIX 3a00/1eBaHMH, BKIIOYas
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JIOKAIM30BaHHble MH(EKIHU. YUUTBIBass IMMYHOCYTIPECCHBHOE JieiicTBHE JIeBUIMMa0a, Tepanus
3THM TIPENapaToM MOTEHIMAIBHO MOJKET MPHBOANTE K 000CTPEHHIO XPOHHYECKHX MH(EKIHHA 1
MOBBILIICHUIO PUCKA MEPBUYHOTO HHPHIUPOBAHUS.

[Ipu peakTuBalMu rematuta B WM pa3sBUTHH cepbe3HBIX WHMEKLHH Tepamus JIEBUIMMaOOM
JOJDKHA OBITH MpeKpalleHa i Ha3HaueHa COOTBETCTBYIOIAsA STHOTPOIIHAS Teparys.

CoGmoseHne OCTOPOKHOCTH TpeOyeTcs B OTHOLICHWM MALMEHTOB C PELMIUBHPYOIIHAMH
HH(pEKIHOHHBIMH 3a00/IeBaHUSAMH B aHAMHE3€, a TAK)Ke JIML, MMEIOMMX (PaKTOpBI pHCKa Pa3BUTHA
WH(EKLHUiT B BUIE COMYTCTBYIOMIMX 3a001eBaHHI UK COIY TCTBYIOIIEH TEpaIHH.

C ydyeToM mOJaBJIEHHsS JIEBHIUMAOOM peakuuit ocTpoil (a3l BOCHANECHHS CHMIITOMBI
uH(EKIHOHHOro 3a00JieBaHHs MOTYT OBITH CTEPTHI, YTO CIEAYeT YYHMTBHIBATH IPH paHHEM
BBIABJICHHH CEPhe3HBIX HMHQEKIMH Yy NanMeHToB, momydaommx mnpenapat Micupa®. Ilpu
MOABIEHUH JTIOOBIX CHMITTOMOB, CBH/IETEILCTBYIOLIMX O PA3BUTHH HH(EKIIHOHHOTO 3a00/1eBaHus]
Ha (poHe NMpUMEHEHHs JeBWINMada, MAlMEeHTY clleyeT HeMEeIJIEHHO OOpaTHThCS K Bpady Ul
CBOEBPEMEHHO JTMarHOCTHKH U Ha3HAUYEHUS Teparuy.

Tyoepkynes

[TaumenTaM ¢ aKTHBHBIM TyOepKyie30M Tepanus npenaparom Micupa® nportusonokasana. [epen
Ha3HaueHHeM mnpenapata Mncupa® u B Xoje Tepamuu HEOOXOAMMO MPOBOIMTH CTAaHAAPTHBIN
CKpHHHUHT Ha TyOepkyine3. [lanueHTaM ¢ JATEHTHBIM TyOepKyJIe30M PEKOMEHJYeTCs IPOUTH
CTaHJAPTHBIH Kypc MPOTHBOTYOEpKYJIEe3HOM TepanmuH Tepe/] HavyajloM TepalHuu IpernaparoM
Wncupa®.

Jlabopamopubie nokazamenu

Heuwimponenus

B KIMHMYECKHX WCCeJ0BaHMSX mnpenapata Micupa® oTMeuanoch CHUKEHHE —4HCiIa
HeuTpodunos. [Ipu jmUTeNbHON Tepanuu MAMEHTOB ¢ PEBMATOMIHBIM apTPUTOM CHUKEHHE
abcomorHoro uuciaa HeWtpodmwioB (AUH) He compoBoxaanock Oojiee BBICOKOH 4YacTOTOM
pa3BUTHS HHPEKIHI, B TOM 4YHcle cepbe3HbIX. CrieyeT coOmoaaTe 0CTOPOKHOCTD MTPH JICYEHHH
npenapatom Mncupa® nammentos ¢ AUH <2 x 10%/11. Ipu camxennu AUH <0,5 x 10%/n Tepanuio
npenapatom Uncupa® cnemyer otmennts. CiielyeT OlEHMBATH YHCIO HEHTPOQHUIOB yepe3 4-8
HeJIeJb [0CIIe Havasla Teparuy, a B JaIbHEHIIeM B COOTBETCTBHH ¢ KIIMHHYECKON MPAKTUKOI.
Tpomboyumonenus

B xiumHMueckMxX uccnenoanmsx npenapata Micmpa®  oTmewanoch cHuKeHHME uMcna
tpoMGouuTOB. [lpu JHTEBHOM Tepanuy MAlMeHTOB C PEeBMATOMIHBIM apTPUTOM CHMIKEHHE
ypciIa TPOMOOLMTOB HE CONPOBOXKIAIOCH pa3BUTHEM KpoBoTedyeHuH. Criemyer coOmonaTh
OCTOPOXKHOCTH TIPU HA3HAYECHHHM Teparuy npenapatoM Mncupa® npu umcne TpoMGOUMTOB HUKE

100 x 10°/mio1. Jleuenne He pekoMenyeTcs mpu umcie TpomGonntoB <50 x 10%/mkn. Crenyer
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OLIEHMBATh YUCIO TPOMOOIUTOB yepe3 4-8 Hejenb Mocie Havajla Tepany, a B JaJbHEHIIEM B
COOTBETCTBHHU C KIIMHUYECKOH MPAKTUKOM.

Depmenmol nevenu

B KIMHHYECKHX HCCIe0OBaHHMAX mpenapata Mncupa® oTMeuanoch MOBBILEHHE aKTHBHOCTH
«IIEYEHOYHBIX» TpaHCaMHHa3 0e3 NPH3HAKOB Me4YeHOYHOH HemoctatouHocTH. Yactora
BO3HMKHOBEHHUS MOJOOHBIX W3MEHEHHH MOXeT BO3pacTarh NMPH COBMECTHOM HCIOIb30BAHHH C
npenaparamu, 00JaJalONIMMH TTOTEHIIHAIBHBIM TeaTOTOKCHYECKAM JIEHCTBHEM (HanmpuMep,
METOTPEKCaTOM, aHTHOAKTepHAIbHBIMHU ITpenapataMy U ap.). Crieayer cobmoaTh 0CTOPOKHOCTE
MpH  HA3HAYEHWM Tepamuu mpemapatoM Micupa® y  mauMeHTOB C  IOKa3aTelsMH
anannHamuHoTpancdepassl (AJIT) wma acnapratamunoTpancdepassl (ACT), npeppuaomuMu
BepxHIOK rpanuny Hopmbl (BI'H) Gonee wem B 1,5 pasa. Crnenyer oneHuBarh IOKasaTeld
aKTHBHOCTH TeueHo4HbIX TpancamuHas (AJIT u ACT) gepes 4-8 Heznens 1nocie Havana Tepanu,
a B JIAJIbHEHIIIEM B COOTBETCTBUH C KIIMHUYECKOH NMPAKTUKOM.

H3menenue noxazameneil 1unudHo20 oomena

B KJIMHWYECKHX MCCIIe0oBaHMAX mpenapata Micupa® oTMeuanoch MOBBIIIEHHE KOHLEHTPAIHH
TMMUA0B  (XojecTepud oOmmi w(wim) Tpurauuepuasl). Cregyer OLEHHBATh IOKA3aTelH
JTHNUIHOTO oOMeHa Yepe3 4-8 HeJleNlb ocie Havasla Tepaniy JISBHJIMMAa0oM, a B ajlbHEHIIEM B
COOTBETCTBHU C KJIMHUYECKOH mnpakTukoil. [IpM BeneHMM NAIlMEHTOB € THIEPIUIHICMHEH
CIIEYeT YYUTHIBATh HALIHOHAJILHBIE PEKOMEH JAIHH.

Pearkuyuu cunepuyecmeumenvHocmu

[Ipy  ucnons3oBaHWM  JieBUIMMada  NOTEHIHATILHO  BO3MOXKHO  Pa3BUTHE  PEaKLUH
FUTIEPYYBCTBUTENILHOCTH. B pamkax NpoBeeHHBIX KJIMHMYECKMX HCCIe0BaHWH NeBuIMMada
peakiMii THIepYyBCTBHTEILHOCTH HE 3aperHCTpUpOBaHO. B X0Je MOCTperucTparuoHHOrO
nepro;ia OlleHKH npenapara Mincupa® onucanb! eIMHAYHBIE CITydyad aHA(HIaKTHUECKHX PeaKiyii
M peaklIuil TIUrnepuyyBCTBUTENBHOCTH. [IpM BO3HHMKHOBEHMM aHAa(UIAKTHYECKUX MM JPYIHX
CephE3HBIX AUIEPrHYecKUX peakiuii npuMeHenne npemapara WMincupa® crieayer HeMeUIeHHO
MPEKPaTUTh ¥ HaYaTh COOTBETCTBYIOUIYO CHMIITOMATHYECKYIO TEPAITHUIO.

3n10KauecmeerHbvIe HOB00DPA306AHUA

VY nanuentoB ¢ PA HaOmogaeTcsi MOBBIIIEHHBIH PUCK 3JI0KAaYECTBEHHBIX HOBOOOpPA30BaHMIA,
KOTOPBIH MOJKET yCyryOusThCsl OpH  JUIMTEIBHOM TPUMEHEHHH HMMYHOCYIPECCHBHBIX
JIeKapCTBEHHBIX cpejicTB. O0beM KIMHMYECKMX JIaHHBIX 110 IIpernaparaM Kjacca MHIHOMTOpOB
peuentopa MJI-6 B enom u neBuiuMady B HaCTHOCTH HEJIOCTATOYEH JUIS YCTAHOBJIEHUS YaCTOTHI
Pa3BUTHS 3JI0KAUECTBEHHBIX 00pa30BaHUN M MMOATBEPKICHUE HATAYUS IIPHUYHHHO-CIIEICTBEHHON
cBa3u ¢ Tepanueii. [Ipogomkaercs u3ydenne 6e30MacHOCTH NeBHIMMada B X0/ 10JIr0CPOYHOro

IIPUMEHEHHUS.
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Hanuvue anko2onbsHOl U HAPKOMUYECKOU 306 UCUMOCHU

Hanvuue ankoroibHOM WM HAPKOTHYECKOW 3aBUCHMOCTH, a TaKKe MCHXHYECKHX PacCTPOMCTB
MOKET CTaTh MPHYMHON HECOOITIOACHUS MALMEHTOM IpaduKa JIeueHHs JEBHIMMAO0M, UTO, B CBOKO
oYepe/ib, MOKET IPHUBECTH K CHIDKeHHIO 3(d¢ektuBHocTH Tepanuu. Heobxommmo Oonee
TINATENbHOE HAOIIO/IEHHE 3a MAllMeHTaMHU ¢ YKa3aHHBIMH COCTOSHHAMM B CBA3U C OTCYTCTBHEM
pe3yabTaTOB KIMHUYECKHX HCCIIE0BAHUH Yy JaHHOH KAaTeropud MAalMEHTOB M BO3MOJKHOCTBIO
MOBBIIEHHOTO PUCKA PA3BUTHS TeMaTOTOKCHYHOCTH U JIPyTHX HeOIaronpuATHBIX MOCIEICTBHI.
Hmmynozennocmsp

B xoze KIMHHYECKUX HccilenoBanmii npenmapata Mncupa®, B ToM umciie PH J0ATOCPOYHOM (B
Te4YeHHe ToJa) JICUCHHH PEBMATOMIHOIO apTpUTa BBIPAOOTKH CBA3BIBAIOIIMX AHTHTEN K
neBuIMMaly BBIABIECHO He ObLIO.

Iayuenmot ¢ 8o3pacme cmapuie 65 1em

Jlarnbie 00 3¢ eKTHBHOCTH ¥ O€30MacHOCTH Ipernapara y NalueHToB B BO3pacTe crapiue 65 jer
orpaHuueHbl. He mnpeamonaraercs HaIMYUs CYIIECTBEHHBIX BO3PACTHBIX pa3jiMyuil B
pacripe/ieIecHUH M BBIBEICHUH TTpernapara.

Hayuenms! ¢ HapyuwieHUAMU YHKUUU NOYEK U ReYeHU

D¢ dexkTuBHOCTL U 0€30MacHOCTh Npenapara y JaHHON KaTeropuy NMalueHToB He H3yYalluCh.
Hauuenmor monosxce 18 rem, oemu

Uccnenoranue 3¢ dextnBHOCTH M Ge30MacHOCTH Mpenapara y JAeTed U Uil Mosoxke 18 net He
MPOBOJIHIIOCH.

Bakyunayus

He cneayer npoBOAuTE MMMYHHU3AIMIO JKABBIMH aTTEHYHPOBAHHBIMU BaKIIHHAMU B XOJI€ JICUCHUS
npenapatom Mncupa®, Tak kak KiMHHYecKas oleHKa 6e30MacHOCTH JTaHHOTO B3aUMOJIEHCTBHS B
pamMKax  KJIMHHYECKHX  MCCIeOBAaHMH  He  NpoBOAMIack.  BakuumHaums  KUBBIMH
aTTeHyMpPOBAHHLIMHM BaKIMHAMHM /10 Hayalda Tepanuu npemapatoM Micmpa®, a Takke mHTepBan
MEXKIy BaKUMHAIMEH W HaAvaJoM TEpanuu JOJDKHBI COOTBETCTBOBATh JICHCTBYIOIIUM
KJTMHUYECKHUM PEKOMEHIAIHAM.

Jemuenunuzupyrowue saboneeanun

C yderoM AaHHBIX 10 Npoduio Oe30MacHOCTH MpenapaToB Kiacca HHTHOMTOPOB PEHENnTOPOB
NJI-6 cnexyer coOmioaark OCTOPOXXKHOCTH TNPH TPUMEHEHHHM JIeBHIMMaba y MalUeHTOB C
JIEMHETHHH3UPYIOUMMHE 3a0oneBanusmMu. HeoOXouMo TIaTeIbHO KOHTPOJIHPOBAThH MOSBICHHE
CHMIITOMOB, YKa3bIBAIOIIUX Ha pa3BUTHE JEMHETHHU3UPYIOIIEro 3a00JeBaHUSA LEHTPAIbHOM
HepHoi cucteMbl (IIHC), nHecmoTps Ha TO d4TO CcHOCOOHOCTHL JieBHIMMaOda BBI3BIBAThH

nemuemmausupyromme 3abonesanus L{HC B HacTosiee BpeMst He yCTaHOBJIEHA.
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Bausinue Ha crnoco0HOCTH YIPABJIATH TPAHCIOPTHBIMH CPEACTBAMH H MeXaHH3MaMH

OTCYTCTBYIOT JaHHbie © BIMsHMH mnpenapata Mincupa® Ha CIOCOGHOCT  yNPaBIATH
TPaHCTIOPTHBIMH CPEJICTBAMHU M paboTaTh ¢ MAIIMHAMA U (MJIM) MEXaHU3MaMH. Y YUTBIBas TO, YTO
[IpH Tepanuu JApyruMHi HHruouTopamu penenrtopa MJI-6 orMedanncs smm30/1b1 FOJIOBOKPYKEHHUS,
MALMEHTaM, WCIBITHIBAIOLIAM TOJOBOKPYXKEHHEe NpH TpHMeHeHuM mpenapara Wncupa®, He
PEKOMEH/IyeTCS YIPaBIsTh TPAHCHOPTHBIMHM CPEJCTBAMH M MEXaHW3MaMH 10 TeX IOp, IoKa

rOJIOBOKpPYKEHHE HE NPEKPATHTCH.

dopma BBINYCKA

PacTBop s okoxuoro BeeaeHus 180 Mr/mir.

ITo 0,9 M1 B TPEXKOMIOHEHTHBIE CTEPUIILHBIE IITPHIEI K3 GECIBETHOrO HEHTPAIbHOro cTekia |
ruaAposTHYecKoro Knacca. [Inpui, ¢ 01HOM CTOPOHBI, MMEET BIASHHYIO UITTy JUIS HHBEKIHi 13
HepyKaBeIollell CTalM, KOTopas 3allMilieHa IUIACTMACCOBBIM KOJMAYKoM ¢ OyTHII KayuyKOBBIM
yrtoTHuTesneM. [Inpui ykynopeH 371acTHYHBIM YIUIOTHUTEIEM Ha MOPIICHb U MOPLIHEM.

Ha kak/iplit IIIpHIL HAKJIEHBAIOT CAMOKJIESIIYIOCS 3THKETKY .

[To 1 mmpHIly MOMENAIOT B KOHTYPHYIO SYEHKOBYIO ynakoBKy u3 miieHku [IBX.

[To 2 1 4 KOHTYPHBIX AYCHKOBBIX YIIAKOBOK BMECTE ¢ HHCTPYKIMEH MO NPUMEHEHHIO IOMELIAIOT
B MMAUKy M3 KapTOHA.

l'laqu JIOTTOJIHUTEJIBHO KOMINJIEKTYIOT CITUPTOBBIMH Caﬂq)CTKaMH B KOJIHYECTBE 2 W/ 4 1T,

YeaoBusi XpaneHust
[Ipu temneparype ot 2 1o 8 °C B 3ammuieHHoM 0T cBeTa MecTe. He 3amopaxkuBars!

XpaHHTh B HEJIOCTYITHOM JUlsl IeTeH MecTe.

Cpok rogsoctn
2 roaa.

He IIPUMEHATDH 110 UCTEUEHHUH CPOKA IrOTHOCTH.

YeaoBus oTmnycka

OTnyckaroT 1o peLenry.
Buiajesieny perucTpanuoHHOro y10CTOBEpeHH

AO «BUOKAJl», Poccusa, 198515, r. Cauxr-IlerepOypr, BH. Tep. r. mocenok CrpelibHa,

. CrpenbHa, yi. Cssi3u, a. 38, crp. 1, momem. 89.
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IIponsBoauTe b
AO «BUOKAJI», Poccus, 198515, r. Cankr-IlerepOypr, BHYTPUIOpOJICKOE MYHHIHUNAIBHOE

o6pasosanue Cankr-IletrepOypra n. CrpenbHa, yi. Ceasu, 1. 38, ctp. 1.

Opraunusanus, NPUHHEMAOMAS NPEeTeH3HH NoTpeduTe e

AO «BUOKAJI», Poccus, 198515, r. Caukr-IlerepOypr, BH. Tep. r. nocenok CrpenbHa,
1. Crpenbha, yi. Ceszy, 1. 38, ctp. 1, nomernt. 89.

Ten.: +7 (812) 380 49 33, dakc: +7 (812) 380 49 34; e-mail: biocad@biocad.ru

MHupopMaImio 0 pa3sBUTHH HEKeNaTeIbHBIX peakInii HalpaBJIATh 1o ajpecy: safety@biocad.ru
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PyKOBOﬂHTCJ’Ib HaIpaBJICHU 110 P
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