MY OTUETY

OBIA Sl XAPAKTEPUCTUKA HEKAPC@EHMETF‘@MP* /sI 0004)

V JlaHHBIM JIeKapCTBEHHBIH MpenapaT MOJIEKUT JONOJHUTEIIBHOMY MOHHUTOPHHTY. ITO
MO3BOJIUT OBICTPO BBISIBUTH HOBYIO HHGoOpMaiuio 1o Oe3omacHocTH. Mbl oOpamaemcst K
paboOTHUKAM CHCTEMBI 37PaBOOXPAHEHHsI C MPOCKOOW cooOImaTh O JIOOBIX MOJ03PEeBAEMBIX
He)KeNaTeNbHbIX peakuusax. [lopsok coolmieHns o HeXenaTeabHbIX PeaKkUsaX MPEICTaBIEH B

paznene 4.8.

1. HAUMEHOBAHHUME JIEKAPCTBEHHOI'O ITIPEITAPATA
NBJIN3U, 250 Mr, KOHIIGHTpAT JJIsl IPUTOTOBIICHUS pacTBOPA JJIsT HHDY3UH.

NBJIN3U, 125 mr, KOHIIEHTpAT ISl MPUTOTOBIICHUS pACTBOpPA JIJIst HHDY3UA.

2. KAYMECTBEHHBINA U1 KOJTMYECTBEHHBINA COCTAB

2.1. O6mee onucanue:

HuBo3mimmad mpeacTaBisieT coO0M pPEeKOMOMHAHTHOE TYMaHM3WPOBAaHHOE MOHOKJIOHAIBHOE
AHTHUTEIO, MOJYYEHHOE C HCIOJb30BAaHUEM KYIbTYp KJIETOK SIMYHUKA KHTAWCKOTO XOMSIKa IO
TexHoJoruu pekomouHantHoi JJHK.

2.2. KauecTBeHHBIN U KOJTMYECTBEHHBIN COCTaB:

NBJIN3U, 250 mr, KOHIIEHTpAT )1 IPUTOTOBIIEHUST pacTBOpa Jist HHY3UH.

1 ¢pmakon 10 mu comepxut: 250 mMr auBo3unumMada B 10 M1 KOHIIEHTpaTa AJIsi IPUTOTOBICHUS
pactBopa st UHPY3U.

Heticmeytowee sewgecmeo: nuBo3uaumad 250,0 mr;

BcnomoraTenbHbie BelecTBa, HAJIUYHE KOTOPBHIX HAJAO0 YYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: HaTpuil amerata Tpuruapar (cm. pazgensl  4.4.). IlonHelii  mepeuyeHb
BCIIOMOTaTeNbHBIX BEIIECTB MPUBEACH B pazzaene 6.1.

NBJIN3U, 125 mr, KOHIEHTPAT ISl IPUTOTOBJICHUS pacTBOpa st HHDY3Hil.

1 ¢nakon 5 mn comepxur: 125 mr nuBosmnumaba B 5 MJI KOHILIEHTparTa JUisl IPUTOTOBIIEHUS
pacTBopa st UHQY3HA.

Heticmsyrowee eewgecmeo: nuBozunumad 125,0 mr;

BcrnomoratenbHble BeliecTBa, HAIMYME KOTOPHIX HAJ0 YYUTHIBATh B COCTaBE JIEKAPCTBEHHOT'O
mpenapara: HaTpuil  amerata Tpuruapar (cMm. pazgensl  4.4.). IlonHBId mepeuyeHb
BCIIOMOTaTENIbHBIX BEIIECTB MPUBENIEH B paznene 6.1.

3. JEKAPCTBEHHAS{ ®OPMA

KoHuenTpar A npuroToBieHUs pacTBopa A HHPY3Hil.

Hpo3paIJHa>1 oT 66CHBCTHOFO JO0 CBCTIO-XCITOTIO OIBCTA X KXKUAKOCTD.
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4. KIMHUYECKHE JAHHBIE (NOCNEOOBATENBHOCTE 0004)

4.1. Iloka3zaHusi K IPUMEHEHHN IO

[Ipenapar MBJIM3W npumeHsieTcss y B3pOCIBIX TAIMEHTOB cTapiie 18 neT i JieueHus
PacCcessHHOTO CKJIepo3a C OOOCTPEHHUSMHU, KOTOPBIA BKIIOYAET PEMHUTTUPYIOIIUN pacCesTHHBIN
CKJIEPO3 ¥ BTOPUYHO-TIPOTPECCUPYIOINI pacCcestHHBINA CKJIEpO3 ¢ 00OCTPEHUSIMH, C MMPU3HAKAMU
AKTUBHOCTH 3a00JIeBaHWS TIO JaHHBIM KJIMHHYECKOTO OOCIEAOBaHUS WJIH JaHHBIM
BU3YAJIM3UPYIOIIUX METOI0B 00CIIeTOBAHHUS.

4.2. Pe:xuM 103UPOBAHMS M CIIOCOO MPUMEHEeHHUs

JleyeHue MalMeHTOB C paccestHHBIM ckiepo3oM mpemnapatoM UBJIM3U momkHO ObITH HA4aTO U
MIPOBOMTHCS TI0]] HAOJIFOICHUEM ONBITHOTO HeBpoora. [Ipemapar npenHa3HaueH ISl BBEICHUS
KaK B aMOyJIaTOPHO-TIOJUKIMHUYECKUX, TaK U B CTAIIMOHAPHBIX ycinoBusax. MHby3uio npemapara
NBJIM3N cneayer mNpOBOAWTH 0], KOHTPOJIEM OIBITHOIO MEAMIIMHCKOTO TepcoHaa.
CootBeTcTBYyIOIIIEE MEAUIIMHCKOE OOOpYIOBaHHE, BKIIOYAs JOCTYNl K OOOpPYIOBAaHUIO ISt
OKa3aHMs AKCTPEHHOM MEIMIIMHCKOW MOMOIIH, a TaKKe JICKAPCTBEHHBIE CPEICTBA, TAKHUE KaK
snuHedpuH (aapeHanuH), AHTUTHUCTAMUHHBIE TMIpernapaTbl W TIIOKOKOPTUKOWIBI JIOJKHBI
MMETbCS B PaCHOPSHKEHUHU JUIsI HEMEJIEHHOTI'O MCIIOJIb30BaHUSI MPU BO3HUKHOBEHHMH TSHKEJIBIX
HEe)KeNaTeNbHBIX SABIEHUN, HAPUMEp, TSHKETBIX MHPY3MOHHBIX U aJTIEPrHUECKUX PEaKIIHi.

Bce manmeHTHl MOJDKHBI HAaXOAUTHCS TOJA HAOMIOJACHHUEM B TEYCHHE MHUHUMYM OJHOTO dYaca
nociie okoHvdanust uHQy3uun (cm. pasnen 4.4, 4.2, nonpaszaen «HDY3HOHHBIE PEAKITHN).
Ilpenapam HBJ/IU3U 6600am monvKo eHympueeHHo (6/8) KaneabHo uepe3 O0moeabHblil
kamemep. Beooums npenapam HBJIU3H cmpyitno unu 6onrocno 3anpeuwieno!

[Ipemeaukanus 1y IpeIOTBPAICHUS I/IH(bVSI/IOHHI)IX peaKIIHii

[Tepen kaxnbim BBemenuem mpenapara UBJIM3U ¢ menbio mpenoTBpamieHuss U CHUKEHUS
CTETIEHU TSHKECTH DPa3BUTHS HMH(Y3MOHHBIX peakiuii (cM. pasgen 4.4) cimemyer HpPOBOIHUTH
npeMerKaluio. PekoMeHayeTcs UCTIoIb30BaHue CIIeYIONIE CXeMbl TpeMeTuKaIIH

e BEYEPOM HaKaHyHE IJIaHUpyeMOoW HHQY3UHM U YTPOM B J€Hb HMHQY3UH HEOOXOIUMO
npuMeHeHue 6okaropa Hl-ructaMMHOBBIX perienTopoB B coueTaHuu ¢ 6mokaropom H2-
T'MCTaMMHOBBIX PELENTOPOB (Hampumep, HeTupu3uH 10 Mr B coueTanuu ¢ (paMOTUANHOM
20 mr);

e npubmmsurensHo 3a 30-60 munyr no mnposenenuss uHysuun MBJIM3U neobxomumo
BBIOJIHUTh ~ BHYTPUBEHHOE  BBEICHHE  TIIIIOKOKOPTHKOCTepouaa  (Hampumep,
MeTUIIpeAHn3010Ha B 103e 100 Mmr)

e jajee HEOOXOIUMO BBIOJHUTH BHYTPHUMBIIIEYHYIO HMHBEKLHIO Onokaropa HI-
TMCTAMHUHOBBIX PELIENTOPOB (Harpumep, xjoponupaMuH 20 mr);

® 3aTeM NEepOpAIbHO Ha3HAYACTCsl aHTUIMPETHK (Harmpumep, mapaneramon 1000 mr).
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Takke mepex IpoBeaeHneM BHyTpuBeHHON wubysnn | UBANBHA 406%0RMe’ Yhorpebiténne

JOCTAaTOYHOI'O KOJIMYECTBA BOJbI.

PexxuM J103upoBaHus

Pexomenayemas no3a npemnapara UBJIM3U cocraBisier 500 Mr kaxiasie 6 MecsieB B BUJC B/B
uHpY3UH.

Hauanvnas 0osa

HawansHyro 103y clieyeT BBOJAMUTH B BHJIE JIBYX OTACIbHBIX B/B HH(Y3UI: ¢ TIEpBOH HHQY3UCH
BBOJAT 250 Mr mpermaparta, 3aTeM depe3 2 Henenu Broaar emie 250 mr npenapara (cm. Tabnuiry
1).

Hocneoyiowue 0o3vl

Bce nmocnenyronue no3er npenapara UBJIM3U B nanbHeiimeM BBOJSTCA B BHJE OJHOKPATHOM
B/B uHQy3un B n03e 500 mr kaxasie 6 Mecsnes (cM. Tadmuiy 1). [lepByro U3 nocieayonmx 103
CleyeT MPOBOAUTH uepe3 6 mecsieB nocie 1-oi nHpy3uu HayaaIbHOU JO36I.

Tabmuna 1: Cxema nozupoBanus npemnapara UBJIM3U

BBonnmas noza npenapara UBJIN3U HNHcTpyKIps 1o NpoBEICHUIO
uHpYy3UU
Havanenas nosa -5 undy3us 250 mr B 200 mut HauvaneHast ckOpoCTh BBEAECHUS
500 mr, rpenapara J0JbKHA COCTaBIISITh
pazzieNieHHas Ha JBe 25 mu/4ac.
uHpy3Un 2-s1 unpy3us | 250 mr B 200 M [Ipu orcyrcTBUM MH(PY3HOHHBIX
(uepe3 2 Henenu peakuuii uepe3 kaxaelie 30
TIOCJIe TTEPBOM) MHUHYT  HUHQY3UH  CKOPOCTh

MOXET yBEIW4YMBaThCI Ha 25
Mi1/4ac;

CkopocTb nHQY3UH HE JTO0JKHA
npeBbimath 150 mir/gac.
[TpomomxuTenbHOCTE MHQY3UU

OKO0JIO 2 4acoB 35 MUHYT.

[Tocnenyromue OnHoxpaTHas 500 mr B 400 Mn1 HauanbHast ckOpoCTh BBEIEHUS
110361 500 mr, uH}y3us npemnapara J0JKHA COCTaBJISAThH
OJIHOKpaTHas 50 mi/gac.

uHOy3Us [Ipu oTcyrcTBUM MH(Y3MOHHBIX
KaxJpie 6 peaknuii  depe3 kaxapie 30
MecsIeB MUHYT  HUH(QY3UH  CKOPOCTh

MOKCT YBCIIMYUBATBCA HaA 50
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Cxopocts nH(}Y3UH HE JTOJDKHA
npeBbImarh 200 mir/4ac.
[IpopomxutensHOCTh UHDY3UU

0K0JI0 2 yaca 45 MUHYT.

*PacTBOpBI 11 BHYTPUBEHHOW HWH(Y3MHM TOTOBST IOCPEICTBOM pa3BEIEHUS KOHIICHTpAaTa
npenapatra UBJIN3U B undy3uonnom draakone ¢ 0,9% Hartpus xjopuaa 10 KOHIEHTpPAIUU
rOTOBOTO pacTBopa 1,25 Mr/min

**]IepByr0 OCIEAYIOUIYIO OJHOKPATHYIO HH(DY3UIO CIEAYyeT BBOJUTH CITYCTsI 6 MECSIEB MOCe
uH}y3un 1-0if HaYaTBHOH JT03BI.

MuHuManbHBIA UHTEPBAT MEXIy Kaxaoud u3 103 MBJIM3U nomkeH cocTaBiaTrh He MeHee 5,5
MECSLIEB.

IIponyck 0o3vl

[Tpu nmponycke maHoBoro BeeneHusi npenapara VMBJIM3U HeoOxonuMo B KpaTuaiiine CpOKU
BBECTH Ipenapar B PEKOMEHAYEMOH [03€, HE M0XKHAASICh CIEAYIOUIETr0 3alIaHUPOBAHHOIO
BBezieHus. ['padpux BBenenuii npemapara UBJIM3U nomxeH ObITH CKOPPEKTUPOBAH C IEINBIO
noJepKaHusl 6-TUMECSIYHOTO UHTEpBajia MKy BBEJIECHUSIMU.

Koppexyus 0osol

Koppekius 10361 He HccieaoBanach 1 HE pEKOMEHI0BaHa.

Hnghy3uonnvle peaxyuu

Brenenue npenapara UBJIM3U moxxeT conmpoBOxkAaTHCS pa3BUTHEM MH(PY3MOHHBIX peakiuii. B
Cllydyae BO3HHKHOBEHUsS WH(Y3MOHHBIX pEaKIWid HEOOXOIMMO CJIeIOBaTh  YKa3aHUSM,
MIPUBEICHHBIM HIDKE (CM. Takxke pasaen 4.4, moapazaen «H)y3nOHHBIE PeaKIim).
Kusneyepooicarowue unghyzuonHvle peaxyuu

Ecnu Bo BpeMst HH(QY3UH BO3HUKIN CHMIITOMBI KU3HEYTPOKAIOUIUX WM WHBATUAU3UPYIOIIHX
WH()Y3MOHHBIX  pEaKIWid, TaKUX KaK OCTpas THUNEPUYBCTBUTEIBHOCTh WA  OCTPBIA
pECIMPATOPHBIA TUCTPECC-CUHAPOM, CIIEIYyeT HEMEIJICHHO NMPEKPAaTUTh BBEACHUE Mpernapara
NBJIN3U. [TauneHT 10MKEeH NOJyUYUTh COOTBETCTBYIOIIEE MOICPKUBAIOIICE JIeueHHE. Y TaKUX
nalnueHToB npuMmeHeHue mnpenapara MBJIM3M cnepyer oTMeHHTh M HE BO30OHOBISITH B
JanbHEHIIIEM.

Taxcenvle unghy3uonHvle peakyuu

[Ipu pa3Butuu  TsDKenoW  WHQPY3MOHHOM  peakuuu  (Hampumep, COIMPOBOXKIAIOIMIEHCS
3aTpyJHEHUEM JBIXAHHS) WU [IPH OJJHOBPEMEHHOM TOSBICHUY MPUIUBOB, JINXOPAJAKU U OO B
ropie, uHQY3WIO claeAyeT HEMEMJIEeHHO TmpepBaTh. IlanMeHTy HEOOXOauMO TMPOBECTH

cumnToMarudeckoe jeuenne. MHdy3no MOKHO BO3OOHOBHUTH TOJIBKO IOCIE pa3pelieHus BCeX
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cumMnToMoB. HauanbHasi cKOpocTh MpH BO30 OBnerfﬂ';ﬁeﬂﬁaﬂﬁ: Exomikhe Gbi'es’ B iHdt paza

HUXKE, YeM CKOPOCTh MH(Y3UU HA MOMEHT Hadaia pa3BUTHUS PCAKIUH.

Jleckue u ymepennvie ungy3uonHvle peakyuu

[Tpu pa3BUTHH JIETKOW WM yMEPCHHOW HMH(Y3MOHHOW peakiuu (HarpuMep, TOJIOBHOH O0O0JIH)
CKOpPOCTh MH(DY3UHU CIEeIyeT CHHU3HWTH JIO IOJIOBHHBI CKOPOCTH Ha MOMEHT Hadyaja sIBJICHHS.
CrnemyeT mpoJoiDKaTh BBEJICHHWE C JAHHOW CHIDKEHHOW CKOPOCTHIO B TedeHWe MUHUMYM 30
MUHYT. B citygae xopoireit mepeHocHMOCTH HH(Y3UH CKOPOCTh BBEJACHHUS MOXHO YBEIUYHTH B
COOTBETCTBUU C M3HAYAJIBHOW CKOpPOCTBhIO BBelaeHUsA. [loapoOHOE oOmHMcaHWe CHMIITOMOB,
CBSI3aHHBIX C HMH(QY3MOHHBIMH peakiusMu, cM. B pasznene 4.4, moapasaen «H)y3uoHHBIE
peaKIum.

Ocobvle ykazanus no 003upo8anuio

Jemu

DddexTuBHOCTH U Ge30macHOCTh MpuMeHeHus npenapara UBJIM3U y nereit u moapocTkoB

(<18 ner) He U3yUYAITUCH.

LHoorcunou u cmapueckuu 8ospacm

D¢ dekTuBHOCTL M Oe30macHOCTh MpuMeHeHus npernapata MBJIM3U y namueHToB B BO3pacTte
>65 51eT He U3y4aIUCh.

Hapywenue ¢ynxyuu novex

OddextuBHOCT M Oe3omacHOCTh mnpuMeHeHus npenapara WBJIM3W y mnamnuentoB c
HapylmeHneM (QYHKIUHU MOYEeK OTAENbHO He m3yuanuch. Tak kak MBJIM3U BeBoguTCS mMyTeM
KaTabOJMYECKOr0 pAcCIIEIUICHUs 10 TMeNTHAOB U aMUHOKHUCIOT (ITOYKH HE Y4YacTBYIOT B
nporiecce IMMHUHAINH), MIPEINOaraeTcs, YT0 U3MEHEHHUE JI03bl y TAIMEeHTOB C HapylIeHHEM
GyHKIIUY TIoYeK He Tpedyercs (cM. pazaen 5.2, moapaszaen «DPapMaKOKUHETHKA Y OCOOBIX TPYIII
NAlMEHTOB / TAlMEHTHI C HapyIIeHneM (DYHKIIUU TTOYEK)).

Hapywenue ¢ynkyuu neuenu

DddexkTuBHOCT, U Oe3omacHOCTh npuMeHeHUs mnpenapata WBJIM3M y mnamueHTtoB ¢
HapylieHneM (QyHKUMM TI€YeHW OTIENbHO HE M3ydaluch. Tak Kak JMBO3MIMMAad He
MeTa0OIM3UpPYeTCss B TI€UEHH, IMPENNojaraercs, 4ro M3MEHEHHE JI03bl y MAIMEeHTOB C
HapymeHneM (QyHKIHHA nedeHn He Tpedyercs (cM. paszaen 5.2, moapasnen «DapMakOKUHETHKA Y
0COOBIX TPYIT MAIUEHTOB / MAIMEHTHI C HApyIIeHHEM (QYHKIIHU TICUSH ).

Croco0 IOPUMCHCHUA

Ilpasuna npuzomosnenus u XpaneHus pacmeopa 01a unQy3ui
HO,HFOTOBKa npenapara K BBEACHUIO OOJDKHA ITPOBOJUTHCA B ACCITUYCCKUX YCIIOBHUAX. CHGHyeT

UCIIONIb30BaTh CTEpWIbHBIE WIJy W INNPHUI] s NPUTOTOBJICHUS pacTBOpa [uisi HUHDY3ui
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npenapara UBJIM3U. Ilpemapar He cOOEPKHUT KOHCéEHé};TBEJp{'ﬁpgz@%ﬂ%HTWﬁbH& IS

OJIHOKPaTHOI'O UCIOJIb30BaHUSI.
B xkonmentpare mnpemnapata WBJIM3U pomyckaercss conepkaHue MEIKOAMCIIEPCHBIX
NPO3payHbIX W/WIM ~ OTPAXKAMOIIUX CBET YacTUI, 4YTO CONPOBOXIACTCS  YCHICHHEM
onanecueHnu. KoHIIEHTpaT Henb3sl UCNOIb30BaTh MPU U3MEHEHUU OKPACKU WM MPU HATUYHUU
JUCKPETHBIX TIOCTOPOHHUX BKIFOYEHUH.
Beeoenue pacmeopa pexomendyemca ¢ UCnONb308AHUEM UHPY3UOHHOU cCUCMEMbL CO
ecmpoennvim uavmpom ¢ ouamempom nop 0,22 Mukpomempos u meHee.
YroObl MPUTOTOBUTH PACTBOP Ui B/B BBeICHHS, KOHIeHTpar mpenapara MBJIM3U cnenyer
pazBecTd B MH(QY3MOHHOM Tnakere, cojepxkamem 0,9% pactBop Harpus xJjopujga B
cootHomeHusX 250 mMr/200 Mt mim 500 mr/400 mut. KoHnieHTpanus roToBOro pacTBopa JI0JKHA
COCTaBJIATH TpUMepHO 1,25 mr/mit.
Henocpencteenno mepen wuHdysueir coaepkumoe HH(Y3MOHHOTO TMaKeTa JIOJDKHO HMETh
KOMHaTHyl0 Temneparypy. Ilpy HaauumuM  JMCKPETHBIX  IMOCTOPOHHMX  BKJIFOYEHMI
MPUTOTOBJICHHBIN PACTBOP KCIIOJIb30BATH HENb3S.
C Touk# 3peHuss MUKPOOHOIOTUYECKOW YUCTOTHI PAacTBOP ISl UH(Y3UU CIelyeT HUCIOJIb30BaTh
cpa3y nocjue IpUroToBIeHUs. B HCKIIIOUUTENBHBIX CIIydasiX TOTOBBIM PACTBOP MOXKET XPaHUTHCS
He Oosee 24 yacoB npu Temmneparype 2-8°C u npu komHaTHOU Temnepatype. Eciu nndysuro He
ylaercs 3aBepIIMTh B YKa3aHHBIM NEpUOJ, OCTaBIIMICA B HH(QY3MOHHOM IIaKeTe pPacTBOP
ciefyeT YHUYTOXUTH (cM. pazgen «OcoOble ykazaHus», noapaszfaen «MHCTpykuuu 1o
YHUUTOXXEHUIO HEUCIIOJIb30BAaHHOIO Ipenapara WIM I[pernapata ¢ MCTEKIIMM CPOKOM
TOJTHOCTH»).
Coemecmumocmo
PactBop mnpenapara MBJIM3W wuccrnenoBancs B HMH(Y3HOHHBIX pPAacTBOpax B YIIAKOBKE W3
IlacThKa W cTekia. lM3yueHue cOBMECTUMOCTH WH(Y3MOHHOTO pPacTBOpa C CUCTEMOW st
BBeJeHUs He mpoBomwiochk. s pa3enenus npenapara HWBJIM3U  pexomenaoBaHo
ucnonb3zoBanue 0,9% pacTBop HaTpusl XJIOpHUIA.
4.3. IlpoTuBONOKA3aAHUS

e [ UNepuyyBCTBUTEIBHOCTh K JAMBO3WIMMA0y WM JIOOOMY KOMIIOHEHTY IIperapara,

MIEPEYUCIICHHOMY B paszzene 6.1
e JKusneyrpoxaronie WHQY3UMOHHBIE pPEAKUUH NpPU TNPUMEHEHUH MOHOKIOHAIBHBIX
AQHTHUTEI B aHAMHE3€
e llHdexkunonnsie 3aboneBaHus B aKTHBHON (hase, BKIOYass TYOEpKyNn€3 M aKTHUBHBIN

BUPYCHBIN renatut B (cMm. paznen 4.4)
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UMMYHOCYIIPECCHBHBIM JicueHHEeM (MCKITFOUSCHHEM SIBIISIETCS] CHMIITOMATHYECKOE JICUCHUE
KOPTUKOCTEpOoUIaMu OOOCTPEHHI pacCessHHOTO ckiepo3a) (cMm pazzen 4.4, moapaszaen
«JleyeHne WMMYHOCYIPECCUBHBIMH TIperapaTaMd 0, BO BpeMs M IIOCJIe Teparuu
npenaparom UBJIM3).

e CymlecTByIOIINME 3JI0KAYECTBCHHBIC 3a00JieBaHMs, 3a MCKIIOYCHHEM MAIlMEHTOB C
0a3aJIbHOKIICTOYHBIM PAaKOM KOXXKM W OHKOJIOTMYECKMMHU 3a00JICBaHUSAMU, JUIS JICUCHHS
KOTOPBIX MCTOJb3yroTCs anti-CD20-antuTena.

e bBepeMEeHHOCTh U TIEPUOJT TPYTHOTO BCKAPMITUBAHHS.

e Jlerckmii Bo3pacT 1o 18 ner (3¢gdekTuBHOCTL U 6€30MacHOCTh MPUMEHEHUS Tperapara
WBJIN3U y nereit u moapoctkoB <18 5ieT He U3y4YaInCh).

4.4. OcoOble ykazaHusl 1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

OrciexuBanne

I[J'I}I OTCJICKUBAHUS OMOTEXHOJOTHUYECKHUX npenapaTron HeO6XOI[I/IMO 3allMChIBATh HAUMCHOBAHHEC
U HOMCD CCpUHU BBCIACHHOI'O ITAIMCHTY IIpCIiapara B MeﬂHHHHCKOﬁ JOKYMCHTAINH.

I/IHd)VSI/IOHHLIC pPC€aKnumn

Pa3Burne nHQY3MOHHBIX peakuuii y nanueHTos, noiayvaromux UBJIM3U moxer ObITh CBSI3aHO C
BBICBOOOXK/ICHHEM ITUTOKMHOB W/ XHMHYECKAX MeauatopoB. CUMNITOMBI WHQPY3HMOHHBIX
peakIuii MOTYT pa3BUThCA BO BpeMs JItoOoW MH(]Y3uH, HO HanboJiee YacTO OHU OTMEYAIOTCs BO
BpeMsl TepBOTO BBeleHUsl mpemapaTa. MH(Y3MOHHBIE pEakIMu TakXKe MOTYT Pa3BUTHCS B
teueHue 24 yacos nocie nHpy3un. CUMITOMBI HH(Y3MOHHBIX PEAKIINNA BKIIOYATIU MTOBHIIICHHE
apTEepUaNbHOTO JIABJICHUsS, TaxXHKapus, O3HOO, IOBBIIICHWE TEMIIEPAaTyphl Tella, TPEMOD,
roJI0BHAs O0JIb, CHIIb, MYJIbCALMSA B BUCOUYHBIX 001aCTAX, ¥OKEHUE B TPYIH, TOIIHOTA, TIPUIIHBHI,
MBIIIEYHbIE 00U, 3y, U IPYTHE.

Ha ¢one anti-CD20 Tepamum BO3MOXHO pa3BUTHE PEAKIMM TUIEPYYBCTBUTEIHLHOCTH.
WH}y3noHHBIE peakuu MOTYT OBITh KIMHHYECKH HEOTIIMYMMBI OT peaKIuil OCTpOH
THIIEPUYBCTBUTENIBHOCTHU 1-r0 THIA (OnocpenoBaHHbIX IZE).

PexkomeHmanuu no npeMeguKaiy JUIsi CHUKEHUSI 9aCTOThl U TSDKECTH MH(Y3MOHHBIX PEaKIuii
MIpUBEJIEHBI B pazjene 4.2

Konmponv unghyzuonuvix peaxyuii

PekomeHnnmanuu 1o Koppekuuu UWHQY3MM Tpenapara NalueHTaM, Y KOTOPBIX pPa3BHIIUCH
KU3HEYTPOXKAIOIINE, TSDKENbIe, YMEPEHHbIE WJIH JIETKHe WH(Y3HOHHBIE PEAaKIUU, IPUBEICHBI B
pasnene 4.2, moapaznen «Koppekius 10360».

[Ipu pa3BUTUU TSKEIBIX CHUMIOTOMOB CO CTOPOHBI JAbIXaT€IbHOW CHUCTEMBI (TakuX Kak

OpoHXOcHa3sM WM 3MHU307 O0OCTpeHHs OpOHXHMAIbHOH acTMbl) WHOY3HUS JODKHA OBITh
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CUMIITOMATUYECKOTO JICUCHUS TAIMEHT JIOJDKEH HAXOJIUTHCA MOJ HAOIOJEHHEM 0 TOJIHOTO
paspenieHusi CHUMIITOMOB CO CTOPOHBI JIbIXaTE€IbHON CHUCTEMBI, TTOCKOJIbKY 3a IMEepBOHAYAIBHBIM
yIydlIEeHHEM CUMITOMOB MOXKET IOCJIEN0OBaTh WX yXyIIIeHHe. Y MalMeHTOB C 3aCTOWHOMN
cepreuHoi HemoctatouHocThio (kmace I u IV mo kmaccndukamum  Hbro-Hopkckoit
Acconmani TO W3Y4YeHHIO 3a00JIeBaHWU cepaa) B aHaMHE3e NpPHUMEHEHHE TIIperapara
NBJIN3U ne uzyyanocs.

Ilocne 3asepuwienus unghysuu

3a manueHTaMu HeoOXOAMMO TIIATeNbHO HAOMI0aTh HA MPEeAMET BOSHHUKHOBEHHSI CUMIITOMOB
WH(Y3UOHHBIX PEaKInii, KAK MUHUMYM, B TEYCHHUE OJIHOTO Yaca MOCye 3aBepIIeHUs HHPY3UH.
Bpau nomken npeaynpenuTs mamueHTa o0 TOM, YTO pa3BUTHE UH(PY3UOHHBIX PEAKIIUNA BO3MOMXKHO
B TeueHue 24 4acoB mnociie nHOy3uu.

Peakiiny runepuyBCTBUTEIBHOCTH

B xozne xoHTponupyeMbIX KIMHUYECKUX MCCIENOBAHUN pPEaKIMU T'MIIEPUYBCTBUTEIBHOCTH IIPU
npumenennu npenapata UBJIN3U He Obliu BBISBIIEHBI.

Bo3moskHbI 3aTpyAHEHUS npu T depeHInanbHOMN JIMarHOCTHKE peaxkuu
TUIIEPYYBCTBUTENILHOCTH M MH(Y3MOHHBIX peakiuil. Peakiuu runepyyBCTBUTEILHOCTH MOTYT
BO3HUKHYTh BO BpeMs Jr000i MH(]Y3UH, OJHAKO, KaK MPABWIO, OHH OTCYTCTBYIOT BO BpeMs
nepBoit uHy3uu. Ecnu B xoz€ mocnenyronmx nHPy3uil ycyryolsiroTcsl paHee HaOI0JaBITHECS
CHUMIITOMBI HJIM BO3HUKAIOT HOBBIE TSDKEJIbIE CHMITOMBI, HEOOXOIUMO HEMEUIEHHO PACCMOTPETh
BEPOSTHOCTh DPA3BUTHUS pEAKIMM TUIEepuyBCTBUTENbHOCTH. [lpM momo3peHMu Ha pa3BUTHE
pPEAKIMK TUIEPUYYyBCTBUTEIBHOCTH BO BpeMs HMH(Y3MH HEOOXOJUMO HEMEIUIEHHO NPEKpaTUTh
MHQY3UI0 U HE BO300HOBIATH B janbHeiimeM. IlanweHtam c¢  ycraHoBieHHoOM IgE-
OIIOCPEI0OBAaHHON THIIEPUYBCTBUTENBHOCTBIO K npenapaty MBJIM3M npoTuBonokasana tepanus
JTaHHBIM TpenapaToM (cMm. pazzaen 4.3).

Undexunu

[Ipenmapar MBJIM3M He nomKeH NpPUMEHATHCA Y MALUEHTOB C AKTUBHBIMHU, CEPbE3HBIMU
UHpEKIUsIMH (HampuMmep, TyOepKyle3, CElcUC U OINMOPTYHHCTUYECKHE HHQEKIUU) WUIH C
TSDKETIOW MMMYHOCYIIpeccuell (Hampumep, 3HaUYMTeNbHO CHIDKEHHOE KoimuecTBO kietok CD4
nmu CDS). ¥V manmentoB ¢ aktuBHOW mH(peKued npuMmenenue npemnapata UBJIM3U cnexyer
OTJIOKHUTH 10 KynupoBaHus uHpekuuu (cMm. Paznen 4.3).

Bo Bpems neuenus npenapatom WBJIM3U MOryT BOZHUKHYTH Cepbe3HbIe MH(EKIUH, BKIIIOYAs
cMepTenbHBIe ciydan (HaOmromaemble Ha Tepanuu  anti-CD20-anturenamu, B T.4

okpenuzymadom). HacTora JeTambHbIX HH(EKIU, 0 KOTOPBIX COOOIIAIOCh BO BPEMs JICUCHUS

Crpanuna 8 u3 24



COOTEBETCTEYET 3KI(

T
)y ]

OMY OTHETY

OT La. U3 £U£D

anti-CD20-aHTHTENaMH, COMOCTABAMA ¢ YacTOFOi JeTA/ILHbIX! Eﬂty&mﬁﬁ@t%yf}rfe-ﬂhaﬁéﬁo B

JPYTUX UCCIIEOBAHUSIX Y MALMEHTOB C PACCEIHHBIM CKJIEPO30M.

[To nurtepatypHbiM naHHBIM, Tepanus anti-CD20-antutenamm MoxeT OBITH CBs3aHa C
MOBBIINICHHBIM PHCKOM pa3BuTusi Oonee Tspkenoi ¢opmer COVID-19, B ToM uumcie, ¢
MOBBIIIEHHBIM PUCKOM T'OCIIUTAIU3AIUH.

Taxoke cleayeT y4YWTBIBaTh, COMYTCTBYIOIIME 3a0ojeBaHus (InMabeT, CepIeYHO-COCYAMCTHIC
3a00eBaHus), MY>KCKOH T0JI, BO3pACT cTapiie 65 JeT, mporpeccupyroiiee TeueHue pacCesHHOTO
ckiepo3da (PC) wum Bwicokas crenmenp wHBamuam3anuu (EDSS> 6 0OaminoB) sBisroTcs
JOTIOTHUTEIBHBIMU (haKTOpaMHu y MarueHToB ¢ PC, yBeNMUNBAIOIUMU PUCK PA3BUTHSI TSXKEIOTO
KopoHaBupycHoro 3aboneBanus COVID-19.

[TaruenTsl ¢ mporpeccupyrouuM TedeHrneM PC U CIOKHOCTSIMH C TJIOTAHUEM MOTYT HUMETh
MOBBIIIEHHBI PUCK acnupanuoHHOM nmHeBMoHuHM. MJIBU3M® MoxeT moBblmaTh pHCK Oosee
TSKEJIOr0  TEUEeHUs MHEBMOHMM y JaHHbIX mauumeHToB. HeoOxonumo  npuHUMAaTh
He3aMeJUINTEIbHbIE MEPHI Y TAIIUEHTOB IIPH BBISBICHUH THEBMOHUU.

IIpoepeccupyrowas myremughoxanvras aetikosnyegparonamust (IIMJI)

[IMJI sBnsieTcs ONMMOPTYHUCTUYECKOW BUPYCHOM HHQEKIUEH TOJIOBHOTO MO3ra, BBI3BAHHOMN
Bupycom J[>xona Kannunarema (JC), u 0OBIYHO TPOSIBIISICTCS Y MTALIMEHTOB ¢ UMMYHOIC(PUIIUTOM.
Kaxk npasuno, pazsurue [IMJI npuBOANT K JETAIBHOMY MUCXOy WIIW TSKEIOW WHBAIMIU3ALMH.
B xone xnmmuunueckux uccnenoanuii npenapata UBJIM3U ciyuaes [IMJI BoisiBIeHO He ObLIO,
TeM He MeHee, JC-accormupoBanHas [IMJI Habmoanack y manueHToB, MOTYYaBIIUNX TEPAITUIO
npyrumu anti-CD20-anTutenamu, a Takke APYTMMHU TperapaTaMH JUIS JICYCHHS PACCESTHHOTO
ckaepo3a. Pazsurue JC-acconnmpoBanHoi [IMJI Obl10 cBsSI3aHO € TakUMH (aKTOpaMHu pHUCKa,
KaK MO>KUJION BO3PACT, MIMMYHOAE(MUIIUT U Teparnusi HeCKOJIbKUMHU UMMYHOCYTIpeccanTamu. [1pu
nono3pennn Ha [IMJI cnexnyer mpuocraHoButh Tepanuto npemnaparom MBJIM3U nposectu
HEOOXOMMYIO THArHOCTUYECKYIO OlleHKY. [Ipu aTom npusnaku [IMJI MOTYT BBIABIISITHCS B XOJ1€
MPT eme no Havana IpoOsBICHMS KIMHUYECKHX CUMOTOMOB. XapakTepHble cumnToMsl [1TMJI
MHOT000pa3Hbl, MOTYT YXYALIATHCS Ha TMPOTSHKEHUU OT HECKOJBKUX IHEH J0 HECKOIbKUX
Helelnb, W BKJIIOYAIOT B ce0sl MPOrpeccCHpyromyr0 ciaabocTb ¢ OJHOH CTOPOHBI Tela WM
CHEYKIJIIOKECTh» KOHEYHOCTEH, HapylIeHHe 3pEHHus, IMEepEMEHbl B MBIIUIEHUU, NaMATH H
OpUEHTALINM, NPHUBOASIINE K CIYyTAaHHOCTU CO3HaHUS M MU3MEHEHHWIO JINYHOCTH. JlaHHBIE
NPU3HAKYU U CUMIITOMBI MOTYT OBITh CXOHBI C MPOSIBJICHUSMHU PELUANBA PACCESTHHOTO CKIEpo3a.
[Ipu moarBepkaeHun aumarHoza I[IMJI HEOOXOAMMO TOJHOCTHIO MPEKPATUTh JICUCHHE H
npoBecTH OOCIeOBaHWE TManueHTa (aHamM3 [epeOpPOCTTHHATBHON JKUAKOCTH METOJIOM
nosmmMepasHorenHo peakiuu (I[MLP) na wamuume JC-Bupyca, MPT, npenmodrurensHo ¢

KOHTPAaCTHPOBAaHUEM B AMHAMUKe 10 cpaBHeHUI0 ¢ MPT no neuenus).
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VY manumenrtoB, nonyyaBmmx JjedeHue anti-CD20-anturtenamu, cooOmanoch O peakTHBALIUH
BUpyca rematuta B, B HEKOTOpBIX cCilydasxX NpPUBOJUBIIEH K pa3BUTHIO (PYIbMUHAHTHOIO
renaTuTa, IeYeHOYHOW HEIOCTATOYHOCTH, JIETAJIbHOMY UCXOY.

Ilepen na3znauenueMm mnpemnapata MBJIM3M BceM manumeHTam clieqyeT NPOWTH CKPUHUHI Ha
BUpYyC renatura B B cooTBeTcTBUM C JIoKainbHBIMU pykoBojcTBamu. lIpenapar MBJIM3U ne
CJIeZyeT MPUMEHSTh TallMeHTaM C aKTUBHBIM BUPYCOM TenaTuta B (akTuBHas nHGEKIHS T0HKHA
OBITh TOTBEPIK/ICHA MOJIOKUTEIBHBIMU PE3YAbTATAMH OINPEICTICHHS TOBEPXHOCTHOTO aHTUIeHA
(HBsAg) wu anturen k anTureHam Bupyca rematuta B (HBcAD)). Ilanmentam c¢
MOJIOKHUTETFHBIMI  CEPOJIOTUYECKUMH MapKepaMu rematuta B (oTpunartensHbId pe3ynbTar
anamu3a Ha HBsAg u monmoxxutensHblit pesynprar Ha HBCAD), a Taxke HOcHTEnsiM BUpyca
renmatuta B (monoxurtensHbId pe3ynbrar Ha HBsAg), crnegyer NpoKOHCYIBTUPOBATHCS C
renaTojoroM Imnepea HazHaueHueM npemnapata MBJIM3W. B oTHomeHuWM Takux MalUeHTOB
HE00XO0IMMO MTPOBOJIUTH COOTBETCTBYIOIIMY MOHUTOPHHT U IIPUHUMATH MEPHI MO MPO(UITAKTHKE
peakTHBalMU BUpYyca renaTuTa B B cOOTBETCTBUY C JIOKaIbHBIMU CTaHAApTaMH.

Ot1cpoyeHHass HEUTPOIIEHUSA

Ha ¢one tepamuu anti-CD20-aHTHTENaMu COOOMIAIIOCH O CIy4asX IO3HETO0 HACTYIUICHUS
HEUTponeHuH. XOoTd B HEKOTOPHIX CIIydasX pas3BUBalach HelTponeHus 3 wiu 4 CTENeHH, B
OOJBIIMHCTBE cllydyaeB HaOmioganach creneHb 1 mmm 2. O ciaydasx MO3JHEr0 HACTYILIEHUS
HEWTPOIIEHNH COOOINANOCh TI0 KpaifHel Mepe depe3 4 Heaenu mocie nociennei nadysun anti-
CD20-anTuTenamu. Y NHalMEHTOB C NPU3HAKaMU U CUMIITOMaMH WHQEKIUH PEKOMEHIyeTcCs
HU3MEpeHHEe KOJUYeCcTBa HEHTPO(hHIOB B KpOBH (cM. pazjen 4.8).

JleueHre UMMVHOCYVIIPECCAHTAMHM 10, BO BpEMs U TIOcJie Tepanuu npemnaparom UBJIN3NU

[Tpyu HamU4UK IPYruX ayTOMMMYHHBIX 3200JI€BaHU HE PEKOMEHIYETCS OJTHOBPEMEHHBIH IMpreM
NBJIN3U u apyrux UMMYHOCYIPECCHUBHBIX MpenapaToB (TakuX, Kak MpernapaThl, U3MEHSIONINE
TE€YEHHE PEBMATOMIHOIO apTpUTa, OWOJIOTMYECKOTO M HEOHMOJOTHYECKOTO MPOUCXOXKICHHUS,
MukodeHonara wmoderuwna, uukiodpochammma, azarHonpuHA, AIUTEIBHOTO  MpUEMa
KOPTHKOCTEPOUIOB), 328 UCKIIOUYEHHEM  KOPTHUKOCTEPOUIOB, Ha3Ha4YaeMblX  JUIs
cUMITOMAaTu4deckoro JiedeHuss odoctpernii PC, B CBS3W C TMOBBIINICHHBIM PUCKOM Pa3BUTHUS
CEpbE3HBIX MH(PEKIUH, BKIIOYasi ONNOPTYHUCTUYECKUE HUHPEKIUH.

Haznauate tepanuto mnpenaparom HWBJIM3UM mnocie MMMYyHOCYNPECCMBHOM Tepanuu WA
MMMYHOCYIIPECCUBHYIO Tepamnuio mnocie tepanuu npenaparom NMBJIM3U cinepyer ¢ yuetom
TOTO, YTO BO3MOXHO TNepeKpbiBaHue ux (hapmakonnHamudeckux dddextoB (cM. pazmen 5.1).
[Ipu wasznauenum npenapara MBJIM3U crnenyer coOmiomaTe OCTOPOXHOCTh, NMPUHUMAS BO

BHHMMAHHC (bapMaKOI[I/IHaMI/IKy Apyrux IpernaparoB, HU3MCHANOIIUX TCYCHHUC PACCCAHHOIO
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[MUTPC ne uzy4anocs.

Bakiunanus

Bpau gomkeH mpoBepUTh CTaTyc BaKIMHAIMM MAaIMeHTa, COOMI0AaTh HaIMOHAJIbHbIC
JNEHCTBYIONIME PEKOMEHIAIMU MO BaKIMHALIMK i1 MPO(QUIAKTUYECKUX MPUBUBOK, a TaKXKe
OOHOBIISITh BaXHBIE TNPO(UIAKTHUECKUE TPHUBHUBKHU IEpe] HA4YaJOM JIEYCHHS MpernapaToM
NBJIN3U. B cny4ae npoBeneHusl BaKIIMHALIUK €€ HEOOXOIUMO 3aBEPILUTh, 10 MEHbIIEH Mepe,
3a 6 HezeNb 10 Havasa jedeHus npernapatom MBJIN3U.

Tak KOJMYECTBO TMAIMCHTOB C TMOJIOKUTEILHBIMA TUTPaMH aHTUTEI K S. pneumoniae,
BO30Y/AUTEISIM DIHIEMHYECKOTO MApOTHUTA, KPACHYXH W BETPSHOW OCIIBI MOCJE Tepanmuu anti-
CD20-anTuTenamu (B T.4. OKpeIM3yMaOOM) B TeUeHHUE 2 JIET OBLIO B IEJIOM CXOJIHO C TAKOBBIM
Ha UCXOJIHOM YpPOBHE.

be3onacHOCTh MNMMYHHM3AIIUH )KUBBIMU WIIN KUBBIMU OCITIA0JIEHHBIMU BaKI[MHAMH TIOCJIE TEPAMIUN
npenapatoM MBJIM3U ne uzyuanacs. Bo Bpems tepanuu npenaparom UBJIM3U, a Taxxe no
BOCCTAHOBJIEHMsSI Myna B-kieTok NpoBOAWTH BaKIMHALMIO JKUBBIMH WM  SKMBBIMU
ocnabIeHHBIMU BaKIIMHAMH HE PEKOMEHTyeTCs.

Buympuympoobunas sxcnosuyus anti-CD20-aumumen u 8axyunayus HOBOPOICOEHHbIX U Oemell
HCUBLIMU U HCUBLIMU OCTAOTEHHBIMU 8AKYUHAMU

W3-3a mOTEeHIMAIbHOTO HUCTOLIEHUS MyJa B-KJIeTOK y HOBOPOXAECHHBIX M JAETed, MaTepu
KOoTOpbIX nosydanu npernapar UBJIM3M Bo Bpemst 6epeMEeHHOCTH, BaKIIMHAIMIO JKUBBIMUA WM
JKUBBIMH OCJIa0JICHHBIMH BaKIIMHAMHU PEKOMEHIYeTCs OTJIOXKUThH JO0 BOCCTAHOBJIECHHS myna B-
KJIETOK; Mepe] MPOBEICHUEM BaKIIMHAIMU HOBOPOXKACHHBIX U JETEH PEKOMEHAYETCS U3MEpATh
ypoBerb CDI19+ B-knerok. Bce BakiuHanuu, 3a HMCKIIOYECHHUEM BaKIIMHAIIMU >KUBBIMU M
KUBBIMU OCJIA0JICHHBIMHM BaKIIMHAMH, PEKOMEHIYETCS MPOBOAMTH COTJIACHO HAIMOHAJIHHOMY
rpaduky UMMyHH3aIuu. M3MepeHne TUTpa aHTHTEN MOCe BaKIIMHAIIMU MO3BOJSET MPOBEPUTH
CIIOCOOHOCTh TMallMeHTa pPa3BUTh 3alIUTHBII HUMMYHHBII OTBET, Tak Kak 3()(PeKTUBHOCTH
BaKIIMHAIIUA MOXKET OBITh CHIKEHA.

Pexomenyercst 06cyauTh 6€30MaCHOCTh U CPOKH BaKIIMHAIMK € TIeIuaTpoM (cM. paszen 4.6).

Manurausanus

[To nuTepaTypHBIM JaHHBIM Mpu npuMeHeHuHn anti-CD20-aHTUTeNn MOXKET OBITH MOBBIIICH PUCK
MaJIMTHU3aMU. B  Xoje KOHTPONHMPYEMBIX KIMHHYECKUX WCCICIOBAHUNA MaTUTHU3AIIHS,
BKIIIOUAsl Pa3BUTHE paka MOJOYHOW >Kele3bl, HaONto1anach Jaimle y MalUueHTOB, MOTYJarolInX
tepanuo anti-CD20-anTurenamu, 4eM y manueHToB, nonydatoniux apyrue [IMTPC (manpumep,
unteppeporn Oera-la) wmm mmane6o. [larmueHTHl JOKHBI  CJIEIOBaTh  CTaHIAPTHBIM

PEKOMCHAAMAM 11O CKPUHHUHIY paKa MOJIOYHOM >KeJIe3bl.
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NBJIM3M He J0MKHO  OBITh  PEKOMEHJOBAHO  MAllMEeHTaM C  CYHIECTBYIOLIMMU
3JI0KAYeCTBEHHBIMH HOBOOOPa30BaHUSAMHU (BKJIIOYAsl TMAI[EHTOB, KOTOPBIE HAXOIATCA IO
aKTHBHBIM HaOmoneHnem) (cM. paszgen 4.8). YV MmanueHToB ¢ M3BECTHHIMH (DaKTOPaMHU pHUCKa
BO3HMKHOBEHUS 3JI0KaY€CTBEHHBIX HOBOOOPA30BaHUIl cielyeT TIATEeIbHO B3BECUTH IOJIB3Y H
puck juist Tepanuu npenaparom UBJIM3U, a Takyke npoBecTH COOTBETCTBYIOIIEE 00CIEA0BaHNE
Iepesl Ha4ajaoM U BO BpeMsl JICUEHUSI.

CojgepkaHue HaTpUs

[Tpenapatr UBJIN3U conepxxut menee 1 mmonb (23 Mr) HaTpus Ha (JIaKoH, TO €CTh MO CYTH HE
COJICPKUT HATPHSL.

4.5. B3ammopeiicTBMe ¢ JPYrHMH JIeKAPCTBEHHBIMH MNpenaparamMM M JApyrue BH/AbI
B3aNMOJAeHCTBUSA

IIpu opHoBpemeHHoM mpuMeHeHun mnpenapata MBJIM3U u umMmyHOCymnpeccupyoomen u
MMMYHOMOYJIMPYIOLIEH Tepanuu, BKJIFOYAst [JIFOKOKOPTUKOCTEPOU B B
MMMYHOCYIIPECCUPYIOIINX [103aX, 0KMIAETCA YBEINYEHUE PHUCKa MMMYHOCYIpecCHH. Takum
o0pa3oM, HEOOXOJMMO YYHTBIBATH PUCK PAa3BUTHSA aITUTHBHOrO 3¢¢deKkra Ha HUMMYHHYIO
cuctemy. Ilpu nmepeBome mamueHTa C  TepalmuM  MpenaparaMmy,  00JaJaronuMu
NPOJIOHTUPOBAHHBIM  JIGHCTBHEM Ha HWMMYHHYIO CHCTeMy (ZIakiau3ymad, (QUHTOIMMOL,
HaTaln3ymMad, Tepu(pIyHOMHUJ WM MUTOKCAHTPOH), Ha Tepanuio mnpenaparom WBJIIN3U
HEOOXOUMO YYUTHIBATh IUTEIBHOCTh M MEXaHWU3M JIEHCTBUS JAHHBIX IPENapaToB WU3-3a
BO3MOXXHOCTH  aJIUTUBHOTO dJ¢dekra Ha HUMMYyHHYIO cucreMy. He pekomengyercs
oaHoBpeMeHHoe Ha3zHauenne MBJIM3U ¢ apyrumMum MMMYHOCYNPECCHBHBIMHU IpenapaTamu, 3a
WCKIIFOYEHHEM  TIFOKOKOPTUKOWJIOB, HA3HAYaeMbIX JUI1 CUMIITOMAaTHYECKOIO  JIEYEHUs
oboctpenuii PC.

OTnenbHBIX HCCIEIOBAaHUN B3aUMOJEHCTBUS C JPYTUMHU JIEKAPCTBEHHBIMH CpPEJICTBAMHU HE
MIPOBOAMIIOCH, IOCKOJIBKY B3aUMOJAEWCTBUN, CBS3aHHBIX C aKTUBHOCTHIO H30(EPMEHTOB
nutoxpomMa P450 u gpyrux wmerabonusupyrommx (EepMEeHTOB MM TPAaHCHOPTEPOB, HE
0’KMJIAeTCs.

4.6. ®epTUIBLHOCTDH, 0€PEeMEHHOCTD M JIAKTALMSA

JKeHImMUHE penpoaAYKTUBHOT'O BO3pacTa

Ha ocHOBaHMM W3BECTHBIX JaHHBIX JIMTEpaTypbl O Ipernaparax, O0JIAJAIoLMX IO0A00HBIM
MEXaHU3MOM JEUCTBHs, TpeOyeTcsi NMpHMEHEHHE >KEHIIMHAMU PENpOayKTHBHOTO BO3pacTa
HaJEKHBIX METOJIOB KOHTpaleniuu Bo BpeMs jeueHus npenapatom UBJIM3U u B Teuenue 12

MECALICB ITIOCJIE €0 3aBCPIICHUA.
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BepeMeHHocTs (NOCNEOOBATENLHOCTL 0004)

[Tpumenenne npenapata UBJIM3U npu 6epeMeHHOCTH MTPOTUBOIIOKA3aHO.

W3BectHO, uyTO yenmoBeueckuil uMmmyHornoOynuH G (IgG) mpoxoaut dvepes malieHTapHBIN
O0apbep, B cBs3u ¢ uem KBJIM3W He cienyeT NpuUMEHSTh BO BpeMsi OCpEeMEHHOCTH, 3a
MCKIIFOUEHHEM TeX CIy4yaeB, KOTrJa Mojb3a IJIsl MaTepH MPEBBIILAET BOZMOXKHBIN PUCK 7S TUI0/A.
Y HEKOTOPHIX HOBOPOKACHHBIX, MAaTepH KOTOPHIX monydanu tepamuto anti-CD20-antutenamu
BO Bpemsi OepeMeHHOCTH, HaOIIOJaUCh BPEMEHHOE MCTOIIEHHE Iyna nepudepuueckux B-
KJIETOK ¥ TUM(POIUTONCHHUS.

CrnemgyeT OTJIOKHTH BaKIMHAIIMIO J>KUBBIMH WM JKUBBIMH OCIAONEHHBIMU BaKIIMHAMU Y
HOBOPOXKJICHHBIX H JIeTel, MaTepu KoTophix nonydaim UBJIM3U B xone GepeMeHHOCTH.
N3meHenune yncna B-KIeTok y HOBOPOXKAECHHBIX U JeTel, MaTepu KoTopbix nonydanu UBJIN3U,
HE M3y4yaloCh B KIJIMHUYECKHX HCCIEAOBaHUAX. J[JIMTEIBbHOCTh MOTEHIMAIBHOTO HCTOLIEHUS
nyna B-kimeTok y HOBOpOXKIEHHBIX W JeTed HeusBecTHa (cM. pazgen 4.4 monpaszaen
«BakuuHarus).

bezonacnocts npumenenus UBJIN3U B xone po1oB 1 poopa3peliieHrs He yCTaHOBJICHA.
JlakTanums

Jannsie o Bo3MmoxkHOUM skckpenun WBJIM3W/metabonutoB mpemapara B TpyJHOE MOJIOKO
OTCyTCTBYIOT. [loTeHIIMANBHBIN pUCK JUIs peOeHKa, HaXOASIIErocss Ha Ipy/IHOM BCKapMIIMBaHUH,
HE MOXET OBITh UCKIIIOYEH.

He pexomenayercss rpyaHoe BCKapMiIMBaHME BO BpeMs Tepanuu npenaparom HMBJIIM3U,
MOCKOJNBKY uenoBeueckuii IgG mpoHUKaeT B TpyIHOE MOJIOKO, @ BO3SMOXKHOCTb BCAChIBAaHUS
NBJIN3U n nocneayroiero uCToueHus nyjia B-kieTok Hen3BecTHa.

DdepTUabHOCTD

Bnusaue UBJIM3U Ha GepTUIbHOCT HEM3BECTHO.

4.7. Bausinde Ha CHOCOOHOCTH YNPABJSTH TPAHCHOPTHBIMU CpeACTBAMH M padorath ¢
MeXaHUu3MaMH

Bmusune HWBJIM3M Ha cnocoOHOCT K YNPaBICHUIO aBTOMOOWIIEM U ABWXKYIIMMHUCS
MEXaHM3MaMH HE HCCIIE0BAJIOCh, OJHAKO, MCXOIsd M3 MEXaHW3Ma JEHUCTBUS IIpernapara u
M3BECTHBIX HEXKEJIATENbHbIX ABJICHUHN, PUCK TAKOTO BIMUSHUS IIPEACTABIAETCS MUHUMAIBHBIM.
Tem He MeHee, MaUeHTaM clieyeT coOI01aTh OCTOPOKHOCTD IIPH YIIPABICHUU aBTOMOOHIIEM U

IIpu pa60Te C ABMOKYHIUMUCA MCXAaHHU3MaMU.
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4.8. HeenaTemuste peaxumn (NOCNENOBATENEHOCT 0004)

Pesrome HDOd)I/IJIﬂ 0€301aCHOCTH

[To manHBIM TpOBeneHHBIX KiauHUYeckux ucciuenoBanuii UBJIM3U cpean Hambosee ydacThIX
HexenarenbHbIx  peakiuii  (HP) perucrpupoBainch MHQEKIMH  JIbIXaTEIbHBIX  IYTEH,
WH(Y3UOHHBIE pEaKIUW, OTKIOHEHHs B JaOOpaTOPHBIX W HWHCTPYMEHTAJIbHBIX JIaHHBIX
(CHIDKEHWE dYHuClIa HEUTPO(WIOB, CHIDKEHHE 4YWCiTa JUMQOIMTOB, CHIDKCHHE 4HCIa
JICHKOIIMTOB).

Tabanunoe pE3IOME HEKENATEILHBIX PEAKIIUN

HP npencraBieHbl B COOTBETCTBHHM C CHCTEMHO-opraHHoW kiaccudukaiumeii (MedDRA) u

YCTAaHOBJICHHBIMHA KATCTOPUAMHU 110 HaCTOTC BCTPCHACMOCTU:

OueHb 4acTo: >1/10 (= 10 %);
Yacro: ot > 1/100 mo < 1/10 (ot > 1 % 10 < 10 %);
Heuacro: oT> 1/1000 mo < 1/100 (ot > 0,1 % no< 1 %):
Penxo: or>1/10 000 go <1 /1000 (ot > 0,01 % mo < 0,1 %);
OdeHb pesiKo: <1/10 000 (< 0,01 %);
Yacrora Hen3BecTHA (HE MOXKET OBITh OIICHEHA M0 UMEIOIUMCS JAHHBIM).
Cucrema oprasos HeskenarenbHas peakuus YacroTa
Hngpexyuu u uneaszuu Nudexnun BepxHHMX pIxaTtenbHbIX | HacTo
IyTen
Nudexkunmn HWKHUX JpIXaTelbHBIX | YacTo
yTei
Wndexkuun, Bb3BaHHBIE BHpycoM | Hewacto
repreca (;mabuanbHBIN u
OTTOSICHIBAFOIIIHIA )
WNndexuun, oOycnosiieHHble | Heuacto
rpubamu pona Candida
Hapywenua co cmoponwvt | Anemus Yacro
Kposu u aum@pamuuecko
cucmemul
Ilcuxuueckue Henpeccus Yacro
paccmpoiicmea
Hapywenus co cmoponsl | I'onoBHas 00J1b Yacro
HepeHoIl cucmembl
Kenyoouno-kumeunoie [uapes Heuacro
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CucremMa opraHos Hesxenatenbnasl peaxunit - - [ELUEG g g UL 15 TTUA]
Hapywenus

Hapywenua co cmoponst | MenukaMeHTO3HOE MOpaKeHHE Heuacto

neuenu u | meyeHu

JHCenueavle00AuUX nymeil

Hapywenua co cmoponwt | Coilib Heuacto
Kooicu U  RnooKodcHoul | Anomenus Yacrto
Klemuamku

Jlabopamopnuie u | CHMKeHue Yrciia TuM(OITUTOB Ouensp yacTo
UHCMpPYMEHMAIbHblEe CHuxeHue  yucia  JIMKoOnuUTOB, | Yacto
OoaHHble CHmxkeHne duciaa HEHUTPOPUIOB,

MOBBIINICHUE  CKOPOCTH  OCEIaHUs
SPUTPOIIUTOB, IOBBINICHUE YPOBHS
OunupyOrHa B KpPOBH, IOBHIIICHUE
YPOBHS

acrmapraTaMMHOTpaHchepasbl,

MOBBILICHUE YPOBHSA ramMmma-
rIyTaMuiaTpanchepassbl.
[ToBbilIeHHE ypoBHs | Hewacto

aJlaHMHaMUHOTpaHCcepasbl,

CHMKCHHEC YHUCJIa SPUTPOLUTOB

IloBbIIEHNE aprepuansHoro | Yacro
JTaBIICHUS
IToBbIIEHNE TEMIIEPATYPHI TETA Yacro
1
Tpasemul, unmokcuxkayuu u | IHdy3MOHHBIE peaKIH OdeHnb yacto

0CIOMHCHEHUA NPOUEOyp

CHMIITOMBI, O KOTOPBIX COOOMLIANOCH KaKk 00 MH(Y3MOHHBIX peakiusaXx B TedeHHe 24 4acoB mocie MH(Y3HUH, ONMCAHBI HIDKE B II0Jpasiere
«H]y3HoHHBIE peakun».

Onucanue OTJICIBLHBIX HEXKEIATCIbHBIX PEAKIIUN

Hndghysuonnvle peaxyuu

Wu¢y3noHHble peakluyd y TMAUEHTOB MPOSBISINCH CIEAYIOUMMH CHUMITOMAMHM W/WUIH HUX
COUCTAaHHWEM: TIOBBIINICHHE AapTEPUAILHOTO JaBIICHUS, TaXUKapAus, O3HOO, TOBBIIICHHUE
TEMIIEPATYPHI TeJla, TPEMOP, TOJIOBHASI OOJIb, CHIMb, MYJIbCAIIUS B BHCOYHBIX 00JIACTSIX, HOKCHHE B
TPyAH, TOIIHOTA, IPUINUBbI, MBILIIEUHBIE 00JH, 3y, U Ipyrue. B KOHTPOIUPYEMBIX KIMHUYECKUX

HCCIICIOBAHUAX CIIYUACB JICTAJIbHBIX I/IH(i)y3I/IOHHLIX peaKI_[I/Iﬁ He OBLIO.
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Ilo aHHBIM KIMHHYECKOro HccinenoBanus nH(pysnonitsle ‘peaiciiie Ghin botmbabrst $499,5%

NAIMEHTOB C paccessHHbIM ckiepo3oM, noiydarommx HWBJIM3U. Bcee 3aperucrpupoBaHHBIE
MH(QY3UOHHBIE peaklUU ObUIM JIETKOW WJIM YMEPEHHOH cTenmeHu TsbkecTu. B mopasisromiem
OoyibIIMHCTBE MH(Y3HMOHHBIC PEAKIIMH DPa3BHBAJIMCh BO BPEMs/TIOCIE IMEpBOH HMHOY3UH, HO
Tak)Ke OTMEYATUCh M Ha MOCIEOYIIIUX BBeACHHUSX. YacToTa BCTpeuaeMOCTH HH(Y3HOHHBIX
peaknuii B X0/1€ IepBOil HH(Y3UH ObLIA BHIIIE, YEM ITPHU MPOBEACHUH ITOCIIEAYIOIINX.

HUnghexyuu

[To pe3ynpTaTamM KIMHUYECKOTO HCCleqoBaHMs HH(EKIuu oTMmeuyanuch y 7,7 % manueHToB,
nonyuatonux Tepanuto HMBJIM3U. Bce 3apeructpupoBaHHbIE HH(EKIUU, CBS3aHHBIE C
npumeHnenreM npenapata UBJIN3U, Obliu 2 cTeneHu TsHKECTH.

Hnghexyuu ovixamenvHvix nymei

Cpenn HeXenaTeNbHBIX peakKlWi, TMpeAcTaBIeHHBIX HWH(peKuusMH, Haubojiee YacTo
PETUCTPUPOBAIUCH OCTpble HH(EKIUU JbIXaTeTbHBIX MyTEW, COMPOBOKIABIIMECS PSAIOM
CHUMIITOMOB: TIOBBIIIIEHNE TEMIIEPATYPhI TeJa, Kalllelb, HACMOPK, CJ1a00CTh, 03H00, 00JIBL B TOpIIE
u npyrue. Ilpaktuuecku Bce HMHQPEKIMU JbIXaTEIbHBIX MyTed MNOTPeOOBAIM Ha3HAYEHUS
JIEKApCTBEHHOMW Tepanuu.

Cpenu HexeJaTeNbHBIX PEaKIUil OTMEYaloch pa3BUTHE OWIaTepalibHON MOMUCErMEHTapHON
ITHEBMOHMH, C MOPAKEHUEM HMKHMX JoJied. J[aHHOe HexenaTeabHOoe sIBJIEHHE ObUI0 yMEpPEHHOU
CTEMNEHH TSKECTH U pa3pelmiocs 6e3 Mociae1CTBUM.

Ha ¢one tepanum mnpemaparom MBJIM3M 3apeructpupoBanbl 2 ciydas KOPOHABHPYCHOU
uH(pEKIUU 2 CTENeHU TSHKECTH.

I'epnec

Ciny4an repriecBUpYCHOW MH(EKIIUU ObUTH TTPEICTAaBICHBI JTaOHAIBHBIM T€pPIIecoM, JTabuaTbHBIM
reprecoM ¢ OOMMMH TPOSBICHUSMHU B BHJIE JUXOpaaku (MHGEKIHs, BbI3BAaHHAS BUPYCOM
reprieca), omnosickiBaomuM reprnecoMm (Herpes zoster). Cnydan naGuanpHOro repreca u
uH(pEKINH, BRI3BAHHOM BUpPYCOM reprieca, MOTpeOOBalu CTaHJAPTHOM Tepanuu U pa3permiuch
0e3 MocIeCTBUI.

Uzmenenus nabopamopHulx nokasameneu

[To pesynbpraram oOLIETO aHaluM3a KPOBU Yy MAlMEHTOB OTMEYAJIOCh CHIDKEHHE 4YHCIIa
HENTpOoUIOB, CHIXKEHUE YMCiIa TUMQPOLUTOB, CH)KEHUE YUCIIa JIEUKOLUUTOB, CHIKEHHE YHCIIa
TpOMOOLIUTOB, aHeMusl. [IpenmMyIiecTBEHHO BCe HeKelaTeIbHbIE SIBJICHUS, 3apETUCTPUPOBAHHbBIC
HA OCHOBAHUH JIA0OPATOPHBIX OTKIOHEHHH B 00IIEM aHAJIM3e KPOBU, OBLITH KPATKOBPEMEHHBIMH,
HE MoTpeboBaIM Ha3HAYCHHS JJOTTOTHUTEIHHON METUKAaMEHTO3HON Teparuu.

Jlons manueHToB CO CHM)KEHHEM 4YHciia HeUTpoduiioB coctaBuia 7,7% B rpymie MNanueHToB,

nonydaronux MBJIM3M. B ToM 4uclie perucTpupoBaMCh 2 Ciaydas CHUXKCHHUS YHCIIA
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HerTpopminoB 3 u 4 creneHu TshkecTH. JlaHHBIC nedire i i st ien i B-Gonbmithb e

CJydaeB SIBJSUTUCH JIAOOPATOPHBIM OTKJIIOHEHUSIMH, MPOTEKATH OECCUMIITOMHO M HE TpeOOoBaiH
Ha3HAYeHUS Tepanuu.

HexxenarenbHble sBiIeHUs, 3aQUKCHUPOBAHHBIE [0 pe3yJbTaTaM OHMOXUMHUYECKOIO aHaJln3a
KpOBH, OBUIM TIpEACTaBIEHbl MOBBIIIEHUEM YpPOBHS OWIMpyOMHa B KpOBH, AaKTMBHOCTHU
neyeHouHbIX TpaHcamuHasz (AJIT u ACT) u I'TT. [lanHble HexenaTelbHbIE SIBICHHUS HOCWIN
TPaH3UTOPHBINA XapaKkTep U B OOJBIIMHCTBE CIYyYaeB pa3peluiich 0e3 MocaeACTBUM K MOMEHTY
3aBEpILICHMs YUaCTHUKAMHU OLIEHUBAEMOTI'0 IepHOia UCCIICI0BaHUS.

COO6H_ICHI/IC O IMOA03PEBACMBIX HCKCIIATCIIbHBIX PCAKITHUAX

Baxxno coobmarh 0 mo103peBaeMbIX HEXKEIATEIbHBIX PEAKIUAX MMOCIEe PETUCTPAlUK TIpenapara
C Tenbl0 00ecTeueHUs HENpPEepPhIBHOTO MOHHUTOPUHTA COOTHOIICHMS «II0JIb3a — PHUCK»
JIEKapCTBEHHOT'O Tpernapara. MeIuIuHCKUM pabOTHUKAM PEKOMEHJIYeTCsl COO0IIaTh O JTH0ObIX
MOI03PEBAEMBIX HEXENaTeNIbHBIX PEAaKIUsAX JICKAapCTBEHHOTO Ipernapara 4yepe3 HalMOHAIbHBIE
CHUCTEMBI COOOIICHUSI O HEXENATebHBIX PEaKIUAX TocydapcTB — wWieHOB EBpasuiickoro
AKOHOMHUYECKOTO COI03a.

Poccuiickas ®denepanus

Anpec:109074, Mocksa, CnaBstHCKas IUI0IIa b, 1. 4, cTp. 1

MunucrepceTBo 31paBooxpanenus Poccuiickon denepanyun

®denepanbHas cinyx0a 1Mo Haa30py B cdhepe 31paBoOXpaHEHUS

Tenedon: +7(495)-698-45-38; +7(499) 578-02-30

dakc: +7(495)698-15-73

OnekTpoHHas noyta: pharm@roszdravnadzor.ru

Caitt: http://external.roszdravnadzor.ru

4.9. llepeno3npoBka

Crneuuduueckoro aHTuaoTa He cymiectByeT. [Ipu ciyuaiiHOM TpeBBIIEHUH 103l Mpenapara
NBJIM3U HeoOXoauMo HEMENJIEHHO MPEKpaTUTh MH(Y3UI0 W HAOMIOAaTh 3a TAIMEHTOM Ha
peIMET Pa3BUTHS HH(PY3HOHHBIX PEAKITHIA.

5. DPAPMAKOJIOTHYECKHE CBOMCTBA

5.1. ®apmakoanHaMHuYecKHe CBOICTBA

®dapMakoTepaneBTUYECKas TPyIa: UMMYHOJIEIIPECCAHTHI; CEJIEKTUBHBIE UMMYHOETIPECCAHTHI.
Kon ATX: LO4AA

Mexanusm geiicTBus

JuBo3unumald — pEeKOMOMHAHTHOE TyMAaHHU3MPOBAaHHOE MOHOKJIOHAJIBLHOE AHTUTENO MPOTHUB
noBepxHocTHOro aHTurena CD20, kortopwiii 3kcnpeccupyercs B-mumdonuramu: mpe-B-

KJIeTKaMu, 3penbiMu B-knetkamu u B-knetkamu mamstu. [lpu stom CD20 He skcnpeccupyercs
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HOPMAJIBHBIX TKAHEH OpraHu3Ma.

W3BecTtHO, uTO B-nmuMdonuTel urparoT cymecTBeHHyto poiib B narorenese PC wnapsny ¢ T-
muMmporuramu. Ilpeamomaraercs, 4Yro MeXaHM3M, IOCPEICTBOM KOTOPOIO JOCTHUIaeTCs
TepaneBTHUECKU KIMHUYecKui >pdext nuBosunumaba npu PC, cBs3aH ¢ yMEHbIIEHUEM
KonmuecTBa B-kietok, akcmpeccupyromux CD20. brnaromapst cesizpiBanuio ¢ B-kierkamm,
skcnpeccupytommu  CD20, auBo3unmMald HWHIYIUPYET aHTUTEI03aBHCUMYIO KIETOYHYIO
UTOTOKCUYHOCTh W AHTUTEJO3aBUCUMBIM KJIETOUHBIH ¢aronuro3. Tak Kak AMBO3MINMA0
SBIISIETCS QHTUTEJIOM ¢ MOJUGUIMPOBAHHONW cxeMoill rinuko3winpoBanus Fc ¢parmenra, To B
CpaBHEHHH C aHTUTeNaMH 0e3 MoJg00HOM MomupUKaAIK, 00Ja1aeT MOBBIIIEHHBIM CPOJICTBOM K
FcyRIII peuentopam Ha moBepxHOCTU 3(PPEKTOPHBIX KJIETOK MMMYHHOH CHCTEMBI (Hampumep,
HaTypalbHbIX KHWJUIEPOB, MakpogaroB M MOHOLUTOB). Moaudukanus mno3soiser Oojee
3QGEKTUBHO  MHAYLHMPOBAaTh  AHTUTEIO3aBUCHMYIO  KJIETOYHYIO  IUTOTOKCHUYHOCTh U
AQHTHUTEJI03aBUCUMBIN KIETOYHBIM ()aromyTo3 Mo CPaBHEHHIO C AHTUTENAMH, HE MPOIIEAIINM
TaKyl0 MOAM(PUKAILMIO, YTO MPOSBIsETCS B 0ojiee BBIPAKEHHOM MCTOIIEHHUU Myna B-kieTok.
CriocoOHOCTh K BOCCTAaHOBJICHMIO B-KJIETOK M CyYIIECTBYIOIIUI TI'yMOpalbHbIH HMMYHHUTET
coxpanstorcs. Kpome Toro, AuBo3minnMad He BIMSET Ha BPOXKJIEHHBIH MUMMYHHUTET U oOlee
KOJIM4ecTBO T-KIIETOK.

dapmakoagnaamuyeckre 3P eKTol

Ananu3 QpapMakoJUHAMUKH MPOBOJWIM HAa OCHOBaHWU U3MepeHus ypoBHs CD19+ B-kietok
(BriTrOYast cyOmomyisiuu B-KIeTok), Tak Kak JUBO3WIMMAO MPEMSITCTBYET paclo3HaBaHHIO
CD20+ mpu mpoBeieHUH aHaIu3a.

BHyTpuBeHHOE BBeACHHE TpenapaTta JWBO3WIMMA0 MPHUBOIMIO K OBICTPOMY (MaKCHMalTbHBIH
bapmakonuHaMHYeCKU >PQPEeKT oTMedancs HmpUMepHO uepe3 48 dyacoB mocie HHPY3HUH)
uctomeHuto myiaa CD19+ B-kierok B kpoBu. B Teuenne 6 mecsies nocie BBeaenus myn CD19+
B-kneTok 1160 He BOCCTaHABIMBAJCS, JIMOO OTMEYAIOCh HE3HAUUTENIbHOE MOBBIIICHHE, HU B
OJTHOM cJly4ae He JOCTHTAaBIIEee MCXOIHBIX 3HAYCHWH, PaBHO KaK M HIKHEW T'PAHUIIBI HOPMBI.

Kinunanueckas 3dbdhekTUBHOCTL U 0€30IIACHOCTD

OddextuBHocts u Oe3omacHocTh mnpenapara MBJIIM3U oneHuBamach B MHOTOIIGHTPOBOM
PaHIOMH3HPOBAHHOM JIBOWHOM  CJIETIOM JBOWHOM MAacKHPOBAaHHOM  HCCIEIOBAaHHH C
UCITIOJIb30BaHUEM aKTHBHOTO TIpernapaTta cpaBHEeHWs (TepuduiyHomun). B uccnemoBanue ObLIO
BKIIIOUEHO 338 B3pOCHBIX MAIMEHTa C JAMATHO30M PACCESTHHOTO CKiiepo3a (B COOTBETCTBUHU C
kputepusmu MakJlonanbna B Mmogudukanuu 2017 1.), TUIIOM TEUSHUS — PACCESHHBIN CKIEPO3 C
000CTpeHUsIMU W ypOBHEM MHBayMau3anuu no mkane EDSS 0-5,5 BkimountensHO, UMEBIIUN B

AdHAMHC3€C KaK MHHUMYM, OIHO 06OCTpeHI/IC B TCUCHHC IIOCIICAHCTO IroJga WJIW KaK MHHUMYM
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COOTBETC TE. Y ET 3K

T2 pexwume B AWHAMHUKE B TEYCHHE TNOCIETHET0 rojga. B paMkax uccienoBaHHs OIICHKA
sbdextuBHocTH Tipenapara WBJIM3M npoBoawmsiack Ha ocHoBaHuM Tokazatened MPT
TOJIOBHOTO MO3Ta; MOKa3aTesiei, CBsI3aHHBIX ¢ O0OCTPEHUSIMH; JUHAMUKE MOKa3aTelel OLEeHKU
HEBPOJIOTHYECKOT0 AePUIINTA, KOTHUTUBHBIX (QYHKIIUN U KadecTBa KU3HU IO IIKaJaM U TeCTaM.
B mpouecce wmccnenoBanus ObITM  TOCIIEOBATENbHO JIOKA3aHBI THUIOTE3bl HEMEHbBIICH
spdexktuBHOocTH U mpeBocxonactBa VIBJIM3UM  oTHocuTenbHO Tpemapara  CpaBHEHUs
TepudnyHomua mo mepBUYHON KOHEUHOM Touke — ««CpemHeromoBasi yacToTa 00OCTpEeHHUM
(ARR)». JIByctoponnuit 97,5% npoBeputensHblii MHTepBan ans oTHomeHuss ARR wmexny
rpymnmnoiit BCD-132 u rpynmoii npenapata cpaBaenust Tepudmaynomun cocrasun [0,197; 0,774].
3HaueHue BEpPXHEW TpaHMIIbl JOBepUTEIbHOro uMHTepBaiga MeHbuie 1,000 cBuaerenbcTByeT O
CTAaTHUCTUYECKH 3HAYUMOM pa3IMYMHM MEXIy HCCIeIyeMbIM IMpenaparoM M IMpernapaToMm
CpaBHEHHMsI B TOJNIB3Y MpeBocxocTBa uccuenyemoro npemnapata UBJIM3U (p=0,0021). Onenka
BTOPUYHONW KOHEUHOM TOYKM, KOTOpas Oblja IpejacTaBieHa J0jell CyObEKTOB CO CTONKHUM
MporpecCUpoBaHreM, TMokazamna, 49ro mnpemapar HWBJIM3U  3HaunTensHO  CHMDKAET
MPOrPEeCCUPOBAaHUE WHBANWAM3AMM B CpaBHeHWU c mpenaparom TepudumyHomua. Ha
MPOTSKEHUH 48 HeJeNlb TEPANUK COBOKYITHAS OIS MAIUEHTOB CO CTOMKHUM MPOTrPEeCCHPOBAHUEM
1o pacmupeHHol mkaie uaBanuauizauuu (EDSS) B rpynne MBJIM3U Obuia 10CTOBEPHO HUXKE,
YyeM B Irpymnie cyObeKkToB noiaydaBmmnx Tepudaynomun u cocrasuna 4,7% 1o cpaBHenuto ¢ 13%
cootBercTBeHHO (p=0,0074). B Xo0me KIMHUYECKOTO WCCIEAOBaHUs ObUIa BBISBICHA
nonoxkutenbHas nuHamuka MPT kaptunel ronoBHoro mosra Ha ¢one Tepanuu UBJIM3U B Buze
OTCYTCTBHS HOBBIX 04aroB JIEMUEIMHU3AIMH B TOJIOBHOM MO3r€, B TOM YHCJI€ HaKaIllIMBAIOIINX
KOHTpAcCT, a TaKKe YMEHBbIIEHHEe 00heMa TMIIOMHTCHCHUBHBIX OYaroB M CHIDKEHHUS KOJIMYECTBA
HOBbIX/yBenmuuuBIuxcss odaroB B T2WI/FLAIR pexumax. Taxke omeHka 3((eKTHBHOCTH
MIPOBOAMIIACH M0 TAKKM KIMHUYECKHM IMOKA3aTeNIsIM KaK BpeMs JI0 IIepBOro 00OCTpEHUs U OIS
MalMeHTOB 0e3 MOoATBEepXKIAeHHBIX obOocTpeHuit. OtHomenue puckoB (HR) nmns moxazarens
Bpems 710 nepBoro oboctpenus mexnay rpynnoit UBJIM3U u Tepudaynomuna cocrasuio 0,48
[0,25-0,92], Takum 00pa3oM pUCK pa3BUTUs 000OCTpeHHs OBUT B JIBa pa3a HU)KE B CPAaBHEHUH C
rpynmnoit Tepudmynomua. [Jons cyobpexToB 0e3 oboctpenuit B rpynmne BCD-132 Obina Bbime,
yeMm B rpynne npernapata cpaBHeHus: y 90,5% cyowekroB u3 rpynnsl BCD-132 u y 80,5%
cyOBbekToB U3 Tpymnmbl TepudiayHomua He ObUIO OTMEYEHO pPa3BUTHUS HU OJHOTO O0OCTpeHUs
(0,0086). Ha mpotspkenuu 48 Henens He HAOMIOAAIOCh OTPUIIATEIEHON TUHAMHKY MTOKa3aTenei
OIICHKU HEBPOJIOTUYECKOTO NedUIIUTa 1O PACHIMPEeHHOW mikane umHBamuamzanuu EDSS, uto
TOBOPHUT O CTaOWJIM3alluU COCTOSIHUS MAI[MEHTOB C PAacCesHHBIM CKJIEpO30M Ha (hOHE Tepanuu

npenapatrom MBJIM3U. Cpenn HexenarenbHbiX siBieHuil (HS), cBsS3aHHBIX ¢ HcciaeayeMbIM
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BHYTPHBEHHEIM [IPEapaToM, I0 MHEHHIO wccnenoBatéeit —ié oprandia iy Lcierénbit na

MPOTSHKEHUH  aHAJIM3UPYEMOro Trepuoaa Haubosee yacto (Oonee uem y 5% manueHToB)
PEruCTpUpPOBAINCH I/IH(beKIII/II/I AbIXaTCIIbHBIX HYTGI\/'I, I/IH(1)y3I/IOHHI)Ie p€aKur, OTKIOHCHHA B
7a00paTOPHBIX M WHCTPYMECHTAJIBHBIX JaHHBIX (CHIDKCHHE YHWCIIa HEUTPO(DWIOB, CHIDKCHHUE
yrcna TuMGOIUTOB, CHIDKEHHE YnCia JeUKOIHUTOB). OTKIOHEHHS CO CTOPOHBI IPYTHUX OPTaHOB
U CHCTEM pETHCTPUpPOBAJINCh MeHee, 4YeM y 5% manmeHTtoB. IIpenmymiecTBeHHO,
3aperucTpupoBanHbie HS nmenu erkyro u yMepeHHyro cTerneHs TsokecTd (1-2 cT. TshkecTH).

MMMYHOT€HHOCTD

HccnenoBanrie MMMYHOT@HHOCTH HE BBISBIIIO (DOPMHPOBAHHS CBSA3BIBAIOIIMX AHTHUTEN MOCIE
MEepPBOM BHYTPUBEHHON HH(Y3UH HCCIIETYEMOT0 Mpenapara Hu y OJIHOTO U3 YYACTHUKOB, B CBSI3U
C YeM aHAJIU3 Ha HAIMYWE HEUTPATHIYIOIINX AaHTUTEN Y IaHHBIX MAIIHEHTOB HE BBITTOTHSJICS.

5.2. ®apmaKkoKHHeTHYeCKHE CBOIicTBA

dapMaKkOKMHETHYECKHE CBOICTBa TMpemapaTa IUBO3WIMMA0 OBUIM OMUCaHBl C TOMOIIBIO
JIBYXKOMIIAPTMEHTHOM MOJIEIH.

YpoBeHb MOHOKJIOHAJIbHOTO aHTUTena mnpotuB CD20 wuccienoBancs B CHIBOPOTKE KPOBU
MallMeHTOB C pPacCeHHBIM CKJIEpO30M Ha TpoTsokeHnn 6 MecsneB (4032 yacoB) mocie
OJIHOKPATHOTO WJIM JBYKPATHOTO BBEACHHUS Mpenapara.

[Tpu omeHKE BENWYMHBI SKCIO3WIMH Tperapara JUBO3WIMMAO MO (apMaKOKHHETUYECKOMY
MOKAa3aTeNI0 IJIOMIAb MO/l KPUBOM «KOHIEHTPAIUSI-BPEMS» Ha MPOTHKEHUHU 6 MECSIEB MOCIe
BBeneHus: npemnapata UBJIM3U (AUCo.4032), Habmoganach TEHASHIHS K J10303aBHCUMOCTH,
KOTOpasi B JlMana3oHe cyMmapHo BBOAMMBIX 1103 oT 100 mr mo 1000 mr Hocuma xapaktep,
Oomu3kuil K go3ompornopuroHanbHoMy. Cpennee 3Hauenue mokazarenss AUCo.4032 mpemapara
JTUBO3WINMA0 Ha MPOTSHKEHUU 6-TH MecsIleB mocie HHpy3un npemnapara B cymmapHoi 1o3e 500
Mmr cocraBmwio 19307,3 Mxr*a/mi.

Cpennee 3HaueHHe MakcUMaidbHOW KOHIEHTpAMH (Cmax) TOCIE OTHOKPATHOM WH(DY3UU
npemapata B 03¢ S00 Mr coctaBuio 86,3 MKr/Mil.

AOGcopOuus

[Mpenapatr UBJIM3U BBoauTCs B/B. J[pyrue myTH BBEJCHUS MpenapaTa He U3y4alluCh.

Pacnpeneneunue

O0beM pacnpenenenus (Vq) npenapara cocraBui 0,12 i/kr.

MeTtaboau3m

OTnenbHBIX HCCICIOBaHUN MeTaboIM3Ma mpernapata TUBO3HIMMAa0 He mpoBoawiId. M3BecTHO,
9T0 MeTaboJu3M OHOJOrMYECKHX IMPEMmapaToB MPEACTAaBIsSET COOOW paciieIUieHHe 10

OJIMTOIICIITUAOB 1 OTACIBbHBIX aMHUHOKHCIIOT.

BriBenenne
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Kmupenc cocraun 0,69 wmn/a*kr. Ilepudn non@%éﬁ@ﬂ;Eiéﬂ%b—'bﬂﬁ:ﬂ;);ﬂ%&%] HE

IPOJEMOHCTPUPOBAN J0303aBUCUMOCTH B Juana3zoHe 103 oT 50 mr go 500 mr. B cpennem
NepUo/ MOTYBBIBEICHUS IIPH BBEACHUHU IIpenapaTa B 3TUX J103aX cocTaBuil npumepHo 10,3 nHel.

dapMaKOKMHETHKA B 0COOBIX rpyiimnax 1naimcHTOB

Iloueunas nedocmamounocms

[TapameTps! papMaKOKMHETHKN AMBO3MIMMA0a Y MAIIMEHTOB C MIOYEYHON HEJOCTATOYHOCTHIO HE
OLICHUBAJIU.

Ileuenounas Hedoocmamounocno

[TapameTps! papMaKOKHHETHKU TUBO3UIMMAa0ba y MAIMEHTOB C MEYCHOYHOUW HETOCTATOYHOCTHIO
HE OLIEHUBAJIH.

Tooicunvie nayuenmuol

VY manueHToB B Bo3pacte crapiie 65 et 6e3omacHocTh U 3dextuBHOCTh Tpenapara UBJIM3U
HE U3yYeHa.

Jlemu

VYV nanuentoB Mmiuaame 18 ner 6e3omacHocTh M 3ddextuBHOCT, mnpenapata WMBJIM3U He
u3yyanachb, MO3TOMY JaHHbIE [0 IMPUMEHEHMIO Ipernapara B JAaHHOW BO3pAacCTHOM TIpyIIe
OTCYTCTBYIOT.

5.3. JlaHHble TOKJIUHUYECKOH 0e30MacCHOCTH

PesynbTath! HccneaoBaHMsl TOKCHYHOCTH OJJHOKPATHOM J103bI MTOKa3anu, uto npenapar UBJIM3U
HE BBI3bIBAET I'MOENIN KUBOTHBIX U XOPOIIO MEPEHOCUTCS )KUBOTHBIMU; KIIMHIUUECKUX MTPU3HAKOB
TOKCHYHOCTH HE HaOJI0/1aJI0Ch B TEUEHHE BCETr0O MEpHUOia UCCIIeI0BAHUSI.

UccnenoBanus TOKCUYHOCTH MHOTOKpaTHBIX A03 npenapara UBJIM3U Ha siBaHCKMX Makakax He
BBISIBUWIM W3MEHEHUH OOIEro COCTOSHUSA JKUBOTHBIX M TIE€MaTOJOTUYECKUX IOKa3aTelei.
Hccnenyemblil npenapaT HE OKa3blBaJl BIMSHUS Ha ILEHTPAIbHYI0 HEPBHYIO, CEpIEYHO-
COCYAMCTYIO U IbIXaTeJIbHYI0 CUCTEMBI, a TaKXKe Ha (DYHKIIUIO MTOYEK U TIEYCHH.

HccnenoBaHusi TeHOTOKCUYHOCTH, SMOPHOTOKCHMYHOCTH U KAHIEPOI€HHOCTH B paMKax
JOKJIIMHUYECKOH OLeHKH 0e301acHOCTH (hapMalleBTUUECKUX OMOTEXHOJIIOTUYECKUX MPENnapaToB B
cootBercTBUM ¢ PykoBozacteoM ICH S6 He mpoBoauIuce.

PesynbTarsl AByX HcCenOBaHMIT MMMYHOTOKCHUYHOCTH, NPOBEIECHHBIE HA SIBAHCKUX MAaKakKax,
noka3anu, 4yro npenapar MBJIM3UM He oka3piBaeT MaTOJIOTMYECKOTO BJIMSHHUS HAa UMMYHHYIO
cucTeMy 00e3bsiH. YUMTHIBas MEXaHU3M JEeHCTBUS Ipemnapara, Aerenus B-mumdonutos y
JKUBOTHBIX B OTBET Ha BBelaeHue npenapara MBJIM3M coorBercTBOBasia 0OKHaaemon
cnenu(uyeckoi akTUBHOCTH HccienyeMoro npemnapata. C 1enbio OIEHKH ajuIeprU3UpYIOIIEro
nerictBust nipenapata UBJIM3W Oblmu mpoBeneHbl MCCIeAOBaHUS TWHAMUKKA ypoBHs IgE B

CBIBOPOTKE U MpoinudepaTuBHON aAKTUBHOCTH JIUMM(MOIUTOB mepudepuyecKkoil  KpOBH.

Crpanuna 21 u3 24



0% NP7 '-J l:.--

OT La. U3 £U£D b L

OGHApy/KeHO, 4TO HCCIedyeMbIii Tperapar |He obndiabs |mHepraspyioniv | adhitishem,

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

00yCIIOBJIIEHHBIM Pa3BUTHEM peaKUMii TMIIEPUYBCTBUTENBHOCTH 3aMeasieHHoro (IV) tuna.
[Tapamerpsl  dapmakonoruueckoi Oe3zomacHoctn mnpenapata WBJIM3M  onenuBamu B
MCCJICTOBAHMSIX TOKCHYHOCTH OJHOKPATHBIX MU MHOTOKPATHBIX 103, BBOJUMBIX BHYTPHUBEHHO
00e3bsiHaMm, MIPH 3TOM 3HAYUMBIX MTPOOJIeM He ObLIIO 0O0HAPYKEHO.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeuenb BcnoMoraTe/ibHbIX BelIECTB

Hampusa ayemama mpueuopam

Copbumon

L-memuonun

Ykcycnas kucnoma neoanas

Booa ons unvexyuii

6.2. HecoBMecTHMOCTH

He npumenumo.

6.3. Cpok rogHocTun

WBJIN3U, 250 mr, KOHIIEHTpAT JIsl IPUTOTOBIEHUS pacTBOpa A uHGYy3ui — 2 roza.

NBJIN3U, 125 mr, KOHIIEHTpAT JJIsl MPUTOTOBJICHUS pacTBOpa i HH(DY3Uit — 6 MecsIIeB.

6.4. OcoOble MepbI IPEAOCTOPOKHOCTH NIPH XPAHEHUHU

Xpanutb npu temieparype ot 2 o 8 °C. 3amumarh OT cBeTa. XpaHUTh B HEAOCTYITHOM ISt
IeTel MecCTe.

6.5. Xapaxkrep u coaep:KaHue NMePpBUYHOI YNMaKOBKM (M cHenHAJIbLHOE 000pydoBaHHe s
HCI0JIb30BAHMS, BBEICHUS] MU UMILIAHTAILIUN)

[To 10 mn mpemapata (250 mr/10 mu) Bo ¢nakoHbl OGECIBETHOIO HEMTpanbHOro crekia |
THJIPOJIMTUYECKOTO KJIacca, YKYNOpPEHHble OpOMOYTHUIIOBBIMM PE3HMHOBBIMH MPOOKaMHU C
00KaTKOM aTFOMHUHHEBBIMU KOJIMAYKaMU C TJIACTMAacCCOBBIMH KpbImkamu. Ha xaxnaprii ¢uakon
HAKJIEMBAIOT CaMOKJICAIYIOCS STUKETKY. 1 (hJlakoH B yIakoBKe.

[To 5 mum (125 mr/ 5 wmm) mpemapata BO (uIakoHBI OECIIBETHOTO HEHTpanbHOTO cTekma [
THJIPOJIMTUYECKOTO KJIacca, YKYNOpPEHHble OpOMOYTHUIIOBHIMH PE3HMHOBBIMH TMPOOKaMHU C
00KaTKOM aTIOMHHUEBBIMU KOJIAYKaMHU C IUIACTMACCOBBIMH KpblmKamMu. Ha kaxapii ¢iaakon
HAKJIEMBAIOT CaMOKJICSALTYIOCS STUKETKY. 1 (bJlakoH B yIIaKOBKe.

6.6 OcoOble Mepbl MPeIOCTOPOKHOCTH TP  YHHUYTOKEHHMH  HCHOJIH30BAHHOIO
JICKAPCTBEHHOI0  Npenapara WJIH OTX0A0B, IMOJYYEHHbIX TIOCJIe MpPHUMEHEeHHUs
JIEKapCTBEHHOI'0 Npenapara, ¥ Apyrue MaHuIyJ/JIsiliuy ¢ penaparom.

[IpaBua NpUrOTOBICHUS 1 XpaHSHUS pacTBOPA JUI I/IHd)VSI/Iﬁ
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TTOArOTOBKaA Tpernapata K BBEACHUIO JOJKHA THOBOXUTHOE B -ﬁ@ﬂ’r—pﬁe&%‘% @HM'BII;I-X Jéhehyer

WCIIOJIB30BaTh CTEPWIbHBIC WYy W IINPHI] s TPUTOTOBJICHUS pacTBopa Juisi HHQY3UH
npenapara MUBJIN3U. Ilpenapar He COAEPXKUT KOHCEPBAHTOB M TPEIHA3HAYEH TOJBKO IS
OJIHOKPATHOT'O UCIIOJIb30BaHMUS.

B konuentpare mpenapata WMBJIM3UM npomyckaercs coaep:kaHHe  MEJIKOJUCIIEPCHBIX
MPO3pAavYHBIX W/WIM  OTPAKAIOMUX CBET YACTHI[, YTO COMPOBOXKIACTCS YCHIICHUEM
onayecteHuu. KoHIIeHTpaT Heb3sl UCTOIB30BaTh MPU U3MEHEHUU OKPACKU WM MPU HATHYUU
JUCKPETHBIX NOCTOPOHHUX BKIIFOYEHUH.

Beeoenue pacmeopa pexomendyemcsa ¢ UCROIb308AHUEM UHQDYIUOHHOU CcUCMEMbL CO
eécmpoeHnvim unvmpom ¢ ouamempom nop 0,22 muxpomempos u menee.

UToOBl MPUTOTOBHUTH PACTBOp IS B/B BBeACHHs, KOHICHTpaT mnpemapata VBJIM3U cremyer
pazBectTd B MHGY3HMOHHOM Takere, conepxkameMm 0,9% pacTBop HaTpus XJjopuga B
cootHomeHusX 250 mr/200 ma mau 500 mMr/400 mun. KoHIeHTpalysi TOTOBOIO pacTBOpa JIOJDKHA
COCTaBIIATH puMepHO 1,25 mr/mi.

Hemnocpencreenno mnepen wuHby3uend coaepxumoe HWH(GY3MOHHOTO TIaKeTa JOJDKHO HWMETh
KOMHATHYI0  Temmeparypy. llpy Hainuum  JUCKPETHBIX  IMOCTOPOHHUX  BKIIFOUEHUM
MIPUTOTOBJIEHHBIN pacTBOP MUCIOJIb30BaTh HENb3S.

C ToukH 3peHUss MUKPOOUOIOTUIECKOW YUCTOTHI PACTBOP JUIsl HHPY3UH CIEIYyeT HUCIOJIb30BATh
cpa3y mocje IPUroTOBJICHUS. B NCKITIOUUTENBHBIX CIy4asiX TOTOBBIN PACTBOP MOYKET XPaHUTHCS
He 6onee 24 yacoB npu Temneparype 2-8°C u npu komMHaTHOU Temnepatype. Eciu nndysuio He
ylaeTcsi 3aBepIIMNTh B YKa3aHHBIA MEPUOJ, OCTaBIIMKCA B WH(GY3MOHHOM TMaKeTe pPacTBOP
cienyeT yHUYTOXKUTh.

I/IHCTDVKHI/II/I 10 YHHUYTOXCHHIO HCHUCIIOJIB30BAHHOI'O IIpfriapara HMJIH Ipfrapara ¢ MCTCKIINM

CPOKOM I'OAHOCTH

[Tomamanue nexapctBeHHoro mnpemnapara MBJIM3U B oxpyxaromryto cpeay MOKHO OBITh
CBelleHO K MMHUMYyMY. He cinegyer yrwim3upoBaTh mpenapar B CTOYHBIE BOJIbI WJIM BMECTE C
OBITOBBIMU OTXOJIaMH. YHHYTOXKEHHE HEHCIIOJIIb30BAaHHOIO IIpernapaTa WM Ipenapara ¢
UCTEKIIUM CPOKOM TOJHOCTH [OJDKHO TPOBOJUTHCS B COOTBETCTBHM C JIOKQJIbHBIMU
TpeboBanusIMU. ClieayeT CTPOTro COOMIOAATh CIEAYIONUE TYHKTH B OTHOIICHUU MCIIOJIb30BAHUS
Y yTWIN3AlUU IIIPULIEB U IPYTUX OCTPBIX MEIULIUHCKUX ITPEIMETOB:

- HUKOTJ1a HE UCI0JIb30BaTh MOBTOPHO UTJIbI U IIIPULIBI;

- BCE MCMOJIb30BaHHBIE UIJIbI U MIMPHUILIBI CIETYET TOMECTUTh B KOHTEMHEP JIJISl OCTPBIX OTXOJI0B
(omHOpa30BBIN KOHTEIHEP, YCTOWYMBBINA K IPOKAJIBIBAHUIO).

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
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Pocens, AO «BUOKAJl», 198515, r. Canxf-Ilerep6ypr- EE%T@EE "é"c'fypéﬁf;ﬁa IL.

CrpensHa, yn. Ces3u, a. 38, ctp. 1, momemnt. 89
Tem.: +7 (812) 380 49 33, daxc: +7 (812) 380 49 34; e-mail: biocad@biocad.ru

7.1. [IpencraBuTeb AeprKaTe/isi pETHCTPALMOHHOTO Y10CTOBEPEHUsI

IIpereH3un HOTD66I/ITCJ'IGI\/'I HAaITpaBJIATh IO aAPECy.

Poccus, AO «BUOKAJ/l», 198515, r. Canxrt-IlerepOypr, BH.Tep.r. mocenok CrtpenbHa, II.
CrpensHa, yn. Ces3u, a. 38, ctp. 1, moment. 89
Ten.: +7 (812) 380 49 33, daxc: +7 (812) 380 49 34; e-mail: biocad@biocad.ru

WHudopmaiinio 0 pa3BUTHH HEXENATEIBHBIX peaKIil HanpaBJATh 1Mo ajpecy: safety@biocad.ru

8. HOMEP PETUCTPAIMOHHOI'O YAOCTOBEPEHMUSA

9. TATA TIEPBUYHOIN PETMCTPALIMUA (ITOJATBEPXKIEHUS PETMCTPALIUM,
MEPEPETCTPAILIN)

JaTa nepBoii perucTpanuu:
10. IATA IEPECMOTPA TEKCTA
O6mmas xapakTepuctuka jekapcrseHHoro npenapara UBJIM3U noctynHa Ha nH(GOpMallmOHHOM

noptane EBpazuiickoro 3KOHOMHYECKOTO COI03a B MH(OPMAIIMOHHO-KOMMYHHKAIIHOHHON CETH

«UuTepueT» http://eec.eacunion.org/
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