Hap3anekc — Darzalex
(pnapaTtymymab)

= B KOMbMHaumm ¢ 6bopTtesomnbom, TanMgoMNaoM U OeKCaMeTa3OHOM
NMoKa3aH ANA Tepanuu B3POC/AbIX MaLWEHTOB C BrMepBble
OVArHOCTUPOBAHHOW MHOXECTBEHHOW MUEeNOMON, SABNAKLWNXCS
KaHaAugaTaMu ANs nNpoBefeHUs ayToJIOrMYHOW TpaHcnjJaHTauuu
CTBOJIOBbIX KNETOK;

* B KOMOMHauum ¢ bopTesomMndbom, MendanaHoMm v NpefHN30J0HOM UK B
KoMbunHaumMnm ¢ neHanMaoMmMaoM U geKcamMeTa3oHOM AN Tepanuu
B3POC/IbIX MauMeHTOB C BrepBble ANArHOCTUPOBAHHOW MHOXXECTBEHHOW
MWEeNOMON, He HABNAKWUXCA KaHaupaTaMu ON8 MpoBefeHus
AYyTONOrMYHON TPaHCNAaHTaLUWW CTBONIOBbLIX KJIETOK;

= B KOMBUHaUMM C NeHanngoMMAOM U AeKCaMeTa30HOM M B KOMOMHaL UK
c bopTesoMnbomM 1N gekcameTasoHOM AN Tepanuu B3POC/bIX MNaLNEHTOB C
MHOXECTBEHHOW MWENIOMOW, MONYYUBLUNX, MO KpanHenhn mepe, OOHY
npegLwecTBYOWYIO JIMHUIO Tepanuu;

= B KaYeCTBe MOHOTepanun y B3pOC/bIX MaLMEHTOB C peungnBupytoLLen u
peppakTepHON MHOXXECTBEHHOW MWESIOMON, KOTOPLIE paHee Mnojy4vanu
Tepanui WHrubutTopamm npoTeacoMm U MMMYHOMOAYUPYOLWNMU
npenapaTamun 1 y KoTopbix Habnwopan

Bnapeneu PerucTpauuoHHOro
yOOCTOBEpPeHHUn:

IXKOHCOH & AXKOHCOH, 000 (Poccus)

NMpousseneHo n pachacoBaHoO:

VETTER PHARMA-FERTIGUNG, GmbH & Co.KG (I'epmaHusa) unn CILAG,
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AG (Wsenuapwns)

BTOpu4yHaa ynakoBKa M BbiNyCKaloLW,Uu
KOHTPOJIb KayecTBa:

CILAG, AG (Weenuapus) nnm HAHOJEK, OO0 (Poccus)

KOHTaKTbl AN oOpalleHun:
AHCCEH, dapmauesTunyeckoe nogpasgeneHme 000 «XOHCOH & [I)KOHCOH»
Kop ATX: L.01XC24 (Daratumumab)

AKTuBHOE BelW,ecTBO:
napatymymab (daratumumab)Rec.INN3aperucrtpuposaHHoe BO3

JlekapcTBeHHasa ¢popMa

KoHLEeHTpaT 419 NPUroTOBAEeHMA pacTBopa 415 nHgy3unper. Ne:
* | Dap3anekc | JIN-004367 o1 07.07.17 — [JencTByoweeJaTa nepepernctpauunm:
28.02.20

PopMa BbiNyCKa, ynakKOBKa M COCTaB
npenapaTta [Jap3anekc

KoHueHTpaT ANa NPUroToBJIeHUs pacTBopa AN MHPY3UH B BUAE
Npo3pavyHoON Unu onanecumpytouien, 6ecuBeTHON XUOAKOCTU UAN XUOKOCTU C
KOPUYHEBATBLIM UAN KOPUYHEBATO-)KENTOBATbIM UN XENTOBATbiIM OTTEHKOM,
KOTOpas MOXET COoAepxXaTb HE3HayYuTeslbHOE KONM4YecTBOo Hebonbwmux
npo3payHbiXx unm benbix Yactuy benka.

1 mMmn

napatymymab |20 mr

BcriomoraTtesibHble BeljecTBa: YKCycHaa KucnoTa negsaHas — 0.186 mr, HaTpus
auetaTa Tpurngpat — 2.967 mr, HaTpua xnopug — 3.506 mMr, MaHHUTON — 25.5



mr, nonncopbat 20 — 0.4 mr, Boga o/ — oo 1 mn.

5 M1 — nakoHbl 3 ctekna I Tmna (1) — navykyn KapTOHHbIE.
20 Mn — hnakoHbl U3 ctekna I Tmna (1) — navykm KapTOHHbIE.

KHMHMKO-q)apMaKOHOFM‘-IeCKaﬂ rpynna: npOTI/IBOOI'IyXOJ'IeBbII7I npenapart.
MoOHOK/IOHa/IbHbIe aHTUTenNa

(DapMaKo-TepaneBTuquKaﬂ rpynna: np0TI/IBOOI'IyXOJ'IeBbIe nperapaThl,
MOHOKJIOHaJIbHbl€ aHTWUTEJ1a

dapmMmakKkonormyeckoe geucrteme

MexaHu3m gencTBmns

HapaTymMyMab - 3T0 YyenoBevyeckoe MOHOKJIOHaNbHOe aHTuTeno IgGlk, KoTopoe
cBA3blBaeTCca ¢ 6enkom CD38, xapakKTepu3yloLWMMCA BbICOKUM YPOBHEM
SKCMpeccum Ha MNOBEPXHOCTU KJIETOK MPWU pPa3/InYHbIX FeMaTosIornyeckmnx
3/10Ka4YeCTBEHHbIX HOBOOOpa30BaHUAX, BK/OYASA KJIETKU MHOXXECTBEHHOMN
MUEeNOMbl, @ TakKXe Apyrue TUMNbl KJeToK U TKkaHen. benok CD38 obnanaet
MHOXECTBOM (DYHKLMW, BKAKOYAA OMNOCPenOBaHHYIO peuenTopamMy afresuio,
CUTHAJIbHYKO N (hepMeHTaTUBHYI0 aKTMBHOCTb.

bbina npooeMoHCcTpupoBaHa cnocobHocTb AdapaTymymaba K MOLWHOMY
NHrMbupoBaHMo pocTa akcnpeccupytowmx CD38 onyxonesbix KNeToK in vivo. Ha
OCHOBaAaHWUW wnccneposBaHun in vitro gapatymMymad MoOXeT BbI3blBaTb
OnocpefoBaHHYD MMMYHHOW CUCTEMOW rnbesib OnyxoseBbiX KNETOK 3a CYeT
HEeCKONbKNX 3O HEKTOPHbBIX MEXaHN3MOB. [JaHHbIE 3TUX UCCNEeA0BaHUI NO3BONSAOT
NpPeanosioXnTb, 4To AapaTymyMmab cnocobeH nHOyUMPOBaTb NM3UC ONYXONEBbLIX
KJ€TOK NocpenCTBOM KOMMAEMEHT-3aBUCMMON LUUTOTOKCUYHOCTU, aHTUTENO-
3aBMCMMOMN KJI€TOYHOW LUNTOTOKCUYHOCTU N aHTUTEN0-3aBUCUMOro KNETOYHOro
tharounTo3a NpmM 3/10Ka4eCTBEHHbIX HOBOOBpa3oBaHUAX ¢ akcnpeccuen CD38. Mona
nencrtenem papatymymaba npoucxoaumT yMeHblleHUe cybnonynsaunm
CYNpPecCOopHbIX KNeToK MuenompgHoro npoucxoxpgeHma (CD38+MDSC),
perynatopHbix T-knetok (CD38+T,,,) n B-knetok (CD38+B,,,). N3BecTHO, 4TO B
3aBUCUMOCTW OT CTagun pasBuTUA 1 ypoBHA akTueauum T-kneTtku (CD3+, CD4+ u
CD8+) moryT akcnpeccuposaTb CD38. Mpn nevyeHun npenapatom [ap3anekc
Bbl10 OTMEYEHO 3HaYMMoe yBennvyeHme abconoTHoro Yyncna CD4+ n CD8+ T-



KJIETOK U MPOLUEHTHOr0 CoAaepXaHusg nMMgounTOB B LiesIbHOW nepudepmnyeckon
KPOBW N KPaCHOM KOCTHOM Mo3re. [lpn noMmolwn cekBeHupoBaHua OHK T-
KJIETOYHOro peuenTtopa Obl10 NoKa3aHo yYBEIMYEeHME KJIOHaJIbHOCTU T-KJIETOK Npu
NnevyeHnn npenapaTtom [lap3anekc, 4TO yKa3blBaeT Ha UMMYyHOMOAYuMpyooLmne
3(ppeKTbl, KOTOPbIE MOTYT BHOCUTb BKJ1a B KJIMHUYECKUIA OTBET.

NapaTymymab mHgyumpoBan anonTto3 in vitro nocne Fc-onocpenoBaHHOro
nepekpecTHOro cefA3blBaHUA. Kpome TOro, gapatymymab mopynumpoBan
hbepMeHTaTUBHYIO aKTUBHOCTb CD38, 4TO BbI3bIBaNIO WHrMOMpPOBaHUE
(hbepMeHTaTUBHON aKTUBHOCTWU LUMUKSA3 U CTUMYNIALUNIO aKTUBHOCTM rmaponas.
3HAYMMOCTb 3TUX 3P PEKTOB in vitro B KAMHMYECKON NPaKTUKE, a TaKXe UX
BJINSTHWE Ha OMyX0J1eBbIN POCT MOJIHOCTbIO HE U3YYeHO.

Yncno NK-KneToK n T-K1eTok

3BecTHO, 4TO NK-K/N1eTKN B 3Ha4YMTesIbHOM KOM4ecTBe 3KkcnpeccupytoT CD38,
Takum obpa3oM, OHW YYBCTBUTEJNbHbI K JNU3UCY, ONOCPefOBaHHOMY
pnapatymymabom. lMpu npumeHeHun npenapata [dap3anekc Habnwonanocb
CHMXeHMne abCoNIIOTHOro 4Yuciaa U NpoueHTHoro cogepxxaHmsa NK-kneTok

(CD16+CD56+) u akTuBupoBaHHbIX NK-knetok (CD16+CD56"™) B
nepndepnyeckon KpPoBM N KOCTHOM Mo3re. Tem He MeHee, He Bblf10 BbISIBJIEHO
B3aMMOCBSA3N MexOy UCXOAHbIM codepxaHnmem NK-KNeTokK nU KJIUHUYECKUM
OTBETOM.

MMMyHOI'eHHOCTb

BoisiBieHne obpa3oBaHMa aHTUTeEN K npenapaTy gapaTtymymaby npoBOAMI0CH
cpean nauuMeHToB, MNOJIy4YaBLIMX MOHOTepanuio dapaTymymabom (n=199), un
NauMeHToB, NoNy4YaBLWMX KOMOMHUpPOBaHHYO Tepanuto (n=1051), Ha HECKONbKNX
BPeMeHHbIX TOYKax BO BpeM4d JieyeHus n 0o 8 Hepesb C MOMEHTa OKOHYaHUS
neyeHusa. C MOMeHTa Havasla Tepanun npenapaTtoM [lap3aneKkc y nauMeHToB Ha
MOHOTepanun aHTUTen K gapaTtymMymaby BbiaBAeHO He Oblo, B rpynne
KOMOMHMPOBAHHOW Tepanuu aHTuTeNa K gapatymymaby Obinm obHapyxeHbl y 2 13
1051 naumneHTa; y 0AHOro nauneHTa n3 rpynnbl KOMOMHMPOBAHHOIO SIeYEHUS
6blN0 BbISIBNIEHO TpaH3WTOpHOe obpa3oBaHWe HEWTPANU3YIOLWNUX aHTUTEN K
napatymymaby.

JlaHHble MO0 MMMYHOTeHHOCTU B 3HAYUTENbHOW CTeneHm 3aBUCAT OT



YYBCTBUTEJNIbHOCTU U CNELUDUYHOCTU UCMOJIb3yEMbIX METOOB aHann3a. Kpome
TOro, psi GakTOPOB MOXXET MOB/MATbL Ha HabloaaEMYO YacTOTY MOJIOXKMUTENbHbIX
pe3ynbTAaTOB aHanM3a, BKOYasa YCNOBUS XPaHEHMS B3ATbiX 06pa3L0B, BPeEMS
B3ATNS 0bpa3uoB, BAUAHME OPYrUx npenapaTos, CONYTCTBYOLWaa Tepanusa u
n3yyvyaemoe 3abonesaHue. Takmum 06pa3oM, CpaBHEHWE YaCTOTbl MOSBNEHUS
aHTUTEN K gapaTymyMaby C 4YacTOTON NOABAEHWUS aHTUTEN K APYruM npenapaTam
MOXXKET MOCNY)XUTb OCHOBAHWEM 11 HEMPABWJIbHbIX BbIBO/IOB.

PapMaKOKUHETUKa

dapMaKoKMHETUKY gapaTymymaba nocne B/B BBEAEHUS U3y4anuM Yy NaLMEHTOB C
peunansupyolen n pedpakTePHON MHOXXECTBEHHOW MUENOMON Ha MOHOTEpanun
napaTymymabom npu npumeHeHun B no3ax oT 0.1 o 24 mr/kr. beina paspaboTaHa
Modenb NONyNAUMOHHOW (hapMaKOKMHETUKW papaTymymaba Ona onncaHus
XapaKTepUCTUK (hapMaKOKMHETMKN OAHHOrO rnpenapaTta, a TakXe OJ19 OLEeHKU
BANAHNA KOBapuaT Ha pacnpepeneHne pgapatymymaba y nauMeHTOB C
MHOXECTBEHHOW Mumenomon. lMonynaunoHHbIA aHann3 (apMaKOKUHETUKN
BKJIOMaN 223 nauuneHTa, NosiyYaslnx npenapat Lap3asekc B OBYX KIMHUYECKUX
nccnenoBaHMAxX npu MoHoTepanuu (150 naumeHTOB NonyYanu npenapaT B Ao03e
16 mr/kr).

BcacbiBaHue u pacnpeneneHne

B rpynnax, nony4aswux 1-24 mr/kr, C,.. B CbIBOPOTKE Mocje nepson [03bl
noBblWanace NpubnmsnTenbHO MPonopunoHasbHO [o03e, V, COOTBETCTBOBAN

nepeBoHa4asibHOMY pacnpefeneHuto B niasme. YsenmyeHne AUC nponcxoansnio ¢
onepexeHnem NpsAMon NPONoOpUMOHaNbLHOCTK [03e, KpoMe Toro, Habnonanocs
CHV/XKEHMe KNnpeHca Nno Mepe yesennyeHns 0o3bl. T AaHHble CBUAETENbCTBYIOT O
BO3MOXHOM HachbilweHnn CD38 npu 6onee BbICOKMX A03aX, NOCAE Yero BANSHUE
ONoCpefoBAaHHOIO0 MULLIEHbIO KJANWPEHCa CBOAUTCA K MUHUMYMY U KJIMPEHC
napatymymaba npubnmxaeTtcs K JIMHENHOMY KJIMPEHCY, XapaKTEpHOMY AN
SHporeHHoro IgG1l. Mocne MHOroKpaTHOro BBeAEHMS Takxe Habnwaanocb
CHVKEHMNE KJINPEHCA, YTO MOXET ObiTb 00YCNOBMIEHO YMEHbLUEHWEM OMYyX01EBOM
Harpysku.

B KOHLEe nepunofa exeHelesibHbIX MHPY3MIA C NCNOJSIb30BAHNEM PEKOMEHLYEMOMN
CXeMbl 715 MOHOTepanuu U O03bl 16 Mr/Kr cpefiHee 3HavyeHue (CTaHAapTHoe



O0TKJIOHeHune) C,.., B CbIBOPOTKE 6b110 paBHO 915 (410.3) MKr/mMA, 4TO NPUMEPHO B

2.9 pasa BbilWe, 4eM nocne nepson NHGY3un. CpegHee 3HavyeHne (CTaHOapTHOE
OTKJIOHEHWNE) KOHLEHTPaLmMn B CbIBOPOTKE nepen BBeAEHWEM 04epenHOWN A03bl
npenapaTta (MMHMMaNbHOE 3HAYEHNE) B KOHLE Nepuola exeHenenbHbiX MHGY3UN
6b1n10 paBHO 573 (331.5) mMKkr/mn.

Ha ocHOBaHWM NOnNyssfALMOHHOIr0 aHajm3a (PapMaKOKWHETUKW pPaBHOBECHOE
COCTOsiHMe papaTymymaba npu mMoHOTepanuu AOCTUraeTCs NMPUMEpPHO Yepes 5
MecsaLeB Ha (hOoHe nepexola K MHPY3naM Kaxnable 4 Hepgenu (K 21- nHQy3nn),
cpenHee (CTaHLapTHOE OTKJ/IOHEeHUe) COOTHOLeHne 3HavyeHun C,,. B paBHOBECHOM

cocTosHun n C,,. nocne nepson Ao3bl 6bi10 paBHo 1.6 (0.5). CpeaHee 3HavYeHne
(cTaHOapTHOE OTKJIOHEHME) LeHTpanbHoro V, bbiao pasHo 56.98 (18.07) ma/kr.

BbiBe feHune

TepMUHanbHbIN T, NOBbILAETCA C YBENINYEHNEM [L03bl U MPU MHOTOKPATHOM

BBeJeHUU npenapaTta. CpeaHee 3HayeHUe (CTaHAapTHOE OTKJOHEHue)
pacyeTHOro TepMuHanbHoro T,, AapaTymymaba nocie nepBoit MHGY3MM B fo3e 16

Mr/kr 6bino paBHo 9 (4.3) aHAM. Ha oCHOBaHWM NOMNYyNSLUWOHHOIrO aHaslM3a
MapMaKOKMHETUKN cpeflHee 3HavyeHue (CTaHLapTHOe OTKAoHeHue) T,, ON4

HecneuynpuiHoOn NMHENHON 3AUMUHALUUK Obl1O0 paBHO NpuMepHo 18 (9) aHamMm;
LaHHbIA TepMUHalbHbIN T, MOXXHO 0XWAaTb B CJiy4ae MOJIHOrO HaCbILEHUS

ONOCPeloBaHHOT0 MULIEHbIO KJAMPEHCA W MPW MHOMOKPATHOM BBeAEHWUN
napaTymymaba.

Tpn OOMNOAHUTENbHLIX MOMNYASAUMOHHBIX aHanM3a (MapMakKOKUHETUKM OblK
npoBefeHbl Y NayneHToB C MHOXXECTBEHHON MUENIOMON, NOoJlyYaBLLNX Tepanuto
napatymymabom B coCTaBe pa3/IMYHbIX BapMaHTOB KOMBOMHMPOBAHHOW Tepanuu
(n=1390). Mpodhunb «KOHUEHTPaLUMA-BpeMa» AapaTyMyMabdba bbin CX0XUM Npw
MOHOTepanuu n KoMbnHMpoBaHHOM Tepanuun. CpegHee 3Ha4YeHNe KoOHeYyHoro T,
CBSAI3@HHOr0 C JIMHENHbIM KJMPEHCOM, B rpynne KOMOMHUPOBAHHOW Tepanuu
CcoCTaBnsan0 15-23 pgHs.

Ha oCHOBaHUM NONYAALUNOHHOr0 aHan3a PapMaKOKMHETUKN Macca Tena bbina
NOEHTUPUNUMPOBAHA KaK CTaTUCTUYECKW 3Ha4YMMas KoBapuaTa KJMPEHCa
napatymymaba. Takum obpasom, noabop A03bl MO Macce Tefla ABAAETCH
nooxonsawen crtpaternen a8 pacyeta A03bl Y MAUNMEHTOB C MHOXECTBEHHOM



MWEesIOMOWN.

MonenupoBaHue apMakKOKUHETUKKM fapaTymyMmaba npomsseneHO OS89 BCeEX
peKoOMeHyeMblX PeXMUMO0B L03UPOBaHUA C UCMONb30BaHNEM WUHOUBUAYANbHbLIX
hapMakKOKUHETUYECKUX NapaMeTpoB MauMeHTOB C MHOXXECTBEHHON MUesIoMON
(n=1309). Pe3ynbTaTbl MOAENMPOBAHNSA NOATBEPANAMN, YTO MPU NMEPBOM BBELEHUM
npenapaTa B BuAe O4HON WA ABYX UHQY3U PapMaKOKUHETUYECKe napameTpsl
ABNAIOTCH CXOXUMU, 32 UCKJTIOYEHNEM TaKOBbIX B MePBbIA AeHb Tepanuu.

DapMaKOKUMHETMKa y 0CobbIX rpyrnmn naluneHToB

Bo3pacT n non. Ha ocHoBaHMM NONyNsSILMOHHOIO aHann3a PapMakKOKUHETUKN Y
NaLUWEeHTOB, KOTOPbIM MNPOBOAUTCS MOHOTEpPanusa WAW pa3sindyHble BapuaHThbl
KOMOUHMPOBAHHOMW Tepanuu, Bo3pacT (Anana3oH: 31-93 rona) He obnanaer
KANHUYECKN 3HAYUMbIM 3PdPeKToM Ha (apMakKOKUHETUKY papaTyMyMaba;
KOHUEeHTpauunsa napatymymaba bbina cxoxen y 6onee monoabix (B Bo3pacte <65
net, n=518) n noxuneix (B Bo3pacte =65-<75 net, n=761; n =75 net, n=334).

B nonyJaaUuMOHHBLIX aHaJIn3aXx Ct)apMaKOKI/IHeTI/IKI/I He Obl/I0 BbISIBJIEHO KJIMHUYECKN
3Ha4YMNMOro BanNAHMA noJia Ha KOHUEHTPaUUo uapaTyMyMaﬁa.

[MaymeHTbl C HapylueHneM pyHKUMM noyek. iccnepnosaHuii npenapata Lap3anekc
y NauneHTOoB C HapyleHneM (YHKLMN MoYeK He NPoBOAUNOCh. Bbln BbINOSIHEH
NONYNAUMOHHBLIN aHaNM3 (hapMaKOKUHETUKN HA OCHOBAHUN UMEILLNXCSA OAaHHbIX
No (PYHKLUWOHANbHOMY COCTOSSHUIO MOYeK Yy MauueHTOB, MNOoJlyyYaBLUX
MOHOTEpanuio gapaTymMymMabomMm mam pasnmyHble BapuaHTbl KOMOMHMPOBAHHON
Tepanuu, BKJYasa 441 naymeHTa C HOpMaabHOM (pyHKUMen rnovek (KK=90
MA/MUH), 621 NnauneHTa C HapyweHnem QyHKLUN rnoyek nerkon cteneHn (KK <90
n =60 MA/MNH), 523 - C HapyLleHneM pyHKUMN rnoYvek cpenHen ctenenn (KK<60 un
=30 MA/MUH) 1 27 - C HapyWweHneM PYHKLUUN NOYEK TAXKEJION CTEeNeHn NNn C
TepMUHaNbHOW CTaAnen novye4yHonm HefocTaToqHOCTU (KK<30 mn/mMuH). Mexnay
naymeHTaMmnm C HapyweHueMm (QYHKLUM MOYeK M C HOPMasbHON (PYyHKUUEN
KJMHWYECKN 3HAYMMbIX Pa3fiNdMin KOHLEHTpauun gapatymymaba He BbISBAEHO.

MauneHTel ¢ HapyleHnem GyHKUUM nevyeHu. WiccneposBaHMW npenapaTa
[lap3anekc y nauneHTOB C HapylweHneM (PYyHKUNUN NevYeHn He NpoBOoLUISIOCh.
MonynAUMOHHBLIA aHaNM3 (hapMaKOKMHETMKM Bbll npoBedeH y NauWeHTOoB,
nosyyYaBWNX gapatymymab B Buae MOHOTEpannm WamM B COCTaABE Pa3NYHbIX
BapnaHTOB KOMOMHMpPOBAHHOW Tepanuu, n BkAw4Yan 1404 naumeHTa C



HOPMasibHOM (hYHKUMEN nevyeHun (ypoBeHb obuiero bunmpybuHa n ACT meHee BI'H),
189 nauneHToB C HapyweHUeMm MYHKUNN NEeYEeHWN NIerkKon cTeneHun (YypoBEeHb
obwero bunmpybuHa ot 1 go 1.5 BI'H nnun yposeHb ACT Bbilwe BIM'H) n 8 nauneHToB
C HapyLweHneM (yHKLUKN nevyeHn cpelHen ctenenn (obwmin bunmpybun >1.5-3.0
BMH; n=7) nnn ¢ HapyweHneMm (MyHKLNN NEeYeHN Taxenonm cteneHn (obwmm
bunnpybunH >3.0 BI'H; n=1). He 61510 BbIABNEHO KAMHUYECKN 3HAYUMbIX Pa3nnyunm
B 3KCMO3MUUM OapaTyMmymaba y naunMeHTOB C HapyLleHNEM PYyHKLMUN NevYeHn no
CPaBHEHMIO C MaLUMEHTaMN C HOPMabHOM (hYHKLIMEN NEYEHMN.

Paca. 1o OaHHbLIM MONYyNAUWOHHOTO (hapMakKOKMHETUYECKOro aHanumsa y
nauMeHTOoB, NoJiyvatowmnx gapatymymab B ka4ecTse MOHOTEpanum Uam B COCTaBe
Pa3/INYHbIX BAPUAHTOB KOMOMHUPOBaHHOW Tepanuu, 3KCNo3numa gapatyMmymaba
bblNa 0QMHAKOBOM Yy Y4aCTHMKOB eBponeomaHonm pacbl (n=1371) n npoymx pac
(n=242).

Noka3saHusa npenapaTta [Jap3anekc

= B KOMBbMHauun ¢ boptesommnbom, TannaoMnaoMm M feKcameTas3oHOM
NoOKa3aH ANS Tepanum B3POCAbIX MNaLUWEHTOB C BMepBble
OVArHOCTUPOBAHHOM MHOXECTBEHHON MMWEeNoMON, SABNAKLWMUXCA
KaHOugaTaMu ONn8 NPpOBeAEeHUs ayToJIOrMYHOM TpaHCnAaHTauuun
CTBOJIOBbIX KNETOK;

= B KOMOMHauum ¢ boptesomMndbom, MmendanaHoMm 1 NpeaHN30/0HOM UK B
KOMBbMHaUMM C NeHanMaoMMaoM WU AeKCaMeTa3oHOM ANsA Tepanuu
B3POC/IbIX MaUMeHTOB C BNepBble ANArHOCTUPOBAHHOW MHOXXECTBEHHOW
MNUENOMOMN, He HABNAWMXCA KaHAMpgaTamum ONA NPOBefeHUs
ayTONIOrTMYHOW TpaHCNAaHTaUWKM CTBOJIOBbLIX KJIETOK;

= B KOMOMHaUMM C NeHanuaoMnaomM 1 gekcameTasoHoOM Uan B KoMOMHaumm
c bopTe3zomMnbom 1 fekcameTas’oHOM AN Tepanuy B3POC/bIX NaLNEHTOB C
MHOXECTBEHHON MMWUEesIOMOW, MONYYUBLWINX, NO KpamHen mepe, OAHY
NpeaLweCcTBYOLWY JIMHUIO Tepanuu;

= B KQ4YeCTBe MOHOTEepanun y B3pOoC/abiX NaUNEHTOB C peunanBmupyowen n
pedpakTepHON MHOXXECTBEHHOWN MWESIOMOW, KOTOPble paHee nosy4yanu
Tepanui WHrubutTopamm npoTeacoMm U MMMYHOMOAYUPYIOLWNMU
npenapaTtaMm K y KOTOpbIX Habnwpanocb nNporpeccupoBaHue
3aboneBaHNsa Ha (poHe npenlWwecTBYyOWEN Tepanuu.



Pe)XXuM f03upoOBaHUA

[NpenapaT [ap3anekc BBOAAT B BUAE B/B UHDY3NN.

BBefeHne npenapaTta [A0J/KHO OCYLLECTBAATLCS MeAULMHCKUM PaboOTHMKOM B
YCJIOBUSIX HEMELJIEHHOMO AOCTYMNa K 060pyA0BaHWIO AN UHTEHCUBHOW Tepanuu.

Heobxoammo BBeAEHME COMYTCTBYOLWMX NPEnapaToB A0 U Nocae UHPY3UM ans
YMEHbLLEHUSI PUCKA PA3BUTUSA MHPY3MOHHbLIX PeaKLIn.

Hhdo3bi

CxeMa npumeHeHus npenaparta Lap3asekc B KombuHaumm ¢ boptezomumnbom,
TaninaoMUAOM N JEKCAMETAa30HOM y MaLMEHTOB C BMEPBbIE ANArHOCTUPOBaHHOM
MHOXXECTBEHHOW MWEJIOMOW, SIBAAKLWMNXCA KaHAnaatamu A5 NpoBeAeHUs
ayTOJIOrMYHON TPaHCMaHTaUNN CTBOJIOBbIX KJAETOK (4-HeAesbHble€ LNKIbI
Jle4yeHuns)

PekomeHayemasn f03a npenapaTta [ap3asiekCc cocTaBadeT 16 Mr/kr Mmaccol Tesa B
BMAe B/B MH(Y3MI N0 rpaduky, N3oKeHHOMY B Tabsunue 1.

Tabavuya 1. Pexum gosupoBaHus npernapata [ap3anekc B KoMbuHauum c
bopTezomnbom, TaMAOMNAOM N AEKCAMETA30HOM (4-HEAEbHbIE LINKIIbI JIEYEHNS)

da3za Tepanum Hepenu Pe>XxuMm po3upoBaHus

1 pa3 B Hepento (Bcero 8

NHoykuns Hepennclno 8
003)

1 pa3 B 2 Hepenn

Hepnenn c 9 no 16 (BCero 4 o3bl)

MepepbiB 0219 BbICOKOL03HON
XUMUoTEPanUn 1 ayTONOrNYHON
TPaHCNAaHTaLUN CTBOMOBbIX
KNeToK

1 pa3 B 2 Hepenu (Bcero

KoHconmnpoauuns b
nauy Hepennclno8 4 fo3bI)

“ BBeleHNUe NepBOW O03bl MPU pexunme A03npoBaHMa 1 pa3 B 2 Heagenu
OCyLleCTB/ISeTCs Ha Hefene 9.



* BeefieHWe Nepsoit [03bl NPU pexume [03UPOBaHUA 1 pa3 B 2 Hedenu
OCyLlecTBAAeTCa Ha Hefese 1 BO30OHOBMEHUSA Tepanun rnocsie ayTonornyHom
TpaHCnaHTaunm CTBOJIOBLIX KNETOK.

NHdopMaLns 0 pexnume 003UPOBAHNSA NPenapaToB, NMPUMEHSEMbIX COBMECTHO C
npenapaToM [lap3anekc, MoXeT OblTb HallleHa B COOTBETCTBYIOLLMX UHCTPYKLIMAX
N0 NPUMEHEHMIO.

Cxema npumeHeHunsa npenapata ap3anekc B kombuHaunm ¢ bopteszommbom,
MeJihasaHOM M NPeaHN3010HOM (6-HEAEbHbIE LNKJIbI IEHYEHNS) Y NaUNEHTOB C
BMepBble ANArHOCTUPOBAHHOW MHOXECTBEHHOW MUWUEOMOU, HE SIBASILINXCSA
KaHAngatamy A5 NMPOBEeAEeHUs ayTOJA0rMYHOW TPaHCMaaHTauun CTBOJIOBbIX
KJETOK

PekoMeHOyemas O03a npenapaTta [ap3anekc cocTtasnigeT 16 Mr/Kr Maccobl Tena B
BUAE B/B MH(Y3UI MO rpadnky, n3noxxeHHoMmy B Tabnuue 2.

Tabavua 2. Pexum pgo3upoBaHusa npenapata Lap3aiekc B KOMbUHaunm ¢
bopTe3zommbom, mesapanaHoM n rNPeaHn300HOM (6-HeaesIbHbIE LNKJIbl IeHEHUS)

Hepenu Pe>XXum po3npoBaHus
Hepenmclno6 1 pa3 B Hepgento (Bcero 6 0o3)
Hepenu ¢ 7 no 54° 1 pa3 B 3 Hepenu (Bcero 16 003)
C Hepenun 55 [0 nporpeccum 3abonesaHns” 1 pa3 B 4 Hepenw

“ MepBylo 003y N0 rpadmky BBeaeHns 1 pa3 B 3 Heaenn BBOAAT Ha Hedene 7.
* Mepsyto 003y Mo rpauky BBefeHns 1 pa3 B 4 Hefenn BBOAAT Ha Hefene 55.

BopTe3omnb BBOAAT NyTeM n/K BBeAeHUs B gose 1.3 Mr/M* naoLwaam NMOBEPXHOCTN
Tena 2 pa3a B Hefeo Ha Hegenax 1, 2, 4 n 5 nepsoro 6-HefenbHOro umkaa (Lnkn
1, 8 no3), nanee 1 pa3 B Hepeno Ha Hegenax 1, 2, 4 u 5 chegywmx BOCbMN 6-

HeadenbHbIX LUKAO0B (UMKbl 2-9, 4 0o3bl Ha 1 unkn). MendanaH B go3se 9 Mr/M* 1

NpenHn3010H B fo3e 60 Mr/M° MPUHUMAIOT BHYTPb B AHW 1 1 4 neBATM 6-
HegenbHbIX UMKNOB (Umkabl 1-9).



Cxema npuMeHeHNs B Ka4ecTBe MOHOTepanuu n B coctaBe KoMOUHUPOBaHHOM
Tepanuun ¢ 1eHaIngoMUA0M N eKCaMeTa3oHoM Yy NauneHToB C PeELUNANBUPYIOLLEN
M peppakTepHON MHOXECTBEHHOW MUEIOMOW UJIN B COCTaBE KOMBUHNPOBaHHOM
Tepanun c J1eHaingoMngoM n JeKCaMeTa3oHOM Yy MaLneHTOoB C BlepBble
ANarHoOCTUPOBAHHOW MHOXECTBEHHOW MUESIOMON, HE SABJISIIOLUNXCA KaHaAnAaTaMmn
A5 NpoBeAeHnNs ayToJIOrMYHOU TpPaHCNJAaHTaunn CTBOJIOBbIX KIETOK (4-
HeAe/IbHble UNKJIbl JIeHYEHMS)

PekoMeHayemas O03a npenapaTa [Jap3anekc cocTtasngeT 16 Mr/Kr Macchbl Tena B
BUAE B/B MH(Y3UM MO CNeayoLlen cxemMe, n3niokeHHon B Tabnuue 3.

Tabaunua 3. PexxuM go3vpoBaHus npenaparta [ap3aiekc B Ka4eCTBe MOHOTEepanmm
M B cocTaBe KOMbUHMPOBAHHOW Tepanuu ¢ 1eHaangoMUAOM N JEKCaAMETa30HOM
(4-HeaesibHble UNKJIbl JIe4YEHUS)

Hepenu Pe>XXuM po3upoBaHus
Hepnennclno 8 1 pa3 B Hepento (Bcero 8 0o3)
Hepenn ¢ 9 no 24° 1 pa3 B 2 Hepenu (Bcero 8 n03)
C Hepenu 25 [0 nporpeccum 3abonesaHns” 1 pa3 B 4 Hepgenw

° BBeLeHne nepBOon A03bl MPU pexume O03MpoBaHUS 1 pa3 B 2 Hepenu
OCYLLeCTB/ISeTCA Ha Heperne 9.

" BeefieHWe NepBoit [03bl NPU pexume [03UpoBaHus 1 pa3 B 4 Hepenu
OCYyLLeCTBISIeTCA Ha HefJene 25.

JleHanngoMng NpuHMMalOT BHYTPb B fo3e 25 mr 1 pas3/cyT B gHu 1-21
NOBTOPANLWNXCA 4-HeOeNbHbIX LWKNOB COBMECTHO C HWU3KOW [030M1
nekcameTtasoHa (40 mMr B Hepenwo), NPUHUMaAEMON BHYTPb WK B/B (NauyneHTaMm
ctapwe 75 net uan ¢ UMT meHee 18.5 HeobxoanuMo NpUHMMaTb YMEHbLUIEHHYIO
03y aekcameTa3oHa — 20 Mr B Hegento). MNauneHTbl NPUHUMAOT AeKCaMeTa30H B
no3se 20 Mr B KayecTBe npeMenunkaunm B gHM MHQY3nM npenapata [dap3anekc, a
TakXe Ha cegylowmn geHb nocne nHgysum. MaumeHTol, KOTOPbIM Heobxoanmo
NPUHNUMaTb YMEHbLUEHHYI0 003y AeKCcaMeTa3oHa, npuHuMaloT 20 Mr TONLKO B
KavyecTee npemepukauun. Koppekuna 0o3bl fieHanmgoMumaa M gekcameTasoHa
NPOBOAMTCA B COOTBETCTBUN C MHCTPYKUMAMM NO MEeAULNHCKOMY MPUMEHEHWUIO
LaHHbIX JIeKapCTBEHHbIX NpenapaTos.



CxemMa npuMeHeHus1 B cocTaBe KOMbuHMpoBaHHOW Tepanun ¢ bopTezommnbom u
[EKCaMeTa30HOM (3-HefesIbHble LUNKJIbl JIEYEHUS)

PekoMeHOyemas O03a npenapaTta [Jap3anekc cocTtasngeT 16 Mr/Kr Macchbl Tena B
Buae B/B NH(PY3MN B COOTBETCTBUN C PEXMMOM O03MPOBaHMUA, NpenCcTaB/ieHHbIM
nanee B Tabnuue 4.

Tabanuya 4. Pexum pgosmpoBaHuu rnpenapata Jlap3alekc B cocTaBe
KOMbuHMpoBaHHoOU Tepanun ¢ bopTezomMmbom n fEKCAMETAa30HOM (3-HeaesIbHbIE
LUMKIIbl JIEYEHUNS)

Hepenu Pe>XxuM po3upoBaHus
Hepennclno9 1 pa3 B Hegento (Bcero 9 0o3)
Hepenu ¢ 10 no 24° 1 pa3 B 3 Hepenu (Bcero 5 no3)
C Hepenun 25 [0 nporpeccumn 3abonesaHus” 1 pa3 B 4 Hepenw

° BBeleHMe NepBOW O03bl NPU pexume Ao03npoBaHua 1 pa3 B 3 Heagenu
ocyulecTensieTcsd Ha Hepgene 10.

" BBefeHue nepsBoi LO3bl NpU pexume fo3upoBaHus 1 pa3 B 4 Hegenu
OCYLLeCTBJISIeTCH Ha Hepene 25.

BopTe3omMunb BBOAAT MyTeM n/K Wau B/B BBeAeHWsA B fo3e 1.3 mr/mM* naowanu
NOBEPXHOCTU TeNa 2 pa3a B Hefent B TevyeHue 2 Hegenb (AHM 1, 4, 8 n 11)
NOBTOPAOLWMXCA 3-HeAeNbHbIX UWKJIO0B, B Te4yeHne 8 uuknoB. [lekcameTas3oH
NPUHMMaeTCs BHYTPb B Ao3e 20 mre aHn 1, 2, 4,5, 8, 9, 11 n 12 Ha npoTsHKeHuun
8 umnknos Tepanuu bopteszommnbom (80 Mr B HeeNo B TeYEHNE 2 Hefelb KaXKaoro
3-HeaenbHOro unkaa) uam B ymMeHblleHHOW go3e 20 Mr B Heaesnt y nauneHTos
cTapwe 75 net, ¢ UMT meHee 18.5, ¢ Nn10X0 KOHTPOJIMPYEMbIM CaxapHbIM
onabeToM MAN C HEMEPEHOCUMOCTbIO CTEPOUOHON Tepanun B aHaMHe3e. B aHu
NHQY3MKn NpenapaTa [ap3asekc nauneHTbl NPUHUMAOT feKcameTas3oH B fo3se 20
MI B KayecTBe npemegukauumu. MNMayneHTbl, KOTOPbIM HEOOXO0AMMO NPUHUMATb
YMeHbLUEeHHYI0 003y AeKCcaMeTa3oHa, npuHnumatoT 20 Mr Tosibko 1 pa3 B Hepeno
nepen uHgy3men npenapaTta Hap3anekc. boptezomnbd n pekcameTasoH
NPUHNMAIOT B Te4eHNe BOCbMM 3-HeflesibHbIX UMKI0B, B TO BpeMs Kak npenapaTt
[ap3anekc npumMmeHsaeTca 00 nporpeccuposaHns 3abonesaHnsa. OgHako npuem
nekcameTa3oHa B no3e 20 Mr ponxeH 6biTb NPOAOJIXXEH B KayecTBe



npemeankaumn. Koppekuus no3bl 6optesommnba n gekcametasoHa NpPoOBOAUTCS B
COOTBETCTBUM C MHCTPYKUMAMU MO MeANUWHCKOMY MPUMEHEHUIO AaHHbIX
NEKapPCTBEHHbIX NMpPenapaTos.

CKopocTb UH(DY3UHU

Mocne pa3BegeHns npenapaTta [lap3anekc HeobxoaAnMo BbIMOJHUTL UHDY3UIO C
Hadnexalwen nepeoHa4vasbHON CKOPOCTbK (CM. Tabnuuy 5). MNMocTeneHHoe
yBeJInYyeHne CKOpPOoCTU NHPY3NN CefyeT pacCMaTpUBaTb TOJILKO MPY OTCYTCTBUN
NHPY3NOHHbBIX peakLuni.

MepBas MHpY3UA npenapaTa B Ao3e 16 Mr/kr Ha Hegene 1 moxeT 6bITh
pa3fefneHa Ha ABe MHQPY3UW, ocCylleCcTBNAeMble B Te4yeHWe p[BYX
nocnenoBaTeNibHbIX AHEN. Hanpumep, ABe UHDY3UK, Kaxxaaa B Ao3e 8 Mr/kr B
NeHb 1 n eHb 2 (cm. Tabnuuy 5).

Tabanuya 5. CkopocTb nHQY3mumn npenapata dap3anekc (B gose 16 Mr/kr)

HavyanbHas
CKopocTb | YBenunvyeHue | MakcuMmanbHas
ObbLeM
MH)Y3UHM CKOPOCTH CKOpPOCTb
pa3BeneHus .
(nepBbIN MHY3uUHM MHDY3UHK
yac)
NHdy3ua Ha
Hepene 1l
BapuaHT 1
(oaHa nHey3nsn)
Henens 1 leHsb 1 50
A A 1000 mn 50 mn/y ij/q 200 mn/y
(16 mMr/kr) Ka)X bl Yac
BapuaHT 2 (BBe
MHYy3IUN)
Henens 1 leHb 1 50
A A 500 mn 50 mn/y ij/q 200 mn/v
(8 mMr/kr) Ka)X bl Yac
H 1 2 50
enens 1 liets 500 mn 50 mna/y ij/q 200 mn/y
(8 mMr/kr) Ka)X bl Yac




NHdy3ua Ha
50 mn/v
Hepene 2 (16 500 mn 50 mn/y . 200 mn /v
KaXXObl Yac
mr/kr)®
Mocnepyowue
MH)Y3UM
50 mn/v
(Hepena 3 u 500 mMn 100 MA/y . 200 Mn /4
nanee, 16 KaXX bl Yac
Mr/Kr)°

“lMo3TanHoe yBesiM4YeHne CKOPOCTM MHAY3UN CelyeT pacCMaTpmMBaTh TOMLKO Npu
OTCYTCTBUMN NHPY3MOHHBIX PeaKLn.

> ObbeMm passegeHus 500 Ma 4N BBeAeHMA B A03e 16 Mr/Kr OOJKeH
NCMOJIb30BaTbCH TOMLKO NPU OTCYTCTBUU UHAY3NOHHBIX Peakumii Ha npegbiayuien
Hepnene. B npoTMBHOM cnyyYae HeobxoamMo nMcnonb3oBaTb 00bEM pa3BegeHUs
1000 mn.

° MoauguunpoBaHHas HadalbHas CKopocTb (100 mAa/4) ona nmocnenyrowmx
MHpy3nnm (Hepena 3 n panee) npuMMeHSeTCsa TOJNIbKO MPM OTCYTCTBUMU
NH(Y3NOHHBLIX peakuuin BO BpeMs npeabigywien nHQy3nn. B npoTBHOM ciy4vae
cnefyeT UCnosb30BaTb YKa3aHHble B Tabanue MHCTPYKLUN N0 CKOPOCTU UHY3UK
Ha Hepene 2.

TakTMka BefeHUA NAaLMEeHTOB C UH(PY3IUOHHBIMU peaKLUAMHU

ONs CHMXEHNS PUCKa BO3HUKHOBEHUSA MHMY3NOHHbLIX PeakUuin A0 BBEAEHUS
npenapaTa [ap3anekc Heobxoanma npemeankaums.

B cnyyae BO3HWKHOBEHUS MHMY3UOHHbLIX Peakuuini noboin cTeneHn THXeCTu
TpebyeTcss HEMeAJIEHHO NMPUOCTAHOBUTbL MH(Y3M0 nNpenapaTa Jap3anekc u
NPOBECTW HaANeXallylo CUMNTOMAaTUYECKY0 Tepanuto.

TakTKa AEeNCTBUN B Cayyae Pa3BUTUS MHQY3NOHHbIX peakLMin MOXKET BKJIOYATh
CHMXXEHNE CKOPOCTW UHDY3UM UM OTMeHYy Tepanuu npenapaTtom [ap3anekc,
COrJlacHO NPVBEAEHHOMY HIXKE OMUCAHUIO:

= cTeneHb 1-2 (nerkue - ymMepeHHble peakuuun): nocne paspelleHuns
CUMMNTOMOB UHAY3MOHHOW peakuuny cnenyeT BOo30OHOBUTb MHEGY3NKO CO



CKOPOCTbIO He 6osiee NoI0BMHbLI OT TOM CKOPOCTW, HA KOTOPOM MPOMN30LLISIO
pa3BuTNE MHPY3NOHHON peakuuun. EChm y naumeHTa B OasibHENLLEM He
BO3HUKHET HUKaKUX CUMMOTOMOB MH(Y3MOHHOW peakuun, AonyckaeTcs
NOBbILUEHNE CKOPOCTM WHGY3UKU, Npu 3TOM caefyeT UCMNOJb30BaTb
Hagnexalwmue warn n UHTepBasibl B COOTBETCTBUN C KJAUHUYECKOW
CUTyaumnen o OOCTUXKEHUA MaKCUMasbHOM ckopocTn 200 mA/y (Tabnnua
5);

= CTeneHb 3 (TAXeNnble peakuuun): nocae paspeweHns CUMNTOMOB
MHDY3UOHHOW peakuun crnegyeT peWwnTb BOMPOC 0 BO30OHOBAEHUM
NHY31N CO CKOPOCTbIO He Bonee NosIoBMHbLI OT TON CKOPOCTU, HA KOTOPOW
NPOU30LWWJI0 pa3BuTUe peakuun. Ecnn y nayneHTa B AasibHENLWLEM He
BO3HUKHET HWKAKWUX [OMNOJNHUTEJSIbHbIX CUMMTOMOB WHMY3NOHHON
peakunun, OOMyCKaeTCs MOBbILLEHNE CKOPOCTM WUHGY3UKU, NPU 3TOM
cnenyeT UCNONb30BaTb Hagsexaliue warn n nHtepsanbl (Tabnuua 5). B
c/lydyae peumamBa CMMNTOMOB CTeneHun 3 HeobXoaMmMo NOBTOPUTHL
OMMCaHHYO Bbille npouenypy. B cnyvyae BO3HUKHOBEHUA UHGY3MOHHON
peakuun cTeneHn 3 v BbiWe B TPETUN pa3, HEOOXO0AMMO OKOHYaTesIbHO
OTMeHUTb NpenapaT [lap3anekc;

= CTeneHb 4 (yrpoxxatLimne Xn3Hn peakumm): HeobxoaAnMo OKOHYaTENbHO
OTMeHWUTb NpenapaT [ap3anekc.

Mponyck po3bl

B cnyyae nponycka nwobon 3annaHMpoBaHHOW A03bl NpenapaTa [dap3anekc
HeobxoOMMO KakK MOXXHO CKOpee BBECTU AaHHYI A03Y U CKOPPEKTUPOBaATb
Hagnexawmum obpasomM pacnucaHue Tepanuu C LeNblo COXPaHEHUS MHTepBasa
MeXxnay MHQy3namu.

Koppekuusa po3bl

CHuXeHue 103bl NpenapaTa [lap3anekc He pekoMeHayeTcs. OTCPoYKa BBEAEHUS
003bl MOXKeT NoTpeboBaTbCA A9 BOCCTAHOBMEHUSA YUCSIa KIETOK KPOBU MpW
PAa3BUTUN TEMATONIOrMYECKOW TOKCMYHOCTU. MHbopMauus, Kacatollascs
NEeKapPCTBEHHbIX NPenapaToB, BBOAUMbIX COBMECTHO C npenapaToMm [ap3asiekc,
npeacTaB/leHa B COOTBETCTBYWOLWMUX WUHCTPYKLUAX MO MeOULUHCKOMY
MPUMEHEHMUIO.

PEKOMeHAVEMbIe conyTcTreylowiue npenaparthbl



[penapaTkl, NpUMeHsAeMbIe 4O NHQY3Un

ONa CHUXKEHUS PUCKA BO3HUKHOBEHMS UH(PY3NOHHbBIX peakuuin BCEM NauneHTaMm
PEKOMEH0BAHO BBeLleHNe CiefyowWwmx npenapaTos 3a 1-3 4 40 KaXX40W MHDY3UK
npenapaTta Hap3anekc:

= KopTukocTtepouabl (C ANNTENBHOW UK CPedHeNn NPOAO/IKUTENBHOCTbLIO
NEencTeuns)

MoHoTepanusa: meTunnpeHn3oNnoH B fose 100 mMr (unm ero skKBuBasieHT), B/B.
Mocne 2- nHGY3UK 0o3a KOPTUKOCTEpOMAa MOXeET ObiTb CHUXEHa (NnepopasibHas
nnn B/B popMa MeTunnpenHmn3onoHa 60 mr).

KoMbuHnpoBaHHas Tepanus: nekcameTa3oH B Ao3e 20 Mr (uam ero 3KBMBaNEHT)
nepeg Kaxanon nHgysnen npenapata dap3anekc. B cnyyae Korpa fekcaMeTasoH
BXOOWT B COCTaB CXeMbl Jle4eHNsa, TepaneBTnYeckas OoO03a [LeKCcaMeTa3oHa
3aMeHseT npemMennkaunio B AHN NHGY3UK npenapaTa [ap3anekc. [JekcameTas3oH
BBOOSAT B/B nepepn nepson MHGPYy3nen npenapata [ap3anekc, nepepg
nocneaywmMmm MHAPY3InaMn MoxXeT OblTb paCCMOTPEHO nNepopajibHoOe
npuMmeHeHune. JonoNHUTeNbHbIE cheunduyHble 019 (POHOBOro pexunma
KOPTUKOCTepouabl (Hanpumep, NpegHnU3osioH) He cnegyeT NPUMEHATb B AHMU
MHGY3UKM npenapaTta [ap3anekc, Korga nauuMeHTbl MoJsly4alT B KayecTBe
npeMegnkauunm gekcameTasoH.

= J)KaponoHmxawLwmnin npenapaT (napaueTamosn rnepopasibHO B Ao3e oT 650
no 1000 wmr)

= AHTUTMCTaMUHHBIA npenapaT (AndeHrnapaMnuH nepopanbHO UK B/B B
no3e ot 25 0o 50 Mr nnm 3KBUBaNEHTHbLIN NnpenapaT)

[penapaTkl, NpUMeHsaeMbIe nocsie NHQY3nn

BeepneHne npenapaTtoB AN CHUXEHUS PUCKA Pa3BUTUSA OTCPOYEHHbIX
MH(Y3MOHHBIX PEAKLIMIA OCYLLIECTBASAETCS NOCSe UHGDY3MK MO ClieayoLLEN CXeME:

MoHoTepanus: KOpTUKOCTepouabl nepopasbHo (20 Mr MeTunnpeaHn3osioHa nau
SKBUBaJIeHTHAA [03a KOPTUKOCTEPOWUAOB [AJNTENbHOW WUNN CPpeaHen
NPOAOCJIKUTENIbHOCTW OENCTBMSA B COOTBETCTBUM CO CTaHAapTaMu Tepanumn) Ha 1-u
N 2-n OeHb nocne KaXxnon UHMy3um npenapata Hdap3anekc (HavymHasa co
cnepylowero OHA rnocsie AHA UHAGy3uum).



KombunHupoBaHHasa Tepanusa: HeobxoOAMMO pacCcMOTpPeTb BO3MOXHOCTb
nepopanbHOro npuemMa MeTuanpeaHn3osoHa B H1U3Kon fo3se (He bonee 20 Mr) nnm
9KBWBAJIEHTHOr0 NpenapaTta B AeHb Nocne MHAy3um npenapata Lap3anekc.

OpHako B TOM C/ayvae, eCc/in Ha cnefylwmnm geHb nocne nHGysum npenapaTa
[lap3anekc BBOAMTCA cneunmpuyHbin gad (POHOBOW Tepanunm KOPpTUKOCTepoun
(Hanpumep, OekcaMmeTa3OH, MPeAHW30JIOH), BBeAEeHUe [LOMOJIHUTEsIbHbIX
npenapaToB Nocsie UHPY3NUN MOXET He noTpeboBaTbCs.

Kpome Toro, nauuMeHTam C XPOHUYECKON 0BCTPYKTMBHON BONE3HbI0 NEerknx B
aHaMHe3e ciefyeT pPacCMOTPETb HEOBXOAUMOCTb NMPUMEHEHMS MOCAE KaX 0N
NHGY3UKM BPOHXOANNATATOPOB KOPOTKOIrO U AJIMTENIbLHOrO AEWCTBUS, @ TaKXe
VHTaNALUUOHHbBIX KOPTUKOCTEPOMI0B. Ecnun nocne nepsbix 4 UHGY3WIA Y NaLUMeHTa
HE OTMEYaeTCs HUKAKMX 3HAYMMbIX MHQY3NOHHbLIX pPeakLuin, To npenapaThl,
NPUMEHSEMbIE VHTANIALNOHHBIM MyTEM Nocne MHQY3KUK, MOryT OblTb OTMEHEHbI M0
YCMOTPEHUIO Bpaya.

[pohnnakTnKa peakTmBaunum BUpyca OrnosachbiBaroLLero repreca

Ona npenoTBpalleHns peakTuBaL MM BUPYCa OMOSAChIBAIOLLEro reprneca cnenyer
PACCMOTPETh NPOoBeAEHNE NPOTUBOBMPYCHOW NPOMUIAKTUKN.

Ocobble rpynnbl NauMeHTOB

MaumeHTbl ¢ HapyweHneM ¢GYHKLUM NOYEK: UCCNefoBaHUN aapaTymymaba y
NaLMeHTOB C HapylleHneM PyHKUUU NOYEeK He NMPOBOAMIOCL. Ha OCHOBaHUM
NoNySLUOHHOIO aHaM3a hapMaKOKNUHETUKN YCTAHOBIEHO, YTO KOPPEKLUS [03bl
y MaLMEHTOB C HapyLUeHNEeM yHKLMM NoYek He TpebyeTcs.

MauueHTbl C HapyweHueM (GPYHKLUM NeYeHU: UCCefoBaHNn fapaTymyMaba y
MNaUNEHTOB C HapyleHneM OYHKLUN MeYeHn He NPoBOAMSIOCk. Ha OCHOBaHMM
OAHHbIX NOMNYNALUOHHOIO aHann3a (hapMakoKMHETUKN He TpebyeTcs KoppeKkums
003bl Y NaLUMEHTOB C HapyLleHneM PYHKLUN NeYeHu.

MauMeHTbl NOXKMAOro BO3pacTa: KoppeKkLumsa 0o3bl He TpebyeTcs.

ODetn: 6e30nacHOCTb U 3P(PEeKTMBHOCTL nNpenapaTa [dap3anekc y peten B
Bo3pacTte A0 18 net He ycTaHoB/EHbl. [JaHHbIE OTCYTCTBYIOT.

Cnocob npuMeHeHus



MNpenapaT Lap3anekc npegHa3Ha4vyeH ond B/B BBeAeHUS.

MpenapaT [dap3anekc BBOAAT B BuAe B/B UHMY3nm nocne passegeHus 0.9%
PacTBOPOM HaTpuUa xnopuaa.

UHCTpyKUMM NO NPUroTOBNEHUIO pacTBopa, obpalleHHUI0o C HUM M ero
YTUAIN3aLUU

PacTBop ond uHy3um Tpebyetca noarotosmTh, cobnogas TpeboBaHNS acenTukuy,
cnenyowwmnm obpasom.

= Ha ocHOBaHUK Macchl Tena HeobxoamMMo BblHMCANTL TpebyeMyto fo3y (Mr)
n obwmnm obvem (MN) npenapaTa [lap3anekc, a Takxe Heobxoammoe
KONIMY4eCTBO (PJlakoHOB npenapaTa [ap3anekc.

- [IlpoBepuTb UBeT npenapaTa Hap3anekc (oOH gonxeH ObITb OT
6ecuBeTHOro 4O KOPUYHEBATOrO WM KOPUYHEBATO-XKENTOBATOr0 WM
XKeNnToBaToro). He gonyckaeTcs UCNoNb30BaHME pacTBOpPa C USMEHEHUNEM
OKpawmBaHUA, CUbHBIM MOMYTHEHWEM WU MOSABJIEHWEM WUHOPOLHbIX
YyacTuu,.

= Cobniopnaa TpeboBaHMa acenTuUkKKU, Heobxogmmo wun3BNeYb U3
NHMY3MOHHOIO NakeTa/KoHTenHepa obbeM 0.9% pacTBOpa Xxnopupaa
HaTpuWA, KOTOPLIN paBeH TpebyemoMy obbemy npenapaTa [ap3anekc.

= 13BNe4b Heobxoammoe KoNn4ecTBo npenapaTta [ap3anekc 1 pa3BecTu ero
0O HYyXHOro obbema nytem pobaBneHWS B WUHGPY3NOHHLIN
nakeT/KoHTenHep ¢ 0.9% pacTBopom xnopuga HaTpusa. NHQY3MOHHbIE
NaKeTbl/KOHTENHEPbl A0NAXHb 6bITb W3roToBAEeHb n3 T[BX,
nonunponuneHa (MMN), nonnatuneHa (MN3) nanm cmecnm nonnonedpunHoB
(monmnaTuneHa ¢ noaumnponuneHom). NpenapaT TpebyeTcs pa3BoaUTb B
acenTuYyeCcKMx ycnosmsax. Hemcnosnb3oBaHHY 4acTb npenapaTa w3
nakoHa HeobxoaAnmo yTUAN3NPOBATb.

= AKKYpaTHO MepeBepHYTb MaKeT/KOHTEWHEP AONA MNepemMellnBaHns
pacTeBopa. BCcTpsaxmBaHne nnm 3amMmopaknBaHme 3anpeLLeHo.

= [lepen BBeOEHUEM TMapeHTepasibHble npenapaTbl HeobxoguMmo
ocMaTpuBaTb Ha NpeaMeT CoAepXXaHUA MHOPOLAHbIX YacTUL, N U3MEHEHUSA
OKpacKu (ecnum 3TO MO3BOJIAET XapakKTep pacTBOpa M YNakKOBKW).
Pa3BefleHHble pPacTBOPbl MOryT coAep)XaTb O04YeHb Hebonbwwue
npo3payHble nnn benbie 6enkoBble YaCcTULbl, MOCKOAbKY AapaTymyMab
aBnseTca 6enkoBbIM npenapaToM. He gonyckaeTcsa MCMNonb30BaHuMe



pacTBopa C U3MEHEeHWeM OKpalMVBaHWUA, CUJIbHbIM MOMYTHEHUEM UK
NOsIBIEHNEM WHOPOAHbIX YacTuL,.

= B cBSA3M C TeM, 4YTO npenapaT [lap3anekc He COOepXUT KOHCEPBaAHTOB,
pa3BeeHHbI pacTBOP A0/KeH OblTb BBeAEH B TeyeHMe 15 Y (Bkao4as
BpeMsa UHQY3UK) Npu KOMHaTHOW TemnepaTtype 15-25°C n KOMHaTHOM
OCBeLLEeHUN.

 ECin pa3BeeHHblIn pacTBOP He UCMOJb3yeTCcsa cpa3y, TO ero MOXHO
XPaHUTb L0 BBEAEHMS Ha NPOTSAXKEHUN 24 4 npu TemnepaTtype oT 2° 4o
8°C B 3alLMLLEHHOM OT CBeTa MecTe. He 3amMopakneaThb.

= Pa3BefeHHbIN pacTBop TpebyeTca BBOAUTb NpW MOMOLLN B/B MHGY3UN C
MCNoNb30BaHMEM Habopa AN15 MHGY3UIA C PErynsTOPOM CKOPOCTU NOTOKa U
BCTPOEHHbLIM CTEpPWJIbHbIM anMUPOreHHbIM MOJIN3PUPCYNbHOHOBLIM
puneTpoM (anameTp nop 0.22-0.2 MKM) C HU3KWUM CBSA3bIBAHMEM C
benkamn. Heobxoammo ucnonb3oBaTb Habopbl ANS UHDY3MN U3
nosivypeTaHa, nonmbyTagmeHa, NOJMBUHUAXAOPUAA, NOAUNPONUIEHA NN
Noan3TUEHa.

= He cnepfyeT BbINOJHATL MHAY3UIO NpenapaTa Lap3anekc 04HOBPEMEHHO C
LPYrMK IeKapCTBEeHHbIMY CpeACTBaMU B OOHY M TY XKe B/B Maructpa’ib.

= He cnepyeT XpaHUTb HEMCNOJIb30BAHHbIN NHY3NOHHBLIN PacTBOP C LIefbto
MOBTOPHOIr0 MCMNoab30BaHWA. JIlobon HeMcnonb30BaHHbLIA NpenapaT U
OTX0Abl JOJ/KHbI ObITb YTUIN3NPOBAHbI B COOTBETCTBUU C MECTHbLIMU
TpeboBaHUAMMN.

NMNobo4yHOe penucrTteue

B naHHOM pa3gene npeacTaBfieHa MHGPOPMALMA 0 HeXenaTelbHbIX peakLusx.
HeXenaTeNibHble peakLUUW - 3TO HeXeNlaTesibHble ABJIEHWUS, KOTOopble Mo
pe3ynbTaTaM KOMMIEKCHOWN OLIEHKM MMEIOLLUXCS CBeAEHWI Bblan C OCTaTOYHbIMM
OCHOBAHUSIMU pacLeHeHbl KakK CBA3aHHble C NMpUMeHeHUeM papaTymymaba. B
OTHEeNbHbIX C/yYadaX B3aWMOCBA3b SIBJIEHUS C MPpUMeHeHneM gapaTymymaba
NOCTOBEPHO YCTAHOBUTb He yaanocb. Kpome Toro, mMOCKOJIbKY YC/OBUS
NPOBeAEeHNSA KINHUYECKUX UCCNeN0BaHWUIA B 3HAYNUTESIbHOW CTENEHN BapbUpYIOT,
YACTOThl HEXENATENbHbIX PEAKLUNIA B KJIMHNYECKUX UCCNENO0BAHNSAX KaKoro-1mbo
npenapaTa HEBO3MOXHO HEMNoCpenCTBEHHO CPaBHWBATbL C YacTOTaMWU B
KJMHUYECKUX NCCNeloBaHUSAX APYroro npenapaTa, KpoOMe TOoro, fJaHHble 3Ha4YeHUs
MOrYT HE 0TPa)kaTb 4acTOTYy, HabnoAaeMy0 B YCIOBUSX KINHUYECKOW NPAKTUKN.



OnncaHHble HUXe AaHHble No 6e30MacHOCTU OTpPa)kKatT OMNbIT MPUMEHEHUS
npenapaTta [Jap3anekc (16 mr/kr) y 2066 naynMeHTOB C MHOXXECTBEHHOM
Muenomon, Bkatodas 1910 naymeHToB, NoAyYaBLINX KOMOUHMPOBAHHYIO Tepanuio
C npenapaTtom [lap3anekc, n 156 nayMeHTOB, NoJiy4aBLmnx npenapatT [ap3anekc B
KayecTBe MOHOTepanuu.

Hanbonee YacTeiMy HexenaTenbHbIMU peakunamm (>20%) bblin MHPY3NOHHBIE
peakuunmn, yToMNaeMoCTb, TOWHOTa, AMapes, 3anop, NoBbilLleHne TeMnepaTypsl,
OAbllIKA, Kallesib, HENTPoNeHns, TpomboumToneHns, aHeMus, nepugepnyeckmne
OTeKU, acTeHuns, nepudepnyeckas CEHCOpPHaa HeBponaTusa U NHPEKLUN BEPXHUX
OblxaTenbHbIX NyTen. CepbesHble HexeNaTeslbHble peakunn obian npegcTaseHsl
MHEBMOHMEN, BPOHXUTOM, MH(EKLNAMU BEPXHUX OblXaTeNbHbIX NyTen, 0TEKOM
Nnerkux, rpunnomM, nosbiLLeHNEeM TeMnepaTypbl, gerngpataunen, gunapeen u
bubpunnaumnen npencepani.

B Tabnunue 6 060bLieHbl BCe HeXenaTelbHblE peakuun, BOSHMKLUNE Y MaLNEHTOB,
KOTOPbIM BBOAWIICS NpenapaT Jlap3anekc.

YacToTa BO3HUKHOBEHUSA HeEXeNaTeNbHbIX peakuuin onpenenseTcs ciegyowmnm
obpa3oM: o4eHb 4YacTto (=1/10), yvacto (=1/100-<1/10), HeyacToO
(=1/1000-<1/100), pegko (=1/10000-<1/1000) n o4yeHb penko (<1/10000). B
paMKax KaX[oW 4YaCTOTHOW rpynnbl, rAe yMeCTHO, HEeXeNlaTeJibHble peakuunm
npencTaB/ieHbl B NOPALKE CHMKEHUS CEPbe3HOCTN.

Tabanua 6. HexxenatesibHble peakuUnm y naunmeHToB ¢ MHOXECTBEHHOWN MUEJIOMOM,
rnosiy4yaBsLunx npenapat [ap3asnekc B o3e 16 Mr/kr

BcTpeyaeMocCTb
HeXxenaTtenbHble peakKuum YacToTa (%)
o
Jliobou cTeneHu CteneHmu 3-4
NHpekunn n nHBasnm
MHeBMOHUS" OyeHb YacTo 16 10
BpPOHXMT? 17 2
NHpekunn BepxHNX abiXxaTenbHbIX 11 3
nyTen”
NHDeKkunmn MoYeBbIBOAAWLNX NYTEN YacTo 8 1




Mpunn

1*

Co CTOPOHbI KPOBU U JIMMPATNYECKOU

CUCTEMbI
HeMTponeHmﬂ+ OyYyeHb YacTo 45 39
TpombouuTonexus® 31 19
AHemuns* 27 12
NnmconeHmnsa” 14 11
NeiikoneHus* 12 6
Co cTOpOHbI 0bMeHa BeLLEeCTB U
nuTaHns
CHMXeHune anneTunTa O4eHb YacTo 12 1
[MnepravkeMmuns YacTo 7 3
'MnoKanbunemms 6 1
Hervgpatauunsa 3 1*
Co CTOPOHbI HEPBHOW CUCTEMBI
I'IepMQ)ep:/;‘;Z(;tlaaﬂT;:HcopHaﬂ O4eHb 4acTo 32 3
[NapecTe3ns 11 <1
FonoBHas 60b 12 <1*
Co cTopoHbI cepaua
dunbpunnaunsa npeacepann YacTo 4 1
Co CTOpOHbI cocynoB
ApTepuanbHas runepTeHsns’ OyeHb 4acTo 10 5
CO CTOPOHbI AblXaTe/IbHO CUCTEMbI
Kawens”’ OyYeHb YacTo 25 <1*
OpbilKa® 21 3
OTek nerkux” HacTo 1 <1

Co cTopoHbI XXKT




Hnapes OyeHb YacTo 32 4
TowHoTa 26 2%
PBoTa 16 1*
3anop 33 1
Co CTOPOHbI KOCTHO-MbILLEYHOW
CUCTEMBI
MblleYHble Cra3mbl Ou4eHb YacTo 14 <1*
ObLyne HapyLLUEeHNS N peakumm B MECTE
BBeZeHus rnpenapara
YTomnsemocTb OyeHb YacTo 26 4
[MoBbILLEeHNe TeMnepaTypsl 23 2
Nepudepuyeckune otekn® 26 1
AcTeHuns 21 2
bonb B cnuHe 19 2
O3Ho6 YacTo 9 <1*
[ToBpexaeHns, oTpaB/ieHNs n
rnpouenypHble 0OC/TIOHEHNS
NHDY3MOHHBIE peakumn® OyeHb 4acTo 40 4

" 0603HaYaeT rpynnmMpoBKY TEPMUHOB.

* be3 cTeneHu 4.

* Hy3MOHHbIE peakLuy BKIOYAOT TEPMUHbI, ONpefeNieHHble NCCiefoBaTensaMm

KaK CBSi3aHHblE C MH(Y3MNeN, CM. Janee.

NHpyYy3nOHHbIE peakumnmn

B xooe KAWHWYECKUX uccnenoBaHUn (MoHoTepanun v KOMOBUMHUPOBAHHOM
Tepanun, n=2066) YacToTa MHPY3NOHHbLIX peakunin nbon cTteneHn cocTaBmna
37% npwn nepsoun MHpy3nn (16 mr/kr, Hegensa 1) npenapata Hap3anekc, 2% npu
NHpy3nm Ha Hepene 2 n 6% npun nocnepgyrowmx nHpysmnax. Passutue
NH(Y3MOHHbIX peakUnin cTeneHn 3/4 npy BTOPOA 1 nocnegyowmx nHdysmnsax boino

0TMe4yeHOo MeHee 4yeM Yy 1% nauneHTOoB.




CpenHee Bpemsa 00 Ha4vana peakuun coctasmno 1.5 4 (ananasoH ot 0 oo 72.8 4).
YacToTa M3MeHeHNsa CKOPOCTU UH(PY3UM B CBA3U C pa3BUTUEM peaKkLmn cocTaBua
36%. CpeHAd ONUTENbHOCTb UHGY3NUN B A03e 16 Mr/kr ona 1-un, 2-n v
nocnenywmnx nHgysnin coctasuna 7, 4.2 n 3.4 4 COOTBETCTBEHHO.

Taxenble MHHOY3NOHHbIE peakLUK BKAYanM HpPoOHXOCMa3M, OAbILWKY, OTEK
FOPTaHW, OTEK JIerkKuUX, TMNOKCUI0O U apTepuanbHyl runepTeHsuto. Jpyrue
HeXenaTeNbHble NH(Y3NOHHbIE PeaKLMM BKIOYAIN 3a/10)KEHHOCTb HOCA, Kalleb,
03HO00, nepLueHmne B ropJie, pBOTY U TOLIHOTY.

Taxenble MHAOY3NOHHbIE peakLUUn BKAYanM HGpPoHXOCMa3M, OAbILWKY, OTEK
ropTaHW, OTEK NEerkux, rMNOKCUI U apTepuanbHylo runepteHsunto. Lpyrue
HeXenaTeNbHble MH(Y3NOHHbIE PeakL M BKJIOYAIN 3a/10)KEHHOCTb HOCA, Kallesb,
03H00, NepLleHne B ropsie, PBOTY U TOLIHOTY.

B KJMHMYECKMX NccrenoBaHUAX NMpu NPUOCTAHOBJIEHUN Tepanuu npenapaTom
[lap3anekc Ha BpPeMS MpoBedeHns ayToJOrM4YHOM TPaHCNAaHTauun CTBOJIOBLIX
KNeTOK B cpeaHeM Ha 3.75 mecsaua (Anana3oH oT 2.4 n0o 6.9 mecsaua) wu
nocneaytouwem ee B0306HOBNEHNN YAacTOTa MHPY3NOHHbLIX peakumnin cocTaBuna
11% Bo Bpems nepBon MHDY3UK. [pn BO30OHOBSIEHNM Tepanun UCNosib3oBanach
Ta XX€e CKOpPOCTb UHAY3UM U 0b6beM pa3BedeHUs, YTO U BO BpeMs nociaegHen
NHGY3MN 00 NPUOCTaHOBNAEHUA Tepanun. UHDY3NOHHbIE peakumn, BO3HUKaBLLNE
npun BO30OHOBNEHMW Tepanuu Nocse NpoBeaeHNs ayToN0rMYHOM TpaHCHIaHTauum
CTBOJIOBbIX KJIETOK, ABJIAJINCb @HAJIOTMYHBbIMUK MO CUMMTOMAM U CTEMEHU TAXECTU
(cteneHb 3/4: <1%) TakKoBbIM, BO3HWKABWWUM B LOPYrnUX KJIWUHUYECKUX
nccnenoBaHuAx Ha Hepene 2 v nocnefyowmx MHQYy3max. B KINMHNYECKOM
NccnenoBaHMM y NaUMEHTOB, NOYyYaBLWINX KOMOMHUPOBaAHHYO Tepanuio (n=97),
nepsoe BBeJeHne gapaTtyMmymaba B go3se 16 mr/kr Ha Hepene 1 661710 pa3aeneHo
Ha 2 UHQy3um B [leHb 1 n leHb 2 B fo3e 8 Mr/kr. YacToTa MH(PY3NOHHBIX peakLnn
ntobon ctenenn coctasuna 42%, npun 3Tom y 36% nauneHToOB Takune peakumn
BO3HMKann B eHb 1, y 4% nayneHTtoB — B [leHb 2 n y 8% nayneHToB — B
nocnegywouwme nHdysnn. CpenHee BpeMs 00 pa3BUTUA peakumm coctasuno 1.8 4
(omanasoH ot 0.1 0o 5.4 4). YacToTa N3MEeHEeHUsA CKOPOCTU UH(Y3NN B CBA3KN C
pa3BuTmem peakuyum coctasmna 30%. CpenoHas ANUTENbHOCTb UHGY3UN
coctaBuna 4.2 4 ana OHa 1, 4.2 4 ona OHa 2 1 3.4 4 onsa nocnenyowmnx nHgysmin.

NHpekunn



Cpeln nauueHTOB, KOTOPbIM npenapaT [lap3anekc BBOAWAW B COCTaBe
KOMOVMHMPOBAHHOW Tepanuu, UHpeKUUn 3 n 4 cteneHn bbinn OTMEYEHbI:

= B UCC/IEA0BAHNAX ¥ MaUMEHTOB C peunanBupyowen n pedpakTepHom
MHOXXeCTBeHHOW Muenomon: DVd: 21%, Vd: 19%, DRd: 27%, Rd: 23%;

=B NCCNeAOBaHUAX Yy MaLUMEeHTOB C BMepBble AMArHOCTUPOBAHHOM
MHOXXeCTBeHHON Muenomon: D-VMP: 23%, VMP: 15%; DRd: 32%, Rd:
23%, DVTd: 22%, VTd: 20%.

Taxxenon nHpekumen (3 n 4 cteneHun), 0 KOTOPOW Yalle Bcero coobulanoce B xoge
nccnepnosaHnm, Oblla MHEBMOHMA. B KOHTpOJIMpyeMbiX UCCNefOoBaHUAX
npekpaweHne nevyeHnsa BcrencTene mHdekumn 6bino oTmevyeHo y 1-4%
NauMeHTOB M fieTasibHble MH(EKLNM BO3HUKAIN C HEOONbLIOW YaCTOTON, B Lle/IOM
CXOXKen MeXxnay pas/iMyHbIMU pexumamu Tepanuu, cogepxawmnmm Oap3anekc.
JleTanbHble NHEKLMM BKIOYAIM NPENMYLLLECTBEHHO MHEBMOHWIO N CEMNCUC.

OnbIT NOCTPEerucTpauLMoHHOro NpMMeHeHus

HexenaTtenbHble peakuUuu, MNOJNYyYEHHbIE B X04e MOCTPErncTpaLmMoOHHOro
npuMmeHeHna npenapaTta [dap3anekc, BKAYeHbl B Tabnauyy 7. YacToThl
npencTaB/ieHbl B COOTBETCTBUM CO C/ledyowen Knaccupmkaumen: o4eHb 4acTo
(=1/10), yacTo (=1/100 n <1/10), HeyvacTo (=1/1000 n <1/100), peako (=1/10000
n <1/1000), o4eHb peako (<1/10000, Bkao4as oTaeNbHbIe coobLLeHMs), YacToTa
Hen3BeCTHa (4acToTa He MOXeT OblTb OUEeHeHa Ha OCHOBAHWUWM OOCTYMHbIX
OaHHbIX).

B Tabnuue 7 HexxenaTesbHble peakunn pacnonoXeHbl Mo 4aCTOTHbLIM KaTEropnam
Ha OCHOBAHWW Y4aCTOTbl CANOHTAHHbLIX COOOLWEHNI, @ TakXe MO0 YaCTOTHbLIM
KaTeropmndam, OCHOBaHHbIM Ha TOYHOM YacToTe BCTpe4YaeMOCTN B XoQOe
KJIMHWYECKUX MUCCnenoBaHUn, B cnydae, eCJqin OHa N3BECTHa.

Tabsmya 7. [NoCTperncTpaumoHHbIE HEXEATEbHbIE PeaKLnm

YacTtoTHas
KaTeropus Ha YacToTHaa Kateropusa
OCHOBAHUMU Ha OCHOBAHMM 4YacCTOThI
HeXenaTenbHble peakuum
4acTOThl B X04e KJIMHUYeCKMUX
CMOHTAHHbIX nccnenoBaHUMU
coobLieHun




Co CTOPOHbI UMMYHHOU
CUCTEMBI

AHaunnakTnyeckas peakums Penko YacToTa Hen3BeCTHa

NHpekunn v nHeasnm

PeakTnBauuns BUPYCa renatnTa

5 Penko HevyacTo

NMpoTUBONOKa3aHUA K NPUMEHEHHUIo

= MOBbILLIEHHAA YyBCTBMTENbHOCTb K KOMMOHEHTAM npenapaTa;

= CPefHASA N TSHKeNasa CTeNeHN HapyLeHNa PYHKUNN NeYeHu;

= bepeMeHHOCTb;

= epuos rpygHoro BCKapMJmBaHus;

= 0ETCKUN N NOAPOCTKOBLIN BO3pacT A0 18 neT (B CBA3M C OTCYTCTBUEM
OaHHbIX N0 3pdhekTUBHOCTU 1 be3onacHOCTK).

NMpumeHeHue npu OepeMeHHOCTM U
KOPMJIEHUU TPYAbIO

bepemeHHOCTb

B HacTosllee BpeMs OTCYTCTBYIOT pe3ysibTaTbl MCCAEO0BAHUA Yy NOAER NN Y
XVBOTHBIX, B KOTOPbIX Obl OLIEHMBANICS PUCK NPUMEHeHMs npenapaTa Jap3anekc
BO BpeMsi 6epeMeHHOCTN. MOHOKIOHaNbHble aHTuTena IgG1 cnocobHbl NPOHMKATb
yepes3 nnaueHTapTHbIN Bapbep nocne I TpumecTpa BepeMeHHOCTU. TaKuM
obpa3om, npenapaT [lap3anekc He cneayeT NPUMeHsTb BO BpeMs 6epeMeHHOCTH.

Ina npenoTBpalleHns BO3OENCTBUS Ha NA0L CNoCOOHble K AEeTOPOXKAEHMIO
XEHLWHbI 10JIXKHbI MCMO0JIb30BaTh 3PPEeKTUBHbIE METOAbl KOHTpPaLenuun BO
BpeMs Tepanuu npenapaTom [lap3anekc 1 Ha NPOTSKEHUN 3 MecsLLeB Nnocje ee
OTMEHbI.

[lepvion rpyAHOro BCKapMINBaHWUS

B HacToswee BpeMsi HEU3BECTHO, MPOUCXOAUT MU 3KCKpPeLus npenapaTa
napaTymyMmab B rpygHOe MOJIOKO YE0BEKA W XUBOTHbLIX U BAUSET NN OAHHbIN



npenapaT Ha CekpeuLuio MonokKa. [1o HAacTOALLEro BPEMEeHW He MPoBOANIIOCH
HUKaKUX UCCNenoBaHuii Mo oLeHKe 3ddekTa JapaTymyMada Ha HaXoOALLMXCA Ha
rpyAHOM BCKapMIMBaHUW MafeHLIeB.

MaTepuHckue IgG 3KCKpeTupyTcs € rpyaHbIM MOJSIOKOM, TeM He MeHee, OHU He
NOCTYNalT B KPOBEHOCHY CUCTEMY HOBOPOXAEHHbIX U MJadeHUEB B
3HAaYUTENbHbIX KONMYecTBax, T.K. AaHHble 6enkn pacwennatTca B XKT n He
abcopbupytoTca. MoCcKoNbKY PUCKKU NpenapaTa Ana MaafeHLeB, CBA3aHHbIE C ero
npornaTbiBAHNEM C MOJIOKOM, HEN3BECTHbI, HEOOX0AMMO NPUHATL pelleHne ob
OTMEHe rpy4HOro BCKapMaMBaHUA WM OTMeHe npenapaTa [ap3anekc C y4eToMm
NoNb3bl FPYAHOr0 BCKapMAMBaHMA ANnsa pebeHka 1M Nosb3bl JaHHOrO npenapaTa
ONS 300POBbSA MAaTEPW.

PepTnNIbHOCTL

B HacTosiulee BpemMs OTCYTCTBYIOT AaHHble 0 MOTEHLUMaNbHbIX 3pdhekTax
napatymymaba Ha (hepTUNBbHOCTb MYXXYMH U XKEHLLUH.

NMpuMeHeHue Npu HapyweHuax PyHKUUU
nevyeHu

MpoTMBOMNOKA3aHO NpMMeEHeHWe npenapaTa Npu CpeiHen n TAXKENOoW CTeneHu
HapyLUEHUS PYHKLUN NeYeHn.

NMpuMeHeHue Npu HapyweHuax GyHKULUU
noyek

KoppeKuusi 103bl Y NaLUWEHTOB C HapyLleHneM pyHKLMM Novek He TpebyeTcs.

NpuMmeHeHue y peTen

MpoTMBOMOKa3aHO NPUMEHEHME B IETCKOM 1 MNOJAPOCTKOBOM Bo3pacTe A0 18 ner.

NMpuMeHeHUe y NOXKUJbIX NAaLUEeHTOB

MauneHTaM NOXXNSIOro BO3pacTa KOPPeKLMs Ao3bl He TpebyeTcs.



OcoOble ykasaHus

VNHQY31MOHHbIE peaKunmn

MpenapaT [ap3anekc MOXEeT Bbi3BaTb CEPbe3Hble UH(PY3NOHHbIE peakuuu,
BKJIOYAs aHaMNaKTUYeCKNe peakumm.

Heobxoammo HabnogeHne 3a NauneHTammn Bo BPEMS MHAY3UN 1 NOCae NHAY3UN.

B xoOoe KAMHWYECKMX UccnenoBaHnin coobluanocb 0 pa3BUTUN MHAY3NOHHbIX
peakunm NpMMepPHO Yy MOJIOBMHBLI MAaUMEHTOB, KOTOPbLIM BBOAWCA npenapaT
Jlap3anexc.

B 60/nbWMHCTBE C/ly4aeB MH(Y3NOHHbIE peakUnn pa3BUBaINCL MPU MepBOu
NHPY3MKM 1 bblnm 1-2 cteneHun. Y 4% nauneHToB UHMPY3NOHHbIE peakLunm
Habnoganuce B xoae 6osee 4eM 0aHON MHGY3MN. Pa3BMBaNUCh TakXXe Cepbe3HbIe
peakuun, BKAOYaa BpoHXoCna3m, FMNOKCUID, OAObIWKY, FTMNEPTEH3NI0, O0TEK
FOPTaHU N OTeK Nerkux. KnmHnyeckme nposBaeHns MoryT bbiTb npeacTaBiaeHsl
pecnmpaTopHbIMN CMMMOTOMaMK, HanNpuMep 3aJI0KEHHOCTbI0 HOCA, Kalunem,
NepweHnem B ropsae, a Takxe 03HOOOM, pBOTOM U TOWHOTOW. MeHee YacTble
CUMNTOMbI OblIM NpencTaBAeHbl CBUCTAWMM AblXaHUEM, anfepruyeckum
PUHUTOM, MOBbLILEHNEM TEMNEpPaTypPbl Tena, ANCKOMGPOPTOM B FPYAHOMN KNETKE,
3yZ1OM 1 apTepuasibHON r'MNOTEH3NEN.

Ons CHMXEeHUA pucka MHQY3NOHHLIX peakLUuid Npu NnevyeHun npenapaTom
Nap3anekc nauveHTamM HeobxoAMMO Ha3Ha4YWTb MNpeMennKauuw c
NCNOJIb30BAHMEM QHTUTMCTAMUHHbLIX TMNpenapaToB, >XAPOMOHMXaLWLNX
npenapaToB 1 KOPTMKOCTEPOUAOB. Mpu pa3BMTUM UHGY3NOHHBLIX peakumin oboin
CTEMNEHUN TAXXECTU BBeAEHNe npenapaTta [lap3anekc HeobxoaAnMo NPUOCTAHOBUTD
W Npn HeobXxoOAMMOCTM HavyaTb COOTBETCTBYOLIEE MeAWKAMEHTO3HOE U
noadepXXuBatolee nevyeHne. Y naunmeHToB, y KOTOPbLIX pa3BUANChL MHGY3NOHHbIE
peakuum cteneHn 1, 2 unm 3, cnepyeTt CHU3UTb CKOPOCTb BBEAEHMS MpM
BO30OHOBNEHUN UHGY3UN. Tpn Pa3BUTUM aHAMUNAKTUYECKON peakuun unm
XU3Heyrpoxatouwen WHGPY3INOHHON peakuumnm cteneHn 4 Heobxommmo
OKOHYaTEeNbHO MPekpaTWUTb BBEAEHMe MnpernapaTta W OkKa3aTb HeobXoauMmyio
SKCTPEHHYI0 MOMOLLb.

Onsa CHUXEHUS pUCKa Pa3BUTUA OTCPOYEHHbIX MH(Y3NOHHbIX peakuun cnepyet



Ha3HA4YUTb MNepopajibHble KOPTUKOCTEPOUAbl BCEM MaLMeHTaM, Moayyvyarowmm
NHpy3no npenapata Lap3anekc. Kpome TOro, naunMeHTaM C XPOHUYECKOW
00CTPYKTMBHOMW O0NE3HbLID NIErKMX B aHaMHe3e 018 Tepanunm NeroyYHbix
OCJIOXKHEHUWN B CJly4ae MX pas3BUTUA ciefyeT AOMOJIHUTENIbHO peLwmnTb BOMPOC 0
NPUMEHEHUN AOMNONHUTENbHbLIX MpPernapaToB nocne WHQy3um (Hanpumep,
MHFansiLNOHHbLIX KOPTUKOCTeponaoB, GpoHxoamnaTaToOpOB KOPOTKOro MU
OJINTENbHOro AencTBus).

HevitponeHus/TpomboLnToneHns

MpenapaT [Oap3anekCc MOXET YyCUAMBATb HENTPONEHUO 1 TpombounToneHuo,
Bbi3BaHHble 6a3ncHoOM Tepanunen.

Mepnoamnyeckn Bo BpeMs Tepanun cnenyeTt NpoBoanTb aHanm3 obuwero 4yucna
KJIETOK KPOBW B COOTBETCTBUN C MHCTPYKLMUAMU MO MEANLUHCKOMY NPUMEHEHUIO
NeKapCTBEHHbIX NpenapaToB s 6a3oBon Tepanuun. MaynMeHTbl C HENTPOMNEHMNEN
0O/DKHblI HabnaaTbCA Ha NpegMeT KAUHUYECKMX NPOSBAEHUN nHGekunn. Ons
BOCCTAHOBJIEHUNS YNCNA KNETOK KPOBU MOXET noTpeboBaTbCA OTCPOYKA BBEAEHMA
cnepylouwen 0o3bl npenapata dap3anekc. CHMXeHne [03bl npenapaTa [dap3anekc
He pekomeHpyeTcd. CnegyeT paccMOTpeTb HeobBXOAMMOCTb MpoBedeHUN
nognep>XuBatoLLen Tepanun remoTpaHcdysmamm nnnm gakTopamm pocTa.

BansiHne Ha pe3ynbTaTbl HEMPSAMOro aHTUr106yIMHOBOro TecTa (Hernpsmow npobel
Kymbca)

NapaTtymymab cBs3biBaeTcs ¢ 6enkom CD38, koTopbit B HEGONBLLLIOM KOIMYECTBE
BbIIBNAETCA Ha 3pUTPOLMTAx, 4TO MOXET MNPUBECTU K peruncrpayunm
NONOXNTENBHOrO pe3ybTaTa Henpsamon npobel Kymbca. CBA3aHHbIA C ENCTBUEM
napaTymymaba nonoXuTenbHbln pe3ynbTaT HenpsaMon npobbl Kymbca moxeT
COXPaAHATLCA Ha NPOTSKEHUN 00 6 MeCcALEeB Mocse 3aKJIYUTENbHON NHGY3UN
NaHHOro npenapaTta. Heobxoanmo y4nTbiBaTb, YTO CBA3bIBaHME AapaTyMyMmaba c
pUTPOLMTaMN MOXET MPEensATCTBOBaTb BbIABJEHUID @aHTUTEN K MUHOPHbLIM
aHTUreHaM B CbIBOPOTKE MauMeHTa. ITO He BJANSAET Ha onpeneneHne rpynmn Kposu
ABO n Rh.

[lo Ha3HayeHus npenapaTa [ap3afnekc HeobXoAnMo NPOBECTU PacCLIVPEHHOE
(beHOTVII'II/IpOBaHI/Ie N CKPUHWHI aHTUTEN.

MeToAbl CHUXXEHUS BANAHUA OapaTymymaba BkAYaoT 06paboTKy 3puTpoLnTOB



anTunotpentonom (OTT) Ang HapyleHUs CBA3bIBaHMA C AapaTymymabom mnau
NCNOJIb30BaHMe APYrux BaJIMANPOBaAHHbLIX METOA0B. B CBA3KM C TeM, 4TO cuCTeMa
aHTUreHoB Kenn Tak)Xe 4YyBCTBUTE/NbHA K Bo3gencTteuto OTT, Heobxoanmo
ncnosib3oBaTbh Kenn-otpuuaTesibHble eOWHWULbI MOCAe WCKIYeHUs Wunmn
BbIAB/IEHNA HaNN4YMa afnJsloaHTUTEeN C WCMOJIb30BAaHMEM 3PUTPOLNTOB,
obpaboTaHHbIX OTT. B KayecTBe anbTepHATUBHbLIX MEP BO3MOXXHO NMpoBeaeHune
(heHOTUNMPOBAHNA NN TEHOTUNUPOBAHUS.

B cnyyae 3annaHMpoBaHHOW reMoTpaHCcdy3nm cnenyeT coobWnTb B OTAENIEHME
nepennBaHMa KpoBu 06 3TOM BAUAHUM Ha pe3ynbTaTbl HEOPSAMOrO
aHTUrnobynmHoBoro Tecta (CM. pasgen «JlekapCTBeHHOE B3auMoaencrTeune»). Mpu
HeobXxoANMMOCTN NPOBEAEHMNS IKCTPEHHON reMoTpPaHC(y3nMmM BO3SMOXHO BBEAEHME
ABO/RhD-coBMeCTUMbIX 3puTpoLMTOB 6e3 nepekpecTHOro TecTMpoBaHUS B
COOTBETCTBMN C MECTHbIMUK MpaBuIaMn CTaHUUK NepenmBaHna KpoBu.

PeakTtuBauws supyca renatmta B (BIB)

Y nauneHToB, Nony4valowmx Tepanuio npenapatom [lap3ajekc, oTMeyvyasnch
Cnyyaun peakTuBaLUKM BUpyca renatuta B (HekoTopble N3 HUX BblAN daTasibHbIMK).
Mepen HayvanoMm Tepanuu npenapaTtom Jlap3anekc y BCex MalLWEHTOB
PEKOMEHAYETCS NPOBOAUTL CKPUHUHI Ha Hanu4me Bupyca renatuTa B.

Heobxoanmo HabnoaaThb 3a COCTOSAHMEM NALMEHTOB, CEPONOrNYECKN NO3UTUBHbIX
Ha BIB, C uenblo BbIABNIEHUS KJAMHUYECKUX M NabopaTOpHbIX MPU3HAKOB
peakTuBauuu BUpyCa renatmta B BO BpemMsa Tepanuu, a TakKXXe B TeYeHUe Kak
MUHUMYM 6 MecsLeB Mocje ee OKOHYaHuA. Heobxogmmo NpoBOAMUTH
MeponpuATUSA, COrNacHO AeNCTBYIOWMM KIVMHNYECKUM pekoMeHZaunsam. Takxe
cnenyeT OUEHUTb HeobX0AMMOCTb KOHCYNbTaUMK y crieymanncta no renatuTtam
NPWY HAaNYUKN COOTBETCTBYIOLLMX NMOKa3aHWN,

Y nauMeHTOB C peakTMBaLUMen Bupyca renatuTta B Bo Bpemsa Tepanuu npenapaTom
Nap3anekc HeobxoQMMO NPUOCTAaHOBUTL Tepanuio npenapatom [lap3anekc, a
TakXe NwbbIMKM  CONYTCTBYWWNUMKU  KOpTUKOCTepounmgamMm n
XUMUMoTepaneBTU4eCKMMM npenapaTtaMn, M Ha3HAYUTb COOTBETCTBYIOLLYIO
Tepanuioo. Y nayneHTOB C XOPOLWO KOHTPOJAMPYEMOW peakTuBauumen Bupyca
renatuta B B030OHOBNEHMe Tepanuu npenapaTtom [ap3anekCc OOJIKHO
obcyOaTbCs C Bpa4yoM, MMeLUM onbIT Tepanun BIB.

BcriomoratesibHble BelyecTBa



Ka>Xabih h1aKOH C KOHLEeHTpaToM o6beMmoM 5 ma unm 20 mn cogepxunt 0.4 MMOJb
mnm 1.6 mmonb (9.3 Mmr munm 37.3 Mr) HaTpusa COOTBETCTBEHHO. [aHHas
MHGpOPMaLMSA OO0JKHA YYUTbIBATbCA MaunMeHTamu, cobnogalowmnmm aueTy c
KOHTPOJIEM COAepXXaHua HaTpus.

BavnsiHne Ha cnocobHOCTb K ynpaB/€HWK TPAHCHIOPTHbIMW CPeACTBaMu U
MexaHn3Mamu

MpenapaT dap3anekc He BAUSET Ha CNOCOOHOCTb K YNPaBAEHNIO TPAHCNOPTHbLIMY
cpeacTBaMy M MexaHusMamu, nnbo ero apgekT npeHebpexnumo man. Tem He
MeHee, y NauMeHTOoB, Nosy4YyaBlWnNX gapaTtyMmymab, coobwanocb 06 yTomnsemocTy,
YTO CcJiefyeT YYUTbIBATb MNPV yrNpaB/ieHUW TPAHCMNOPTHLIMU CpencTBaMU U
MeXaHU3MaMMu.

Nepepno3upoBKa

CuMAOTOMbI: CNy4YaeB Nepefo3UPOBKU B KJIMHUMYECKUX MCCefOoBaHUAX He
3aperucTpmpoBaHo. B nccnenoBaHmnsax naumMeHTaMm BBOAWAN A03bl 00 24 MI/Kr, npu
3TOM MaKCMManbHasa nepeHocnmas no3a He bbla JOCTUNHYTa.

JleqyeHune: B HacToOSLLEE BPEMS OTCYTCTBYET U3BECTHbLIM CNeunduUyHbIn aHTUaoT
ons npenapata [lap3anekc. B cny4Yyae BO3HUKHOBEHUSA Mepeno3npoBKKU 3a
nauneHToOM cnenyeT HabnwaaTb C UENb0 BbIABAEHUA NOObIX Xanob mnnm
cumMnTOoMOB. B cnyvyae unx BbigBAeHUA TpebyeTcs HeMeONEHHO HayaTb
COOTBETCTBYIOLWLYIO CMMNTOMAaTUYECKYIO Tepanuio.

JlekapCcTBeHHOe B3aMMOoaenucTeme

WccnepoBaHUin Mo M3yYeHUO B3auMOLENCTBUS dapaTymymaba C Apyrumu
NeKapCTBEHHbIMW MpenapaTaMn He MPOBOAUNOCH.

Ha oCHOBaHUWN KJNHUYECKON (hapMaKOKUHETUYECKON OLIeHKW AapaTyMymaba B
KOMbMHaUUM C neHanupgoMmaom, Tanumaommpaom, bopTtezomMubom u
NEeKCaMeTa30HOM He OblJ1I0 BbIIBIEHO KJIMHUYECKWN 3HAYUMOro JIeKapCTBEHHOr 0
B3aMMOAENCTBUA MexXAay AapaTyMymMaboM U 3TUMKU HU3KOMOJIEKYNSAPHLIMU
npenapaTamu,

Bnananme npenaparta J[lap3anekc Ha pe3yabTaTbl sabopaTopHbIX



uccnenoBaHUmn
BansHue Ha HenpsaMon aHTUra00yiMHoBbIN TeCT (Herpsimyto npoby Kymbca)

Hapatymymab cBasbiBaeTca ¢ 6enkom CD38, KOTOPbIN B HEDONLLLIOM KONMYECTBE
BbIABNSETCA Ha 3PUTPOLUTAX, Y4TO MOXET MNPUBECTU K permcrpauumu
NONOXNTENBHOrO pe3yabTaTa HenpsaMmon npobbl Kymbca. CBA3aHHbIA C AENCTBUEM
napatymymaba nonoXunTenbHbI pesynbTaT Henpamon npobbl Kymbca moxeT
COXPaHATHCA Ha NPOTSAXKEHUN 00 6 MecsAUeB NOC/Ae 3aKIIYNTENbHON NHGY3UK
LaHHOro npenapata. HeobxoAnMMO y4YnTbiBaTb, YTO CBA3bIBaHWE AapaTyMyMaba ¢
IPUTPOLUTAMN MOXKET MNPENATCTBOBATb BbIABJAEHUK AHTUTEN K MUHOPHBIM
aHTUIreHaM B CbIBOPOTKE MauneHTa. 3TO He BAUSET Ha onpegeneHne rpynn Kposu
ABO u Rh.

[lo Ha3HayeHMs npenapaTa [ap3afiekc HeobXoanMo NPOBECTU pPacCLIUMPEHHOE
(hEeHOTUMUPOBAHNE U CKPUHWUHT aHTUTE.

Heobxognmo paccMOTpeTb BO3MOXHOCTb MPOBeAeHNA (PEHOTUNMPOBAHUA A0
Havyana Tepanuu gapaTtymymMabom B COOTBETCTBUM C JIOKASIbHOW NMPaKTUKOW.
NapaTymymab He BAMSET Ha FeHOTUNUPOBAHNE 3PUTPOLUTOB, U OHO MOXKET BbITb
npoBeneHo B toboe Bpems.

B cnyyae 3annaHMpoBaHHOW reMoTpaHCcdy3nm cnenyeT CoobWnTb B OTAENIeHME
nepennBaHMa KpoBuU 00 3TOM BAWSHWUM HA pe3ysibTaTbl HENPSAMOro
aHTurnobynmHosoro TtecTta. lMpn HeobXOAMMOCTM MPOBEAEHMS IKCTPEHHON
remMoTpaHchy3umn Bo3MoxHo BeedeHne ABO/RhD-coBMeCTUMbIX 3puTpoumToB 6e3
NepeKpecTHOro TeCTUPOBaHNA B COOTBETCTBUN C MECTHLIMW NpaBuaaMn CTaHLUUN
nepesinBaHNa KPoBMW.

BavsiHne Ha MMyHOUKCauunio 1 31eKTpogope3 besikoB CbIBOPOTKU

Bo3M0OXHO BbliBNeHWe papaTymymaba meTodamum snekTpodopesa 6enkos
CbIBOPOTKM N UMMYHO(UKCALNUN, UCMONb3yeMbIX ONA BbIIBJIEHUSA MATOME€HHbIX
MOHOKJIOHAJIbHbIX MMMYyHornobynuHos (M-benka). 3To MOXeT NpPUBECTU K
MNOABJIEHUNIO JIOXKHOMOJIOXKUTENIbHbIX pe3ybTaToB 3neKTpodopesa 6Oenkos
CbIBOPOTKN M UMMYHO(UKCaLMK Y NauneHToB ¢ MuenomHbliM 6enkom IgG kanna,
4YTO BJIMSIET HA Ha4ajlbHYI0 OLLEHKY MOJIHOro oTBeTa Ha Tepanuto (Complete
Responses) no kputepusam MeXAyHapoAHOM rpynnbl N0 WU3YYEHUIO
MHOXecTBeHHON Muenombl IMWG (International Myeloma Working Group). Y



NaLNEeHTOB CO CTOMKUM OYE€Hb XOPOLIMM YaCTUYHbIM OTBETOM Ha Tepanuio Npu
NOOO3PEHUN Ha BAMAHWE JapaTyMmyMaba Ha pe3ynbTaT OUEHKW crnepyer
PacCMOTPeTb NPOBEAEHNE BaMANPOBAHHOIO AapaTyMyMab-cneunduyHoro TecTa
NMMYHO(UKCaLUUKM, 4Tobbl pasnmyinTb fapaTymymabd n octaBwwuecs M-benku B
Naa3Me KpOBWU NauMeHTa U onpeaennTb NOJHLIA OTBET Ha Tepanuio.

YcnoBus XpaHeHUsa npenapaTta [lap3anekc

MpenapaT cnefyeT XpaHUTb B HEAOCTYNHOM ON14 AeTei, 3alMlLeHHOM OT CBeTa
MecTe, npu TeMnepaType oT 2° fo 8°C. He 3amopaxkmBaTb. He BCTpAXMBaTb.

CpoK rogpHocTU npenapaTta [lap3aseKc

CpoK rogHoCcTn — 24 mMecqaua. He NpMMeHATb NO UCTEYEHUN CPOKa FO4HOCTH.

[Mocne NpUroToBAEHNA PACTBOP MOXHO XPaHUTb Npu TemnepaType oT 2° no 8°C B
3allMULEHHOM OT CBeTa MecTe He bonee 24 .

YcnoBua peanusauuu

[MpenapaT OTNYCKaeTCA Mo peLenTy.



