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Pesiome

YacToTa HacTynneHns 6epeMeHHOCTU Cpeaiy KeHLLUMH PenpoSyKTUBHOIO BO3pacTa C AMarHo30M «paccesHHbii cknepo3s» (PC) bbicTpo
pacTeT. 3a NocNefHME AECATUNETUS HECKONIbKO MCCNe0BaHMI aokasanu, 4to PC He BmsieT Ha TeueHne BepeMeHHOCTH, a bepemeH-
HOCTb HE OKa3blBAET HEraTUBHOIO BAMSAHMS HAa LOATOCPOYHOE TeyeHue 3ab6oneBaHms. Pe3ynbTaTbl MHOMOUYMCNEHHbIX MCCIEN0BaHMNA
nokasanw, 4To Bo BpeMs bepeMeHHOCTM YacToTa 060CTpeHuit y naumeHTok ¢ PC cCHUXaETCs, HO Noc1e PoAoB, Kak NPaBmo, yBENUYM-
Baetcs. COrnacHo AaHHbIM 00LLMX XapaKTePUCTUK NpenapaTo., n3meHstowmnx TedeHne PC (MATPC), 60bLUMHCTBO M3 HUX MPOTMBOMO-
Ka3zaHbl BO BpeMs bepeMeHHOCTU. [Ins NpefoTBPaLLeHUs BO3MOXHbIX HEOHATaNIbHbIX PUCKOB HE0OX0AMMO CObNoAaTh KOHTPaLLENLyMIO
[10 NNaHNPOBaHMS HepeMeHHOCTU Ha NPOTSHXKEHWUU ONPEeAENeHHOro Nepuoaa BpeMeHM Nocie UX NocefHero NpuMeHeHus. Nostomy
[laHHble 0 YacToTe BepeMeHHOCTU U ee ucxomax y xeHwuH ¢ PC Ha @oHe Tepanuu MUTPC orpaHuyeHbl. MeauuUMHCK1e perncTpbi
[LaHHbIX naumeHTok ¢ PC, nonyyatowmx MUTPC oo, Bo BpeMs epeMeHHOCTU U B MOCIEPOA0BOM NepPUOLLE, NO3BONSIOT NOMYYUTh BaX-
Hyt0 MHGOpMaLMIo Ang GOpMMUPOBaHMS LaNbHENLINX TepaneBTUHeCKMX NOAX0L0B. Hanbonee LeHHbIMKU SBNSHOTCS faHHblEe Npocnek-
TWUBHbIX MCCNELOBAHUIA C YETKO BbIOPaHHBIMM TOYKaMM AN aHanM3a, BKIKYAOLWMMM Kak MCXOLbl bepeMeHHOCTeN, Tak U COCTOsHMe
HOBOPOXAeHHbIX. B rpynne aHTM-CD20 npenapatoB okpenusymab umeeT Hanbonee obWMpHY0 633y AaHHbIX O MPUMEHEHWUM BO
BpeMs bepemeHHocTH. B deBpane 2025 r.nposeaeH KoHcynbraumoHHbii coseT (KC) 3kcnepToB Ans 06Cy>KaeHMs U aHanmsa AaHHbIX
0 npuMeHeHun aHTM-CD20-Tepanuu Npu NNaHUPOBAHMU CeMbU. [10 MHEHWIO 3KCNepTOB, NPUHABLLIKX yyacTue B KC, npuMeHeHne
okpenusymaba 3a 4,5 Mec. jo nnaHnpyemMoi bepeMeHHOCTH He 0bnafaeT NOBbIWEHHbIM PUCKOM HEBNArOMPUATHBIX HEOHATabHbIX
MCXOLO0B M NO3BONSET IPMEKTUBHO KOHTPONMPOBATL aKTUBHOCTL 3a601eBaHUS BO BpeMsi GepeMeHHOCTM M B NOCIEPOLOBOM NEPUOLE.
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Abstract

Pregnancy rates are rapidly increasing among women of reproductive age diagnosed with multiple sclerosis (MS). Over the past
decades, several studies have proven that MS does not affect the course of pregnancy, and pregnancy does not negatively affect
the long-term course of the disease. The results of numerous studies have shown that the frequency of exacerbations in MS
patients decreases during pregnancy, but increases after childbirth. According to the summary of product characteristics (SmPC)
of disease modifying drugs (DMD) most of them are contraindicated during pregnancy. To prevent possible neonatal risks, it
is necessary to use contraception before pregnancy planning for a certain period of time after their last use. Medical data of MS
pregnancy registries of patients receiving DMD before, during pregnancy and postpartum provide important information for the
formation of further therapeutic approaches. The most valuable are the data from prospective studies with clearly selected
points for analysis, including both pregnancy outcomes and newborns health. In the group of anti-CD20 drugs, ocrelizumab has
the largest database of use during pregnancy. In February 2025, an expert Advisory Council (AC) was held to review and analyze
data on the use of anti-CD20 therapy in family planning. According to AC expert’s opinion the use of ocrelizumab 4.5 months
before the planned pregnancy does not have an increased risk of adverse neonatal outcomes and allows effectively to control
disease activity during pregnancy and in the postpartum period.
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BBEAEHUE

PaccesiHHbIl cknepos (PC) aBngeTcs ayTOMMMYHHbIM 3a-
6oneBaHueM LeHTpanbHOM HepBHOM cuctemsl (LLHC), npeu-
MYLLECTBEHHO MOPAXAIOLMM KEHLIMH AeTOPOAHOrO BO3pac-
Ta, YTo TpebyeT 0cobOro BHMMAHUS CO CTOPOHbI HEBPOJIOra
npv Bbibope npenapaTos, 3MeHstowmx TevyeHne PC (MATPC),
M 06CY>KAEHWM acneKTOB NAaHMPOBAHUA CeMbU U BepeMeH-
HocTu. [Mpu 3TOM HeBpOOrK MOryT 061aaath HeAOCTATOUHbI-
MW 3HAHUAMM U OMNbITOM B OTHOWEHMMU HAUNYYLLIMX METOLOB
neyenuns naumeHTtok ¢ PC B 06nacti penpoayKTMBHOIO 340-
poBbs [1], B TO BpeMs Kak akyllepaM-rMHeKonoram v penpo-
[LYKTONIOraM MOXeT He XBaTaTb 3HAHWI W onbiTa B 06nactu
nemMuennHmnsnpyowmx 3abonesanunin LUHC, ocobeHHo cneum-
dryecknx NpoTnBONOKasaHui/orpaHnyeHmin Kk Tepanum M-
TPC v ee BANSHUM Ha peLLeHns, KaCcaroLmMecs NIaHMPOBaHUS
H6epeMeHHOCTM UM UCMOMb30BaHMS PENPOAYKTUBHbIX TEXHO-
IorniA. 3a NocnegHue AecaTUNETUS HECKONbKO UCCea0BaHUM
nokazanu, yto PC He BnmseT Ha TeyeHne BepeMeHHOCTH, a be-
pPEMEHHOCTb HE OKa3blBAET HEraTMBHOIO BAWMSHWS Ha LONr0-
CpoyHoe TeyeHue 3aboneBaHus [2]. JaHHble MHOTrOYUCIEH-
HbIX MCCIEA0BAHMIA NMOKA3anm, YTo BO BpeMsi bepeMeHHOCTH
yacToTa 0b60CTpeHnit y naumeHTok ¢ PC cHuxkaeTcs, HO nocne

pOAOB, KaK NMPaBuIo, yBennymsaetcs [3]. [Jokasatenncraa Toro,
YTO HEWpOaKCOHaNbHOE MOBPEXAEHME HAYMHAETCS paHo, No-
CNYXXMNU OCHOBAHUWEM [/15 peKOMEHAALUMIA paHHero HasHave-
Hus MUTPC ¢ uenbto 3aMenneHns HacTynaeHns MHBANULHOCTM
B 6yayweM. OnHako LenecoobpasHoCTb M 3HAYMMOCTb PaHHE-
ro NeYyeHns BbI3blBAKOT LUNEMMY OTHOCMTENIbHO TOrO, YTO Ae-
NaTb, KOraa »eHuwmnHa ¢ PC xoueT MeTb AeTel, a BbicoKas ak-
TMBHOCTb 3a601€BaHMS YKa3blBaeT Ha HEOOXOAMMOCTb Havaa
Tepanuu BbicokoahdekTnHbiMK MNTPC, koTopble obnaaa-
0T 3HAYMMbIMK KPATKOCPOYHbIMU U LOATOCPOYHbIMU b dek-
TaMM B OTHOLIEHWWM OCHOBHOTO 3aboneBaHus, HO MOTyT ObiTb
Hebe3onacHbIMK B CJly4ae UX NPUMeEHeHUs BO Bpems bepe-
MEHHOCTK. XOTSi BCe IeKapCTBEHHbIE CpeAcTBa nepen BHeape-
HWEM B KJIMHUYECKYID MPAKTWUKY MPOXOAAT OLEHKY Ha Tepa-
TOreHHOCTb B 3KCMEPUMEHTAX Ha XKMBOTHbIX, OT 3 A0 5% BCex
BPOXAEHHbIX MOPOKOB Pa3BUTUS CBSA3aHbl C MPUEMOM fle-
KapCTB MaTepbto BO BpeMsi 6epeMeHHOCTH UM He3340NM0 A0
3a4atus [4]. 970 0ByCN0BNEHO TeM, YTO TepaToreHHbIn abdekT
TOrO MW MHOrO MpenapaTa y YenoBeka TPyAHO Npeackasatb
Ha OCHOBAHWW 3KCMEPUMEHTANbHbIX AAHHbIX, MOMYYEHHbIX Ha
YXMBOTHbIX. MeTabonnyeckne n 4eTOKCUKALMOHHbBIE MPOLLECCHI
Yy MIEKOMUTAKLWMX Pa3IMUHbIX BUAOB NPOTEKAKOT C PA3NMy-
HOW CKOPOCTbIO M He BCeraa COrMocTaBMMbl C YE0BEKOM, YTO
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[lenaeT HeBO3MOXHbIM LJOCTOBEPHOE MOAENMPOBaHWE BO3AEN-
CTBMS NEKAPCTB Ha OpPraHW3M YeNnoBeKa B KCMepUMEHTaX Ha
XMBOTHbIX [4]. JaHHble 0bwmx xapaktepuctnk MATPC Tpeby-
t0T COBNIOAEHNS KOHTPALIENLUMK B TEYEHUE ONPEAENEeHHOr0 ne-
pvoLa BpeMeHM nocnie NOCNeAHEro X NpUMeHeHUs ans npe-
[LOTBPALLEHMS BO3MOXHbIX HEOHATa/IbHbIX PUCKOB. Kpome Toro,
nockonbky cobtoaeHme KOHTpaLenuum aensetcs obs3atenb-
HbIM YC/IOBMEM YYaCTUs B KIMHUYECKMX uccnenoBanuax M-
TPC, paHHble 0 YacTtoTe BepeMeHHOCTH U ee ncxopax npu PC
orpaHuyeHbl. [103ToMy 60MbLIMHCTBY NALMEHTOK, NOYYAOLLMX
MATPC, kak NpaBunno, peKOMeHAYETCS MPEKPATUTL leYeHne 10
HacTynnenns 6epeMeHHOCTM 1 He BO30OHOBASATb ero [0 Tex
nop, NOKa OHW He MPeKpaTAT rPyAHOE BCKapMIMBaHWE.

YT06bI ONTUMM3MPOBATL LO3MPOBKY NeKapcTB y bepemeH-
HbIX M NPeLOoTBPaTUTb BPes, ANs NA0AA, BaXKHO MOHWMATb Gu-
3100rMYeckne M3MeHeHUs Bo BpeMst 6epeMeHHOCTH, KOTOpble
onpenenstoT BO34enCTBMe NekapcTB Ha nnog. OLHUM M3 Bax-
HbIX (DaKTOPOB, ONPEAENAOLLMX XapaKTeP M CTeneHb NPAMOro
BIMSIHWS NIEKAPCTBEHHbIX NPENapaToB Ha NOA, ABNSETCH UX
TPaHCMNNALEHTapHbIM NepeHoC. [naLeHTa, BbINOMHAKOLWASN XM3-
HEHHO BaXKHble GYHKLMM AN Pa3BMBAIOLLErocs NaoLa, B 3Ha-
YUTENbHOW CTEMEHM CAEPXKMBAET BO34ENCTBME IEKAPCTB Ha
nnoa, NpMHMMaeMblx MaTepbto [5]. CteneHb TpaHcnnaLeHTap-
HOrO MepeHoca M ypaBHOBELLMBAHME KOHLEHTPaUWi nekap-
CTBEHHbIX NPEenapaToB B KPOBM MaTepu M NA0Aa 3aBUCST OT
MONEKYNSAPHOM MacCChbl NeKapCTBEHHbIX CPefCTB, pacTBOPU-
MOCTU HEMOHW3MPOBAHHbIX NEKAPCTBEHHbIX CPELCTB B UMU-
[ax, noHmsaumm (pKa) nekapcTBeHHbIX CPEACTB, 3aBUCSLLEN
oT pH cpefpbl, CTeneHn Ux CBA3bIBaHWUS GenkaMm CbIBOPOTKM
KpoBM HepeMeHHOM M NNoaa, MUHTEHCMBHOCTM MAaTOYHO-M/a-
LLeHTapHOro 1 GetoniaLeHTapHoro KpoBoToka [5]. YcrtaHoB-
NEHO, YTO Yepes MNaLeHTY NPOHUKAIOT NeKApCTBEHHbIE Npe-
napatbl, XOPOLIO PpacTBOPUMbIE B IMNUAAX U UMEIOLLME MACCY
mMeHee 500 [la [5]. BewectBa ¢ 04eHb BbICOKOW MONEKynsap-
How Maccon (bonee 1 000 [1a) obbiyHO He npoxoasT yepes
NNaLUeHTapHbIN Bapbep, HO eCTb HECKONBbKO MCKIOYEHWI, Ha-
npumep UMMyHornobynmH G (1gG), Metowmin MonekynspHyto
Maccy okono 160 k[la [6]. IgG — 3T0 eAnHCTBEHHDIN KNacc aH-
TUTEN, KOTOPbIM B 3HAYMTENIbHOW CTENEHU MPOHMKAET Yepes
nnaueHTy Yyenoseka [5]. BONbWMHCTBO aHTUTEN HOBOPOXAEH-
HOMO SIBASOTCS MAaTEPUHCKUMM MO NMPOUCXOXKAEHMIO, MOITOMY
MX KOHLLEHTPALMS B MYNOBUHHOM KPOBW HampsiMyto OTpaXKaeT
TPaHCMALEHTaPHbIM TpaHCMopT [6, 7]. IMetoTcs fokasaTenb-
CTBa TOro, 4T0 NepeHoc |gG 3aBUCUT OT C1eayoLLMX HaKTOPOB:
ypoBHS obuiero konmyectea IgG 1 cneumbuyeckux aHTUTen
y MaTepu, Cpoka 6epeMeHHOCTH, LeNOCTHOCTY NaLeHTbl, NoA-
knacca IgG v npupogpl aHturena [8]. KoHueHTpaums IgG y nno-
[la HEYKIOHHO MOBBILIAETCS HAa NPOTSIXKEHWUM BCeN BepemeH-
HOCTW, 4OCTUras MAaTEPUHCKOTO YPOBHS MPUMEPHO K 26-11 Hep,
MakcumanbHbii nepeHoc IgG Yyepes nnaueHTy NpOUCXOAUT
B nocnegHue 4 Hepn. 6epemerHocTv [9]. JaHHble 0 nepena-
ye 1gG oT MaTepu K Nnoay NoayyeHbl B pesynsrate U3mepe-
HUS KOHLLEHTPALMIA SHAOTEHHbIX aHTUTEN B CbIBOPOTKAX KPOBM
MaTtepu M nNa104a Ha pasHbix cpokax bepemerHocTu [10]. Bos-
[leiCTBMe NeKapCTBEHHOTO CPeACTBa Ha MN0f BO BpeMs bepe-
MEHHOCTW, N0 KpalHel Mepe YacTMYHO, 3aBMCUT OT ero papma-
KOKMHeTuKM. CYMTaeTcs, YTo npenapatbl MOMHOCTbIO BbIBOASTCS
M3 OpraHM3Ma YyenoBeka nocie 5 NepuoaoB MoNyBbiBEAEHMUS
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(M) [11]. HepasHWe nccneaoBaHMA NOKA3anu, YTo OTAEbHbIE
MATPC He TpebytoT nepuroma «OTMbIBKMU» Mepes, naaHMpoBa-
Huem H6epemMeHHOCTH [12], @ KOropTHble MCCiefoBaHUS NPo-
[leMOHCTpUpoBanu 6e30MacHOCTb NMPUMEHEHUS HEKOTOPbIX
MATPC Bo BpemMs GepeMeHHOCTH NaLMEeHTKaMM C BbICOKOW akK-
TMBHOCTbIO PC C MUHMManbHbIMU HEraTUBHbIMU NOCNEACTBU-
amu gns nnopa [13]. Micnonb3oBaHue BbICOKOIDdEKTUBHDBIX
MUTPC € HU3KMM pPUCKOM OBOCTPEHMI Y KEHLLUMH C aKTUB-
HbIM TeyeHneM PC 1o 6epeMeHHOCTH, TaKUX Kak AemnneTupyro-
e MOHOK/IOHA/IbHbIE aHTUTENA, K KOTOPbIM OTHOCUTCS aHTU-
CD20-tepanus, MOXeT BbITb NPeANOYTUTENbHbBIM, MOCKObKY
OHM MoryT obecneuntb BanaHc Mexay KOHTponem 3abonesa-
HWS U HU3KMM MOTEHLMAbHBIM BO3LEACTBUEM U PUCKOM ANS
nnofa [14]. Mndopmaumto o BangHum NMUTPC Ha ucxoapl be-
PEMEHHOCTM M COCTOSIHWE HOBOPOXAEHHbIX BO3MOXHO MONy-
YMTb U3 METAaHANM30B KIMHUYECKMX UCCNEeLOBAHUIA PAa3HOIO
[M3aiiHa (33 MCKNOYEHMEM PaHLOMU3NPOBAHHbIX), HEPaH4O-
MU3MPOBAHHbIX CPAaBHUTENbHbIX MCCNEA0BAHMM, B T. Y. KOrOPT-
HbIX (MPOCMEKTUBHBIX), HECPABHUTENbHbIX MCCIef0BaHMI (pe-
TPO- U NPOCMEKTUBHbIX), ONMUCAHUI KITMHUYECKOTO Cy4as uim
CeEpUN CIyYaeB, UCCNEA0BaHUIA «CTyYal — KOHTPOJib» (B TOM
uncne OaHHbIX MeguumnHckmx pernctpos) [11, 15, 16]. Uenbto
[laHHOM nybnmkauum sBnseTcs 0630p M aHanM3 AAHHbIX MO
npumeHenuto aHTM-CD20-Tepanmu Npu NNaHMPOBAHUM CEMbBM.

AHTU-CD20-TEPANNA U BEPEMEHHOCTb
NPN PACCEAHHOM CKNEPO3E

Mo Mepe n3yyeHus 3BeHbeB natoreHesa PC nogsnstoTcs
MHHOBALMOHHbIE Mpenapatbl, 06nafatoLLme BbICOKOM Ihdek-
TUBHOCTbIO, C MpuemMneMbiM npodunem 6e30nacHoCTU 1 ne-
peHoCcnMOCTU. NMoHWMaHMe KNYeBoro yyactus B-nnmooum-
ToB B natoreHe3e PC npuBeno k pazpaboTke C nocieayowmm
aKTUBHbIM BHELPEHWEM B KIUHUYECKYK MPAKTUKY aHTH-
CD20 npenapaToBs, YTO CyLLECTBEHHO MOBBICUIIO LUAHCHI NaLM-
eHToB € PC n3bexatb paHHen MHBaNMAM3aALUMM U KaK MOXKHO
[lO/blLIe COXPAHATb MOJHOLEHHOE KauecTBO XM3HW. Ha Teppu-
Topumn Poccuiickort ®enepaumu B Tepanumn PC npumeHseTcs
Heckonbko aHTM-CD20 MOHOKNOHANbHbIX AHTUTEN: OKPENU3y-
Mab?!, opatymymMab? U AMBO3MNMMaG®. B ogHOM M3 nccienosa-
HWIA NPOAEMOHCTPMPOBaHa CNocobHOCTb aHTM-CD20-Tepanuu,
npuMeHseMon go bepemMeHHOCTH, 3DHEKTMBHO NPeaoTBpaLLaTh
aKTMBHOCTb 3a00n1eBaHMs Kak BO BpeMs BepeMeHHOCTH, Tak
1 B NOCNIEPOA0BOM NEepUOAE, B TOM YMC/ie MO CPABHEHMIO C Ha-
Tanunsymabom u GuHronmmonom [13]. laHHble 0BLWmMX Xapak-
Tepuctuk aHTM-CD20 MOHOKNIOHaNbHbBIX aHTUTEN TPebyIoT Co-
61t04eHUS KOHTPALENLMK B TeYEHUE ONpeaeneHHoro nepnoaa
BpPEMEHM Noc/ie NoCIefHero X NpUMEHeHNs oS NpenoTspa-
LLieHMs BO3MOXHbIX HEOHATaNbHbIX pUCKOB. Hanpumep, ans am-
BO3WIMMaba* onpeneneH cpok 12 Mec. nocie nocienHen H-
dy3mu, a ans odatymymaba® - 6 mMec. Bce ncnonbsyemble Ha

1 06wwasn xapakTepucTuka nekapcreeHHoro npenapara Okpeyc®. Per. ya. N2: JIM-N2(00347 3)-
(PT-RU). 20.10.2023. Pexxum poctyna: https://assets.roche.com/f/189111/x/6e57fac4aa/ocrevus.pdf.
2 061was xapakTepucT1Ka nekapcTBeHHoro npenapara boHcnpu®. Per. ya. N2: JIM-N2(001332)-
(Pr-RU). 12.01.2024. Pexxum poctyna: https://www.novartis.com/ru-ru/sites/novartis_ru/
files/2024-01-12-131_Bonspri_20mg_SmPC_5.0_0008_RUr.pdf.

3 061wan xapakTepucT1Ka nekapcTBeHHoro npenapara Menusu®. Per. ya. N2: JIM-N2(002035)-
(Pr-RU). 24.03.2023. Pexxum poctyna: https://ivlizi.ru/about-ivlizi.

* Tam xe.

° O6Las xapaKTepucT1ka nekapcTBeHHoro npenapata boncnpu®. Per. ya. N2: JIM-N2(001332)-
(Pr-RU). 12.01.2024. Pexxum poctyna: https://www.novartis.com/ru-ru/sites/novartis_ru/
files/2024-01-12-131_Bonspri_20mg_SmPC_5.0_0008_RUr.pdf.
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CEerofHsWHMUI AeHb MOHOK/IOHANbHbIE AaHTWUTEN], BbI3bIBatOLLME
nenneumto B-numdouwntos, akcnpeccmpyrowmx CD20, n npume-
Haemble B Tepanuu PC, asngtotcs IgG nogknacca G1. Xots nso-
™n IgGl He MOXeET NPOHMKATL Yepes nnaueHTy B | TpumecTpe
6epeMeHHOCTH, 3T0 BO3MOXKHO nocne 16-i Hea, C AOCTMKEHUEM
5-10% oT MaTepMHCKOM KOHUEHTPaLUMK Ha cpoke 17-22 Hep,
6epemenHocTn [17, 18]. U3BecTHo, yTo MMM ang okpennsymaba
cocrasnset 26 aHei® (5 MM = 130 gHeit), ons odatymymaba -
16 gHeir’ (5 MM = 80 gHei), ans anBos3unmumaba - 10,3 aHs®
(5 MM = 51,5 ang) [11]. Takum 06pa3om, Aaxe Npu BO3AENCTBUN
BO BpEM$ 3a4aTusi 3T MOHOK/IOHa bHble aHTUTeNa byayT BbiBe-
[leHbl U3 OpraHM3Ma Matepu K MOMeHTY Havana naaLeHTapHo-
ro nepeHoca Ha cpokax 17-20 Hep, rectaumu.

MenuUMHCKME perncTpel AaHHbIX naumeHTok ¢ PC, nony-
yatowmx MNTPC no, Bo Bpems 6epeMeHHOCTH M B NMOCIepo-
[LOBOM Nepwuofie, NO3BONSIOT MOAYYUTb BaXKHYH MHDOPMaLLMIO
ons GOpMUPOBAHUS fanbHERLINX TepaneBTUYEeCKMX NOLAXO-
noB [19, 20]. Hanbonee LeHHbIMM ABNKIOTCS AaHHbIE NPOCMeK-
TUBHbIX MCCNEAO0BAHMIA C YETKO BbIOpaHHBIMM TOUKAMKU ANS
aHaNu3a, BKYAKOLWMMU KaK Mcxonbl bepeMeHHOCTeN, Tak
M COCTOSIHME HOBOPOXAEHHbIX. [[pOCNeKTUBHOE KOropTHOE
CpaBHWTENbHOE UCCNe0BaHME C UCMNOMb30BAHNEM HEMELLKO-
ro pernctpa (German MS and Pregnancy Registry), BKtoumnB-
wee 3 722 6epemeHHbix (c PC 1 6e3 PC), no3B0NMN0O oUeHUTb
ncxoapl 6epeMeHHOCTU, COCTOSHUE HOBOPOXKAEHHbIX, @ TaKKe
pucku MHdekUMi y naumeHTok ¢ PC, nogBeprumxcs Bo3anewn-
cTButo pasHbix NMATPC Bo BpeMs HepeMeHHOCTH («C BO3aen-
cremeM [MUTPC») (n = 2 885) no cpaBHeHuto C He MoaBepriun-
MKCS nx Bo3aencTeumio («b6e3 Bozaerictauns MUTPCy») (n = 837),
a TaKke C 6epeMeHHbIMU XeHLMHaMK 13 06LWen HeEMELKOW
nonynaumu [16]. Ang kaxgoro npenapata Hbiam YeTko onpe-
[leneHbl CpoKM, korga bepeMeHHOCTb cnepoBano bl pacLe-
HMBaTb Kak «c Bo3gencTanem MUTPCy. MNMog 6epeMeHHOCTbO
«C Bo3gewcTaneM antn-CD20-tepanuu» (n = 168) noHumanm
CPOKM MPeKpaLLEHNS NeYeHns OKpenusymaboM, obaTymyma-
60M unu putykcmaboM B nepuog He Honee yem 3a 6 Mec. 40
nociedHen MeHCTpyauum nunu noaie Hee [16]. AHanu3 gaHHbIxX
NpoBOAMACS C y4eToM nonyyeHHoi Tepanum MUTPC c yme-
peHHoM 3ddekTnBHOCTBIO (N = 1 833): uHTepdepoH HeTa-1a
(n = 522), uutepdepoH Heta-1b (n = 198), naruHTepdepoH
6eta-1la (n = 87), rnatnpamepa auetat (n = 596), tepudnyHo-
mug, (n = 35), dymapatsl (n = 395) n MUTPC c BbicoKON 30-
dektnBHocTblo (N = 1052): MogynaTopbl chMHIO3MH-pocdhaTa
(n = 167) (duHronnmog (n = 165), noHecumop, (n = 1), o3a-
HuMopa (n = 1), a Takke anemty3ymab (n = 22), knagpubuH
(n = 21) n Hatanusymab (n = 674) B pa3Hble TpuMecTpbl be-
pemeHHoctu (I Tpumectp - n = 371; Il Tpumectp - n = 105;
Il Tpumectp — n = 198). B aHanM3 Takxke BOLWM MaLMEHTDI,
nonyyaswme aHTM-CD20-tepanuio (n = 168): okpennsymab
(n=131), putykcumab (n = 30), obatymymab (n = 7).

Ymcno BHEMATOYHbIX BepeMeHHOCTel Npu 6epeMeHHOCTH
«c Bo3gencreuem MUTPC» coctaBmno 5 (0,1%), nckyccreeH-
HbIx abopTtoB - 21 (0,6%) (ans aHTM-CD20-Tepanun 1 (0,6%)

6 06wwan xapakTepucT1ka nekapcreeHHoro npenapara Okpeyc®. Per. ya. N2: JIM-N2(00347 3)-
(PT-RU). 20.10.2023. Pexxum poctyna: https://assets.roche.com/f/189111/x/6e57fac4aa/ocrevus.pdf.
7 06wwasn xapakTepucT1Ka NekapcTBeHHoro npenapara boHcnpu®. Per. ya. N2: JIM-N2(001332)-
(Pr-RU). 12.01.2024. Pexxum poctyna: https://www.novartis.com/ru-ru/sites/novartis_ru/
files/2024-01-12-131_Bonspri_20mg_SmPC_5.0_0008_RUr.pdf.

8 06wwan xapakTepucT1Ka nekapcTBeHHoro npenapara Menusun®. Per. ya. N2: JIM-N2(002035)-
(Pr-RU). 24.03.2023. Pexxum poctyna: https://ivlizi.ru/about-ivlizi.

1 0 (0%) cOOTBETCTBEHHO) M HE OTIMYANOCh MEXAY rpynnamu
«c Bosgencteuem MNTPC» n «be3 Bosaelicteus MUTPC». Uc-
KycCTBeHHble abopTbl He BblIM CBS3aHbl C MaToNOrMen nnoaa
WK PUCKaMKU AN MaTepu. YacToTa MCKYCCTBEHHbIX abopToB
Mo COLMANbHBIM NMOKa3aHMAM Oblia Bbille B rpynnax, noay4as-
Lwmx TepudnyHomma, Mogynsatopbl S1P-peuenTtopos 1 knaapu-
6VH, M He perncTpuMpoBanach Cpeam NaLMeHToK, NoMyyYaBLmMX
aHTM-CD20-Tepanuto. MepTBOPOXAEHNE OTMEYEHO B 4 Ciy-
yasx: 3 — B rpynne naumeHToK, MOABEPTLUMXCS BO3AENCTBUIO
MAUTPC, 1 - B rpynne, He nonyyaswen MATPC, u HM ogHoro
cnyyas B rpynne, nonyyaswen aHTM-CD20-Tepanuio; pasnuunii
Mexay rpynnamu He 6bino. Takke Mexay rpynnamu He Hamae-
HO OT/IMYMI NO YMCTY CMOHTaHHbIX abopToB. B rpynne nauueH-
TOK, nonyyaslwmx aHTM-CD20-Tepanuio, YacToTa CMOHTAHHbIX
aboptoB cocTasuna 8,3% (14 u3 168 cnyyaes). Jons bepemer-
HOCTEM, 3aBEPLUMBLUMXCS POXAEHUEM XMBOrO MNaAeHLa, CO-
crasuna 92,6% B rpynne «c Bo3gencremem MATPC» 1 91,1%
(153 3 168) B rpynne, nonyyasLlien aHtn-CD20-Tepanuio; oT-
NNYMIA MEXAY TPYNnaMu He BbiSBAEHO. [pexxaeBpeMeHHble
poabl 6binn 3apernctpmpoBaHbl y 316 (9,4%) 13 3 448 bepe-
MeHHbIX «C Bo3geicTemeM MUTPC» ny 14 (9,2%) u3 153 be-
peMeHHbIX, nonyyasLumnx aHTM-CD20-Tepanuto. 3HaumMMoe yBe-
NIMYeHne uncna cobbiTuin HabnAaNoCh B rpynne, NonyYaBLlen
TepudnyHomug, (7 (21,9%) 13 32) no CpaBHEHWIO C rpynmnon
«be3 Boznenctausg NMATPCx» (71 (9,3%) n3 763, p = 0,03). Taxxe-
Nble MHDEeKLMM BO BpeMs GepeMeHHOCTHM Yalle 0TMeYanmnch Ha
doHe Tepanmun dymapatamu (11 (2,8%) uz 395), anemtysyma-
60M (2 (9,1%) 13 22) no cpaBHEHWUIO C Tpynnow «b6e3 Bo3aen-
creus MUTPC» (8 (1%) u3 837 (p = 0,03 n p = 0,02 cooTseT-
CTBEHHO). YacToTa TaXenbIX MHOeKUMA B rpynne NauneHTok,
nonyyaslumnx aHtn-CD20-Tepanuto, coctasuna 0,6% (1 n3 168)
M He OT/IMYanach OT TaKOBOK B rpynne «6e3 Bo3aencTems M-
TPC» B 0bLien nonynsumm.

MNpuMeHeHne HaTanmzymaba 8o Il (OWW: 2,47; p < 0,001)
n Il pumectpax 6epemerHoctu (OLL: 1,75; p < 0,001) nau
aHTn-CD20-tepanun (OLL: 2,16; p < 0,001) 6610 cBS3aHO
c 6bonee BbICOKMM pUCKOM NMPUMEHEHUS aHTMOMOTMKOB BO
BpeMs bepeMeHHOCTU. HeoHaTanbHas cMepTHOCTb Habnoaa-
naco B 2 cnydasax us 21 (9,5%) npu Bo3aencTeum aneMTysyma-
6a 1 He Obina 3aperucTpMpoBaHa B rpynne, NoyyYaBLLEN aHTK-
CD20-Tepanuio; oTanumin Mexay rpynnaMu «C Bo3aencTenem
MUTPC» 1 «6e3 Bo3penctana NMUTPC» He BbisBNeHO. bonblumne
BPOXAEHHbIE aHOManuu (aHes. major congenital anomalies,
MCA) obHapyKeHbl y 3,8% HOBOpOXAEHHbIX 6e3 cneunduye-
CKOro natrepHa (8 Tom yncne y 8 (5,7%) n3 141 8 rpynne, no-
nyyasLuen aHtn-CD20-Tepanuio). 3HaYMMOe NOoBbILLEHME YMC-
na MCA 6bin0 oTMeYeHO Npu BO3AeNCTBUM TepudayHoMMaa
(3 (12%) cnyyas u3 25) n anemtysymaba (2 (10,5%) cnyyas us
19). B rpynne, nonyumsLluen Tepanuio S1P-moayngtopamu, bbin
oTMeueH bonee HU3KMIA BeC HOBOpoxaeHHbIX (p < 0,001) no
CpaBHeHWto ¢ rpynno «be3 Bo3aenctems NMUTPCy». [MoaobHbI
3ddekT Habnoganca 1 B rpynne, noayyasllei HaTannsymabd
B Il Tpumectpe 6epemerHocTn (p = 0,02). Takxe B rpynne,
nonyymsLien skcnosmumnio S1P-moaynatopamu, Habnogancs
MEHbLUMIA POCT HOBOPOXAEHHbLIX MO CPABHEHMIO C TPYNMnoM
«be3 Bo3peictaus MUTPC» (p < 0,001) [16].

OTnenbHo 6bina NMpoBefeHa OLEHKa PMCKOB TOr0 UMK
MHOro cobbiTns nNpu BosaencTeum pasHbix MUTPC (kpome
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anemTy3ymaba, knagpubuHa, TepudnyHoMmnaa ns-3a Manoro
uncna cnyvaes) [16]. MoBbIWEHHbIE PUCKM POXAEHMS Mano-
BECHbIX An4 Cpoka rectaumun (MBI petein (anen. small gesta-
tion age, SGA) 6binm BbisiBNEHbI HA doHe Tepanuun S1P-moay-
natopamu (OW: 1,65; p = 0,02) n aHTM-CD20-Tepanun (OLL:
1,54; p = 1,54, p = 0,04) npu cpaBHeHuu C rpynnon «be3 Bo3-
nencremg MATPC» M nonynsuMOHHBIMKU AaHHBIMU. AHaNu3
pWUCKOB Tepanuu HaTanuMsymaboMm BO BpeMs BepeMeHHOCTH
nokasasn, YTo NpuMeHeHue HaTanusymaba so |l TpumecTpe
MOBbILIANO PUCK NpMeMa aHTMOMOTUKOB BO Bpems bepemeH-
HOCTM, PUCK MEHbLLEN OKPY>KHOCTM rONIOBbI HOBOPOXAEHHbIX
(p < 0,05), a Bo3pgericTBMe HaTannsymaba B Il TpumecTpe -
pUCKM NpueMa aHTMOMOTMKOB B mepuon rectauuun u MBI
(p < 0,05). AHTM-CD20-Tepanus accoLmMmMpoBanach C NOBbILIEH-
HbIM PUCKOM NpuemMa aHTMBMOTMKOB BO BpeMs bepeMeHHOCTH
n MBI (p < 0,05) [16]. Mo pe3ynbTaTtam MccneaoBaHMs aBTopbl
chenanu BblBO4 O TOM, 4To 3kcno3mums Kk MUTPC accounmpy-
€TCs C NOBbIWeEHHbIM puckoM MBI, ocobeHHO nocie BbICOKO-
addekTmBHbIX NMUTPC, MeXaHW3Mbl MpK 3TOM HesicHbI. Bo Bcei
koropte «c Bo3gevicteuem MUTPC» uncno cobbiTmii coctaBum-
no 651 (18,8%) n3 3 459, 4To 3HAYMMO MPEBLICMIO MOMNYNS-
LIMOHHbIM noka3zatens B fepmarmn (10%) (p < 0,001). ng aHa-
Nun3a bonee KpynHbiX AaHHbIX HEOOXOAMMbI AONONHUTENbHbIE
MCCefoBaHUa MO prUcKam BOAbLIMX BPOXKAEHHbIX aHOMANUA
1 MHDEKLMIA, a TaKKe obbeanHeHue pernctpos [16].

[aHHble 0 npuMeHeHun aHTM-CD20-Tepanuu y NnaumeHToK
¢ PC Bo BpeMs bepeMeHHOCTH, KaK B BbllLENpeacTaBleHHOM
nccnenoBaHuK, Hepeko 0606WaTCa A8 HECKOMbKMX Npe-
napaToB (okpenusymab, odatymymab, putykcnumab) [16] nam
00beIMHSATCS C AaHHBIMU PErnCTPOB HepeMEHHbIX KEHLLMH
¢ 3aboneBaHunamMmu crnektpa ontukoHespomuenuta (3COHM),
4yTO He nossonsgeT chopMMPOBaTL YETKOE NpeacTaBieHne
0 6e30macHOCTM Kaxporo u3 aHtu-CD20 npenapartos [21].
Hannume MeaMUMHCKMX PErncTpOB AaHHbIX naumeHTok ¢ PC,
nonyyatowmx onpegenenHbit MATPC n antn-CD20 npenapat
110, BO BpeMs 6epeMeHHOCTM 1 B NOCIEPOA0BOM Nepuoae, no-
3BONISKOT NOMYYUTb BAXKHYIO MHOOPMALMIO 415 NOBCEAHEBHOM
KNMMHUYECKON NPaKTUKM O 6€30MacHOCTU MPUMEHEHMS KaxK-
noro MATPC. B rpynne aHtT1-CD20 npenapatoB okpennsymab
nMeeT Hamnbonee oBLIMPHYH 6a3y AaHHBIX O MPUMEHEHMU BO
Bpems bepeMeHHoCTH [15, 22]

OKPEJIU3YMAB U BEPEMEHHOCTb
NPN PACCEAHHOM CKJIEPO3E

B 2025 r. 661 onybaMKOBaHbI LaHHble permcTpa KoM-
nanmm Pow (Roche Global Pharmacovigilance) 3a nepwog
¢ 05.11.2008 no 12.07.2023 ¢ aHanun3oM cnyyaes bepemeHr-
HOCTU (N = 3 244) n oLeHKOW BIUAHMS oKpenusymaba Ha ee
ncxonbl (B NPOCNEKTUBHbBIX CIyYasx C U3BECTHbIMU CPOKa-
MW NPUMEHEHUAMU OKpenndymaba, n = 862), COCTOAHMUS HO-
BOPOXAEHHbIX M YACTOTYy MAaTEPUHCKMUX OCIOXHEHUN [22].
OkpennsymMab — peKkoMOMHAHTHOE MYMaHW3MPOBaHHOE MO-
HOkNIoHanbHoe aHtuTeno IgGl k monekyne CD20, skcnpec-
CMpYeMoii NpenMyLLecTBEHHO B-numdbouuntamm’, Mpu aHanu-
3e ucxonos 6epemeHHbie ¢ PC Bbiin pasgeneHbl Ha rpynnbl

2 06wwan xapakTepucT1ka nekapcreeHHoro npenapara Okpeyc®. Per. ya. N2: JIM-N2(003473)-
(PT-RU). 20.10.2023. Pexxum poctyna: https://assets.roche.com/f/189111/x/6e57fac4aa/ocrevus.pdf.

114 | MEULIMHCKINI COBET | 2025;19(12):110-119

«C BO3[eNCTBMEM OKpennsymaba» (npekpalleHve Tepanuu
okpennM3ymaboM MeHee YeM 3a 3 MecC. 40 nocneaHen MeH-
CTpyauuu / Tepanms NpoBOAMNaCh BO BpeMs HepeMeHHOCTH)
n «be3 BO3AeNCTBMA OKpenm3lyMaba» (MpekpalleHue Tepanmm
okpenusymabom 3a 3-6 Mec. u Honee fo nocnegHen MeH-
cTpyaumn). Mcxonbl bepeMeHHOCTU CPaBHUBANUCL MeXAY Bbl-
LeyKasaHHbIMK rpynnamu, a Takxke ¢ nonynsumnei PC B Lenom
M C NONYASALMOHHBIMU AaHHbIMK. OnpeaeneHne BpeMeHHbIX
MHTEPBA/IOB «BO34ENCTBUSA» UM KHEBO3AENCTBUS» OKPENN3-
yMaba 6bi10 Hay4Ho 06ocHOBaAHO TeM, yTo [T okpenusyma-
6a cocTtaBnsgeT 26 OHEN, NOAHAsS IAUMMUHALMS NpenapaTta u3
opraHusMa npoucxoamT yepes 4,5 mec, u no 12-i Hep. 6e-
pemMeHHOCTM 1gGl He NpPOHMKAT Yepes remMaTo-nnaLeHTap-
HbI 6apbep [7, 23].

Np1 aHanu3e NPOCMNEeKTUBHbIX C1y4aeB C M3BECTHbIM MCXO-
[lIOM B rpynne 6epeMeHHbIX «C BO3AENCTBMEM OKpenm3yMabax
(n = 512) nckycctBeHHoe npepbiBaHWe bepeMeHHOCTU oTMe-
Yyanochb Yalle, 4eM B rpynne «be3 BO3AENCTBMS OKpenn3yma-
6a» (n = 350) (7,4 n 1,7% COOTBETCTBEHHO), HO HEe Yallle, YeM
B nonynsaumun PC B uenom (10,7-18,1%) n obLiei nonynaunm
(18,2%). Mpw 3TOM YMCNO CNOHTaHHbIX aDOPTOB B MOArpynnax
«be3 BO3OENCTBUS» U «C BO3AENCTBMEM» OKpennsyMaba co-
ctaBunno 9,1 n 7,4% cooTBETCTBEHHO. Paznnymin B 4yactoTe Xu-
BOPOXAEHWMS, NPEXAEBPEMEHHBIX POLOB, IKTOMMUYECKONM be-
PEMEHHOCTH, CMOHTAHHbIX aBOPTOB, POXAEHMS XXMBOTO MNN0LA
C 04HOW M 6onee 6ONbLION BPOXKAEHHOM aHOMaNMen Mexay
rpynnaMu He BbiSBNeHO. B rpynne 6epeMeHHbIX «C BO3AeN-
cTBMEM oKpenm3lymabax» otmedanocs 1 (0,2%) mepTBopoxae-
HWe 1 3aduKcMpoBaHa 1 HeoHaTanbHasg CMepTb, HO LaHHble
He otanyanuce ot nonynaumm PC (0,3-0,6%) 1 obwen no-
nynaumnm (0,2-0,7%). B rpynne 6epemeHHbIx «be3 Bo3aeii-
CTBMS OKpennsyMaba» C NPOCMNEeKTUBHbIMU CllyYasiMu CBefe-
HWIA O MEPTBOPOXAEHMSAX He 3apernctpupoBaHo [22]. Mpwu
MOArPYNMnOBOM aHanu3e U CpaBHEHWM UCXOL0B BepeMeHHOo-
CTen «C BO3LeNCTBMeM okpenusyMabay B nepmon 0-3 mec. oo
6epemeHHOCTM (N = 343) 1 BO BpeMs bepeMeHHOCTH (n = 283)
BbisiBeHa Honee BbICOKAs YacTOTa CMOHTAHHbIX abopToB
B 1-i rpynne (9,3 u 3,6% cootBeTcTBEHHO, p < 0,05). pyrux
OTNYMIA OBHapyXeHO He Bblio, MoKa3aTenn He MpeBbIWanu
3NMaEMUONOrnyeckme aaHHole. B rpynne «c Bo3geicTenem
okpenunsymaba» B nepmof 0-3 Mec. 1o bepeMeHHOCTU 3ape-
rmctpupoBaH 1 (0,3%) cnyyait meptBopoxaeHus [22].

B oueHKy BAMAHMS okpenm3yMaba Ha COCTOSHME HOBOPO-
XOEHHBIX U MAaTEPUHCKME OCIOKHEHWS OblIN BKIOYEHbBI BCE
Npo- 1 peTpPOCNeKTMBHO JOCTYNHble ciyvam [22]. B noarpyn-
nax 6epeMeHHbIX «C BO34ENCTBUEM OKpenmdyMaba» (n = 314)
n «be3 Bo3aencTBug okpennsymaba» (n = 232) He 6bI10 OT-
NYMIA B 0BLLEM COCTOSHMM HOBOPOXKAEHHbIX NMPU POXKAEHUMN.
Bec, pocT, oueHnka no wkane Anrap, umcno MCA He otnunya-
nmck. MNpu oueHKe COCTOSHUS HOBOPOXAEHHbIX B MEPBbIN rof,
XM3HM (noctyneH aHanu3 400 (21%) n3 1 880 cnyyaes) WH-
(deKUMOHHbBIM cTaTyc oueHuBancs y 126 (31,5%) n3 400 pe-
Tel (MHpekumn otMedanmcb 'y 23 (13,5%) n3 140 B rpynne «c
BO3aevcTBMEM okpenmsymaba» ny 5 (5,5%) us 91 B rpynne
«be3 Bo3aeNncTeus okpenmsymabay). YposeHb B-numboumTos,
oueHeHHbI y 62 (15,5%) n3 400 petern no 17-ro gHa nocne
poxaeHus, 6bin B HopMe y 56 (90%) peteit (39 (70%) u3 56 -
M3 rpynnbl 6epeMeHHbIX «C BO3LENCTBMEM OKpennsyMabay)


https://assets.roche.com/f/189111/x/6e57fac4aa/ocrevus.pdf

N Hmxe HopMmbl —y 6 (10%) n3 56 peteit (Bce 100% u3 rpyn-
nbl 6epeMeHHbIX «C BO3LeNCTBMEM OKpenudyMaban) [22].

B rpynne 6epeMeHHbIX «C BO3OENCTBMEM OKpenunsyma-
6a» 3aperncTpMpoBaHO 3 HeEOHaTaNbHble CMEPTU: XOpUOaM-
HUOHWT, poXxXaeHne Ha 25-1 Hen. u cMepTb; COVID-19 y maTe-
Py, POXXAEHNE HA 6-M MeC. U CMepTb; poxaeHue Ha 31-i Hen.,
CMepTb OT IErO4YHOM MHDEKLMM U CENCUCA Yepes3 HECKObKO
[Hel (bonee peTanbHag MHGOpMaLMs HeLoCTynHa). B rpynne
HbepeMeHHbIX «6e3 BO3AeNCTBMS OKpennm3yMaba» HeoHaTab-
HbIX NIETaNbHbIX UCXOAOB He Bbiio [22].

MaTepuHCKMEe OCIOKHEHMS 3aperncTpupoBaHbl y 95 (2,9%)
13 3 275 xeHwuH. Npeobnaganu akywepckme OCNOXKHEHUS:
recTallMoOHHas apTepuanbHag rmnepteHsums (n = 24), rectaum-
OHHbIM caxapHblii amabet (n = 17) u npeaknamncus (n = 16).
YkazaHuii Ha Kakne-To 0cobeHHOCTH He 6b1n0. [NonyyeHbl AaH-
Hble 0 3 MAaTEPUHCKUX CMEPTAX U3 PETPOCMEKTUBHbIX AAHHbBIX:
n =2 - okpennsymab npumensancsa no spems | pumectpa be-
pEMEHHOCTH («C BO3LeNCTBMEM OKpenusymaba») mn =1 -
B nepuop 3-6 Mec. o bepeMeHHOCTH («Be3 BO3LENCTBUS
okpenusymaba»). OgHa CcMepTb HAaCTyNMna B pe3ynbrate Hak-
TepuanbHOM NHeBMOHMM, ABe — or COVID-19 [22].

ABTOpbI LenatT BbIBOL O HEOOXOAMMOCTM MONyYeHUs
[anbHeNWmX AaHHbIX O pUCKe MHBEKUMI y MaTepu 1 pebeHka
Ha doHe aHTn-CD20-Tepanuu Bo BpeMs bepemMeHHOCTH [22].

Ha konrpecce ECTRIMS 2024 6binv npencraBneHsl 4ON0N-
HWUTE/bHblE AaHHble C aHanu3oM 3 989 ciyyaeB bepeMeHHo-
CTW: OTMEYEHO YBE/IMYEHME YACTOTbI Cly4YaeB MEPTBOPOXAE-
HWS B rpynne «C BO34eMCTBMEM OKpenn3ymaban, nonyyasLuei
npenapat B nepuog ot 0 fo 3 mec. go 6epemerHHoctTu (0,7%)
C NpeBbllUeHMEM AAHHOIO NOKA3aTens npu CpaBHeHUK C no-
nynsumnen PC (0,5-0,6%), HO B paMKax AMana3oHa, Habnoaa-
emoro B obuwen nonynaumu (0,2-0,7%). B apyrnx noarpynnax
C NPOCNEKTUBHbLIM HabMOLEHMEM CTyHaeB MEPTBOPOXKAEHMS
He Habntpanock. Mpu aHanuse 3 cnyyaesB C MePTBOPOXAE-
HMEM BbISIBIEHA TSXKENas coMaTMyeckas naTonorus y mate-
peW, a Takke npuem 6epemMeHHbIMU NeKapCTBEHHbIX CPEACTB
C NOTEHUMaNbHO HebNAronpusTHbIM BO3LENCTBMEM HA M/IOL.
Yactota MCA 6bln1a 0aMHAKOBOM B rpynnax b6epeMeHHbIX «C
BO34eNCTBMEM OKpennsyMaba» u «b6e3 BO34eNCTBUS OKpe-
nun3ymMaba» 1 COOTBETCTBOBANA 3MNMAEMUONOTNYECKMM DOHO-
BbIM ypoBHAM [24].Tlo MHeHuto R. Dobson et al., y nauneHTok
¢ PC, nonyvatowmx okpenusymab, 3a4atre npeLnoyTMTeNsHO
He paHee YeM CnycTsd 3 Mec. nocie nocieaHen nHbysmm okpe-
nunsymaba [15]. CornacHo UHCTPYKLMM NO MEAMLMHCKOMY Npu-
MEHeHUI0 NlekapcTBeHHoro cpeactea OkpeByc®, opobpeHHOro
EBponencknM MeauUMHCKMM areHTCTBOM MO perncTpaumu ne-
KapCTBEHHbIX CPeLCTB, He0bX0AMMO CobntoLeHNe KOHTpaLen-
LMK B TeYeHUe 4 Mec. nocse npuMeHeHus okpenmsymabal,

OPYIME AHTU-CD20 NPEMAPATbI U BEPEMEHHOCTb
NPU PACCESAHHOM CKJIEPO3E

B oTHoweHun npenapata opatymymaba onyb6amMKoBaHbl
[aHHble 0 32 BepeMeHHOCTAX M 23 ncxomax [25, 26], a Tak-
xe 0 61 bepemeHHOCTH 1 43 ncxopax [11]. Hanbonee kpyn-
Hble 0606LeHHble pe3ynbTathl N0 UCxoaam bepeMeHHOCTeN

10 Summary of product characteristic (Annex I). Name of the medical product Ocrevus 300 mg
concentrate for solution for infusion. Available at: https://www.ema.europa.eu/en/documents/
product-information/ocrevus-epar-product-information_en.pdf.

M COCTOSIHMIO HOBOPOXAEHHbIX y MaTepei ¢ PC «c Bo3aew-
cTBMEM odaTyMyMaba» M3 6asbl AaHHbIX KOMNaHWK HoBapTuc
(Novartis Global Safety Database) 6bin1 npeactaBneHbl Ha
eXerofgHon KoHdepeHumm Accoumaumm BpUTAHCKUX HEBPO-
noroe B 2023 r. [27]. 3aperucTpupoBaHo Bcero 279 npocnek-
TUBHbIX Cly4YaeB 6epeMeHHOCTH, NpoBeaeH aHanuns 55 cny-
YyaeB C M3BeCTHbIMK mcxogamu (101 cayvait noTepsH ang
HabnoneHns n 123 6epeMeHHOCTM NPOAOIKANUCE Ha MO-
MeHT Aoknaga). Bknoyanuce cnyyau, korga naumeHTka no-
nyyana odatymymab B nepuon MeHee 6 mec. oo bepemeH-
HOCTV 1 BO BpeMms Hee. [1o pe3ynbtataM aHanusa nosyyeHsbl
cnenytowme pesynbtatbl: 29 (52,7%) n3 55 xeHWmH — poxzae-
Hue xmBoro mnageHua (1 ABOWMHS); cpean HOBOPOXAEHHbIX
28 (96,6%) HbINM LOHOWEHHbIMK, BKAKOYAs napy 61M3HeL OB,
a 1 (3,4%) poamnca npexaespeMeHHo; B 12 (21,8%) cnyyaax
6bI1 Mpou3BeaeH NCKYCCTBEHHbIN abopT, B 11 (20%) — cnoH-
TaHHbIMA abopT (BCe Npu NpuMeHeHun opaTymymaba BO Bpe-
M 6epeMEeHHOCTH); 3aperncTpMpoBaHo 4 (7,2%) cnyvas 3kTo-
nuyeckon bepemerHHocTn 1 1 (1,8%) cnyyait HeyTOYHEHHOTO
abopTa; MepTBOpOXAEHUI He Habntodanock. Y Bcex 29 HoBo-
poxaeHHbIX He Bblno MCA 1 cepbe3Hbix MHbEKLMIA. B cBS3M
C OrpaHMy4eHHbIM 06bEMOM AAHHbIX O MPUMEHEHMU odaTyMy-
Maba Bo BpeMsi 6epeMeHHOCTH HEBO3MOXKHO [aTb YETKME pe-
KOMeHIALMM 0 CPOKaxX MAaHMPOBAHWUS 3a4aTUS AN XKEHLLUMH,
nonyyarLmx Tepanuto odatymymabom [15].

[aHHbIX 0 TeYeHMN HepeMeHHOCTU Y XKEHLUMH, MONyYaB-
WKX Tepanuio AMBO3MAMMABOM, B OCTYMHbIX Ny6amMKaumax
HeT [28-31].

AHTW-CD20-TEPANUSA, TPYOHOE BCKAPMJIUBAHUE,
BAKLMHALUA HOBOPOXOEHHbIX

OnybnvkoBaHO Mano AaHHbIX 06 oueHke cnocobHOCTH
aHTM-CD20 MOHOKNOHANbHbIX AHTUTEN MPOHMKATL Yepes nna-
LieHTapHbIM 6apbep M 0Ka3blBaTb BAMSHWE HA YpOBEHb B-kne-
TOK Y HOBOPOXAEHHbIX (MPOTMBOPEUMBbIE LAHHbIE B KIMHU-
yeckux cnydasx) [15]. OnybankoBaHbl KAMHUYECKME CyYau
«MO3[Hero» NpuMeHeHus okpenusymaba [32] n odatymyma-
6a [33] BO BpeMs BepeMeHHOCTU, TakxKe AOCTYMHbl AaHHble
perucrtpa okpennsymaba [15]. YpoBHuM B-kneTok u npoxoxae-
Hue okpenu3symaba yepes TpaHCnnaLeHTapHbli bapbep By-
LyT OLEHEHbl Y HOBOPOXAEHHbIX, MOTEHLMANbHO noaBepr-
LIMXCS BO3AENCTBMIO NpenapaTta BO BpeMs 6epeMeHHOCTH,
B NMPOCNEKTUBHOM MHOTOLEHTPOBOM OTKPbITOM MUCCNeA0Ba-
Humn IV da3bl MINORE [34]. JaHHbIX 06 ouLeHke cnocobHo-
™1 aHTM-CD20 MOHOKNIOHANbHbIX aHTUTEN NMPOHUKATb B rpya-
HOe MOJ0KO MpU rPyLHOM BCKAapMAMBAHWKM M OKa3blBaTb
B/IMSIHME Ha ypOBEHb B-KNeTok y HOBOPOXAEHHbIX (OaHHble
B KJIMHUYECKMX Cly4asix B OCHOBHOM MO pUTYKCMMaby) Tak-
e HepocTaTtoyHo [15]. Moatomy xeHwwmHam ¢ PC cnenyer pe-
KOMEHA,0BaTb NPeKPaTUTb rpyAHOE BCKAPMIMBAHUWE B Clyyae
BO30OHOBNEHMS Tepanuu okpenusymabom!! nocie poaos.
Takxe He pekoOMeHAyeTCs rpyaHoe BCKapMaWBaHWe BO Bpe-
Msl Tepanuu npenapaTom AuBo3unumab!Z Boigensetcs nu
odaTyMymab C rpyLHbIM MONOKOM, HEM3BECTHO, MPUMEHEHMWE

11 06wwas xapakTepucT1Ka nekapcreeHHoro npenapara Okpeyc®. Per. ya. N2: JIM-N2(00347 3)-
(PT-RU). 20.10.2023. Pexxum poctyna: https://assets.roche.com/f/189111/x/6e57fac4aa/ocrevus.pdf.
12 061wan xapakTepucTMKa NekapcTBeHHoro npenapara Meausu®. Per. ya. N2: JINM-N2(002035)-
(Pr-RU). 24.03.2023. Pexxum poctyna: https://ivlizi.ru/about-ivlizi.
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odaTyMyMaba BO BpeMs NaKTaluu NPOLOMIKAET U3y4aTbCs.
o MHeHMI0 psaa aBTOpoB, 0paTyMyMab MOXKHO Oblno Bbl UC-
Mofb30BaTh BO BPEMS MPYAHOTO BCKapMIMBAHWUS Yepes He-
CKONMbKO AHEN MoC/ie poAoB, eCM 3TO KIMHUYECKM Heobxo-
AuMot®. YpoBHM B-kneTok 1 nepenaya npenapaTa C rpyaHbIM
MOJIOKOM MNafeHLaM KOPMALLMX KeHLWMH ¢ PC, nonyyasLumx
oKkpennsymab, oLeHMBaNNCb B MHOFOLLEHTPOBOM OTKPbITOM
nccneposaHum SOPRANINO IV da3bl [34]. TepBUYHbIA aHa-
3 6bin npeactaened Ha ECTRIMS 2024 [35, 36]. MNepea nna-
HWPOBaHMEM BaKLMHALMWM HOBOPOXKAEHHbIX U [eTeil, MaTe-
pu KoTopbix nonyynnu aHtn-CD20-Tepanuto (okpennsymab,
odatymymab, ano3nnnmab) Bo BpemMs 6epeMeHHOCTH, Co-
rnacHo obLier XapaKTepucTMKe NeKapCTBEHHbIX npenapa-
ToB (OXJIIM), peKoMeHAYETCA U3MEPATb Y HUX KOHLLEHTPALMIO
CD19" B-knetok* 1 npu He0BXOAMMOCTH OTCPOUNTLY UK OT-
JIOXKMTB® BaKLUMHALMIO XKMBBIMU UM OCNABNEHHBIMU BaKLMU-
HaMK [0 BOCCTaHOBNeHus nyna B-numdouuTos [37].

PE3YJIbTATbl KOHCYJIbTALUMOHHOIO COBETA
OKCMEPTOB

C uenbto 06CyXAeHUS aKTyanbHbIX BONPOCOB NMpUMeHe-
HUS aHTM-CD20-Tepanuu, B 4acTHOCTM okpenulymaba, oo
n BO BpeMsi bepemeHHoctTn 8 deBpans 2025 r. cocTtosincs
KoHcynbtaumoHHbin coseT (KC) skcneptos B obnactu ne-
dyeHuns PC, B KOTOPOM MPUHAAM y4acTue Beadyline creuu-
anucTbl heaepanbHbiX U PErMOHANbHBIX HEBPOIOTMYECKMX
KnuHMK Poccuiickon Menepauunu, ANUTENBHOE BPEMS 3aHM-
MaloLmecs nevyeHneM gaHHoro 3aboneBaHms, a Takxke aky-
Lepbl-TMHEKONOTM U Bpay-HeoHaTonor. [locne aHanun3a AaH-
HbIX Hay4YHbIX NyBAMKaLMIA, MaTepnanos, NpeacTaBaeHHbIX
Ha MeX[yHapOAHbIX KOHrpeccax, peKoMeHaaUuii MexayHa-
poAaHbIx pabounx rpynn, OXJIM okpennsymaba (OkpeByc®)
W NUCTKA-BKNAAbIWA ANS nauMeHTa ¢ uHdopmaumeit o ne-
KapCcTBEHHOM npenapaTe okpenusymab (Okperyc®)Y cpean
yneHoB KC 3kcneptoB 6b110 NPOBEAEHO rONOCOBAHMUE MO He-
CKOMIbKUM MO3ULKAM:

1.B rpynne aHtM-CD20 npenapatoB okpenusymab mme-
eT Hanbonbly 6a3y AaHHbIX 0 6e30MacHOM NpUMeEHEHUU
BO BpeMs 6epeMeHHOCTM B OTHOLIEHMU ee UCXOA0B U COCTO-
AHNA HOBOPOXAEHHbIX:

A) pa - 100%

b) HeT - 0%

B) HepocTtatouHO AaHHbIX Mo 6e3onacHocTn — 0%

N npyrve aHtn-CD20 npenapatsbl Takxe MMEeT LOCTa-
TOYHYH0 6a3y AaHHbIX 0 6€30MaCHOM MPUMEHEHMU BO BPEMS
6epemerHHoctn - 0%

13 06lwan xapakTepucT1Ka NekapcTBeHHoro npenapara boHcnpu®. Per. ya. N2: /IM-N2(001332)-
(Pr-RU). 12.01.2024. Pexxum poctyna: https://www.novartis.com/ru-ru/sites/novartis_ru/
files/2024-01-12-131_Bonspri_20mg_SmPC_5.0_0008_RUr.pdf.

14 06wwasn xapakTepucTuka nekapcreeHHoro npenapara Okpeyc®. Per. ya. N2: JIN-N2(00347 3)-
(Pr-RU). 20.10.2023. Pexxum poctyna: https://assets.roche.com/f/189111/x/6e57fac4aa/
ocrevus.pdf; O6was xapakTepucTuka nekapcteeHHoro npenapata Meaunsn®. Per. ya. N: J1M-
N2(002035)-(PI-RU). 24.03.2023. Pexxum poctyna: https://ivlizi.ru/about-ivlizi.

15 06lwan xapakTepucT1Ka nekapcreeHHoro npenapara Okpeyc®. Per. ya. N2: JIM-N2(00347 3)-
(PT-RU). 20.10.2023. Pexxum poctyna: https://assets.roche.com/f/189111/x/6e57fac4aa/ocrevus.pdf.
16 06Lwan xapakTepucT1Ka NekapcTBeHHoro npenapara boHcnpu®. Per. ya. N2: JIM-N2(001332)-
(Pr-RU). 12.01.2024. Pexxum poctyna: https://www.novartis.com/ru-ru/sites/novartis_ru/
files/2024-01-12-131_Bonspri_20mg_SmPC_5.0_0008_RUr.pdf; O6wias xapakrepuctuka
nekapctBeHHoro npenapata Meausn®. Per. ya. N2: JIM-N2(002035)-(Pr-RU). 24.03.2023. Pexxum
poctyna: https://ivlizi.ru/about-ivlizi.

17 NIucTok-BKNaAbIW C MHbDOPMaLMen ANs NaLMeHTa o NekapcTBeHHoM npenapate OkpeByc®.
Per. ya. N2: JIM-N2(003473)-(PI-RU). 20.10.2023. Pexxum poctyna: https://grls.rosminzdrav.ru/
Grls_View_v2.aspx?routingGuid=9b21fc5a-48d6-48a7-afed-c8695d6205fa.
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2. CToYKM 3peHuns 6e30nacHOCTU MCXOA0B BepeMeHHOCTH
npumeHeHue okpennsymaba B nepuog 0-3 mec. u 3-6 mec.
[0 nocnegHen MeHCTpyaLUnm He pasnnyaeTcs:

A) pa - 54,55%

b) Het - 9,09%

B) HepocTtaTouHO AaHHbIX - 36,36%

3. CyntaeTe M Bbl JOMYCTMMbIM BBELEHME OKpenn3ymaba
B nepuon 0-3 Mec. 40 HACTynneHus GepeMeHHOCTH:

A) pa - 20%

b) Her - 0%

B) ma, mpy HanMuuu KNMHWYECKON LenecoobpasHo-
cm - 70%

) HepocTatoyHO AaHHbIX — 10%

4. CumtaeTe 1M Bbl Oonee 6e30MnacHbIM NocnegHee BBeae-
HWe okpennsymaba 3a 4,5 Mec. 40 NnaHupyemoi bepeMeHHOCTM:

A) pa -875%

b) Her -12,5%

B) HepocTtaTtouHO AaHHbIX — 0%

5.YuntbiBag HOBble AaHHbIE W TOT BAKT, YTO penonynaums
B-numdoumnToB nocne npuMeHeHus okpenmsymaba nponcxo-
[OWT B TeueHue 72 Hep. (MeomaHa Ans B3pOoC/abIX NALMEHTOB),
Kakas TakTuMka NpeacTaBnseTcs Bam Hanbonee npueMaemMon
M OCYLLECTBUMOW?

A) ecnu aHTU-B-kneToyHas Tepanus NnpoBefeHa L0 Ha-
cTynneHus 6epeMeHHOCTM UK B NepBble ee Heaenu, To Bak-
LMHALMS HOBOPOXAEHHOTO MOXKET NPOBOANUTLCS B OObIYHbIE
cpokn - 0%

b) Heobxoownm KOHTponb B-numdoumToB npu poxae-
HWW, B C/lyYae HOPMbI BakKLMHALMS NPOBOLMTCS B OOblUHbIE
cpokun - 40%

B) 0TNOXMTb BaKUMHALMIO HOBOPOXAEHHOIO, BaKLM-
HMPOBAaTb NOC/IE KOHTPONS YpoBHA B-nnmdoumnTos Ha cpo-
ke B 6 Hen. — 40%

) OTNOXMTb BaKLMHALMIO HOBOPOXAEHHOIO, BAKLMHM-
poBaTb nocne 6 Hed. — 20%

Ananu3 onybankoBaHHbIx go 08.02.2025 v npeacrasnen-
HbIX Ha KOHCYNbTALMOHHOM 3KCMEPTHOM COBETe AaHHbIX MO-
CNY>XM OCHOBOM ONS CNeayrowmx CornaleHuni:

B rpynne aHTM-CD20 npenapatoB okpennsymab mmeet
Hanbonbluyto 6a3y AaHHbIX O HE30MaCHOM NPUMEHEHUN BO
BpeMs 6epeMeHHOCTN B OTHOLLEHMM ee MCXOLOB M COCTOSHUS
HOBOPOXAEHHbIX (ypoBeHb cornacus — 100%);

[LOMNYCTUMBIM SBNSIETCS BBEAEHUE OKpenun3ymaba B nepuos,
ot 0 go 3 Mec. 4o HacTynneHns 6epeMeHHOCTU NPpU HaNUYUm
KNMHWMYECKOW LenecoobpasHocTu (ypoBeHb cornacus — 70%);

6onee 6e30nacHbIM ABASETCA NOC/IeAHee BBEAEHNE OKpe-
nusymaba 3a 4,5 Mec. 4o nnaHupyemor bepeMeHHOCTH (Ypo-
BeHb cornacus - 87,5%).

3AKJTIOYEHUE

Takmum 06pasom, ncnonb3oBaHune aHtTM-CD20-Tepanun
Y KEHLUMH C aKTUBHbIM TedeHneM PC no 6epemeHHoCTM 0be-
cneymBaeT BanaHc Mexay KOHTponeM 3aboneBaHus, HU3KUM
MOTEHLMANbHbBIM BO3LENCTBMEM U pUCKaMu Ans nnoga. B rpyn-
ne aHTM-CD20 MOHOKNOHANbHBIX AaHTUTEN OKPenu3yMab ume-
eT Hanbonee obLWMPHYO HA3y faHHbIX 0 6e30MaCHOM Npume-
HeHun BO BpeMs HepeMeHHOCTU B OTHOLIEHMM ee UCXOLOB
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M COCTOSIHUS HOBOPOX[AEHHbIX. bonee 6e3onacHbIM sBnseTcs
nocnegHee BBeAeHWe okpenusymaba 3a 4,5 Mec. 4o nnaHupy-
eMolt BepeMeHHOCTH, HO NPU HAIMUYKMU KIIMHUYECKOM Lieneco-
00pasHOCTM AOMNYCTUMO BBeAEHME OKpenusymaba B nepuop
ot 0 fo 3 Mec. 8o HacTynneHus 6epemMeHHOCTU. B HacToswee
BPEMSI HET COMMacus B OTHOLIEHUM CPOKOB KOHTPONS B-num-
bOLMTOB M CPOKOB BaKLMHALMM HOBOPOXKAEHHOIO MOCNE Npu-
MeHeHus okpenmsymaba u aHtn-CD20-Tepanum B LenoMm y Ma-
Tepu (peKOMeHAYETCS OPUEHTMPOBATLCA HA AaHHble B OXJINM).

—— Cnucok nutepatypsl / References

HeobxoamMmo nonyyeHue AanbHENIMX AAHHBIX O PUCKE UH-
dekumnm y Matepu 1 pebeHka Ha GoHe aHTM-CD20-Tepanuu Bo
BpeMs BepeMeHHOCTU, a TaKKe PUCKAX POXKAEHUS ManoBec-
HbIX 41151 CPOKA rectauum AeTei y MaTepen, NoNyYmBLUMX aHTU-
CD20-tepanuto B nepuop He bonee yeM 3a 6 Mec. Ao nocnes-
He MEHCTpyaLuu 1K nocne Hee.
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