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MUHUCTEPCTBO 3/ IPABOOXPAHEHUSI POCCUMCKOM ®EJIEPALIUU

HHCTPYKL U
MO MEJUIIUHCKOMY NNPUMEHEHUIO IEKAPCTBEHHOI'O ITPEITAPATA

Jlemrpana®

Perucrpauuonnstii Homep: JII1-003714.

Toprosoe nanmenopaunue: Jlemrpana®.

Mexk/yHApOAHOE HeNMAaTeHTOBAHHOE HAHMEHOBAHHUe: aJ1eMTy3ymao.

JlexapcTBennasi popma: KOHIUEHTpAT [UIsi IPUIOTOBJICHUS pacTBOpa Julst HHDY3HUH.

Cocras

1 M1 mpenapara coaepkKUT:

oeticmsyioujee seugecmeo. anemtyzymad — 10 mr;

ecnomozamenvuvle  6ewjecmea: auHatpus daerara guruapar — 0,0187 mr,  docdarHblii
3a0ydepennsiii conesoit pacrsop pH 7,2 (kanus xaopun - 0,2 mr, kanus auruapodocdar — 0,2 mr,
Hatpus xaopuz — 8,0 Mr, auHatpus ruapodocdar 6e3soausiit’ — 1,15 mr, nonucopdar-80 — 0,1 mr,
BOJIa ISl MUHBEKLMKA — 10 1,0 Mma).

! cootBerctByeT 1,44 Mr nunatpus ruapodocdara auruapara.

Onucanue
[Tpo3paunas uiu onanecuupytolas 6eclBeTHas MU CBETI0-XKe/Tast KUIKOCTb.

dapmakoTepaneBTHYECKAasl TPYNNAa: CEJIEKTUBHbIH UMMYHO/IENPECCAHT.

Kon ATX: LO4AA34.

®apmako/oruyecKue CBoHcTBa

Dapmakoounamuxka

Mexanusm oeticmeus

Anemty3ymad — 9310 rymaHusupoBanHoe IgGl kannma  MOHOK/IOHANBHOE — @HTUTENO K
raukonporenHam  CDS52 ¢ monekynsipHoit  maccoii 21-28 k/la. IlpousBoaurcss 10 TEXHONIOTMH
pekomOunanTHoii JIHK ¢ ucnonb3oBaHueM cycrneH3MOHHON KyJIbTYpPbl KJIETOK SMYHKMKA KHTAHCKOro

xomsiuka. Anemty3ymab npezactasisier coboit uenoseueckuit IgG1 (BapuabesibHble ¥ KOHCTAHTHBIE
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y4acTKM Karmna Lenu) ¢ y4acTKaMu, ONpeAestOlMMKU KOMIJIEMEHTAPHOCTb, MOJyYCHHBIMH OT
MOHOKJIOHAJIbHBIX aHTUTEJ MbILIM (KpbIChbl). MoseKyIsipHas Macca aHTUTEIa COCTABJISIET MPUMEPHO
150 k/la.
Anemty3ymab cBs3biBaeTcsi ¢ ramkonporeMHamu CDS2, KoTopble NPUCYTCTBYIOT B OOJIBIIMX
KosinyecTBax Ha nosepxHoct B- u T-numdouutoB, u B Oojee HU3KMX KOJNMYECTBAX — HA
MOBEPXHOCTH €CTECTBEHHBIX KJIETOK-KUJIJIEPOB, MOHOLMTOB M Makpodaros. Ha nosepxHoctu
HEUTPO(PUIIOB, TMIA3MATHUECKUX KJIETOK M CTBOJIOBBIX KJIETOK KOCTHOrO MO3ra IJIMKOTPOTEHUHbI
CD52 He onpeaenstoTes WK OnpeaeNstoTes B HeOoIbIIMX KonudecTBax. [leficTBue anemtysymaba
peanu3yercsi MyTeM aHTMTEeN0-3aBUCMMOIO LMTOJIM3a M KOMILJIEMEHT-0MOCPEI0BAHHOIO JIM3Huca,
KOTOpbIE Pa3BMBAIOTCS MOC/IE CBsi3bIBaHUS anemTy3ymaba ¢ B- u T-numdouuramu.
TouHbIl MEXaHU3M JIeMCTBUS aneMTy3ymada Nnpu pacCesHHOM CKJIEpO3€ /10 KOHLA HE W3YyueH, HO,
MPEANOI0KUTENLHO, MOKET OBbITh CBSI3aH ¢ MMMYHOMOLYJIUPYIOWUM 3G PEKTOM M0CIe HCTOLIEHHS
NonyJsiiMy JMMQOLIMTOB U UX MOCEIYIOLEH penonyisluu, BKIoYas:

® M3MEHEHHE KOJIMYECTBA, MPOLEHTHOTO COOTHOIIEHUSI U CBOHCTB HEKOTOPBIX CyOMNOMmy isui

JAUM(DOLIMTOB MOCIIE JICUEHUS,

e yBeJIMUEHHE KOJMYecTBa cybnonysuuii peryastopuslx T-mumdouuros,

e yBenuueHue konuuectsa T- v B-numdouutos namsry,

®  TPAaH3UTOPHOE BJIMSHUE HA BPOXKACHHYIO HMMYHHYIO CHCTEMY (Hanpumep, Ha HeHTpoHuIIbl,

Makpodaru u ecTeCTBEHHbIE KJIETKU-KUIJIEPHI).

Cumkenne npenaparom Jlemtpana® konnuectsa umpkynupyroumx B- u T-niumdouutoB u ux
noc/eayroas pernomnyJisiiidsi YMEHbIIAeT BEPOATHOCTh 00OCTPEHMUS PACCESIHHOIO CKIIEpO3a, 4To, B
KOHEUHOM cueTe, 3aMeJIsSeT MPporpeccupoBaHue 3a001eBaHus.
Dapmaroounamuyeckue ¢)gpexmol
IMpenapar JlemTpana® cHUkKaeT KOIMUYECTBO UMPKYJIUPYIOMX B- n T-1umMoLUTOB Nocie Kakaoro
Kypca JieueHHsi ¢ HAUMEHbLIMMHU HA0JII0JaBLIMMKCS 3HAUYEHUAMHU MX KOJIMUYECTBA Yepe3 Mecsll nocie
kypca Jseuenus. Co BpeMeHeM TNOMyJsAUMs JAUMQPOLMTOB BOCCTAHABIMBACTCS, TPU ITOM
BOCCTAHOBJIEHHE TIONysuMK B-KkieTok oObluHO 3aBepiuaercs B TeueHue 6 mecsaues. Konnuectso
numpouuros ¢ skcnpeccueir CD3+ u CD4+ ypenuuuBaercs 10 HOPMbI rOpasiao MeEAJCHHee U
00BbIYHO HE BOCCTAHABIMBAETCS JIO MCXOAHBIX 3HA4eHUH K 12 Mecsly mocje JICUeHHs.
[TpubnnsutensHo y 40 % nauneHToB ob1iee KOIMYeCTBO JMM(OLMTOB JOCTUIaN0 HHKHEN rPaHHMLIbl

HOPMBbI uepe3 6 MeCslEeB Mocjie KakIoro Kypea jedeHus, a npubausurenso y 80 % nauueHToB
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ob1iee KoJM4YecTBO NMMQOLMTOB JOCTHran0o HWKHEH rpaHullbl HOPMBI uepe3 12 mecsueB mocie
Ka)kJI0ro Kypca JeueHusl.

Ha nelTpoduiibl, MOHOLUTBI, 303UHOM b, 6a30(pUIbI U €CTECTBEHHBIE KIETKH-KUIJIEpPBI Npenapart
JlemTpana® oka3bIBaeT TOJILKO KpaTKOBPEMEHHOE BO3EHCTBHE.

Brusinue na ghepmunvHocme y MysHcun

JlaHuble HE0OJBIIONW BHIOOPKK MALMEHTOB MYKCKOIO [0Jia, NPUHUMABLIMX y4yacTHE B JBYX
kinHuueckux uccnepoanusax I ¢azer (N=13), CBUAETENBCTBYIOT O TOM, UTO JICUCHHE
anemMTy3ymMaboM He OKa3bIBaeT HEeKENaTeIbHOrO BAMAHHMS HAa KQUeCTBO CIIEPMbI, €€ KOJIMUECTBO UJIH
MOABHKHOCTb CIIEPMATO30M/10B.

Knunuuecxas 2¢hchexkmusnocms u 6e30nacHocmsy

BesonacHocts u  sddexTnBHOCT Tpenapata JlemTpasa® oueHMBAIMCh Yy  MALMEHTOB C
peMUTTUpYIOIMM paccesiHHbIM  ckiepo3oM (PPC) B 3-X paHI10MM3MPOBaHHBIX KIMHUYECKUX
MCCIEI0BAHUAX C aKTUBHBLIM MPENapaToM CpaBHEHUs U C COKPbITHEM BbIOOpa METO/a JIeYEHHs OT
OLIEHMBAIOLIETO PE3yJIbTAaT ClelUainucTa U OAHOM HE KOHTPOJIMPYEMOM AKTHMBHBIM Mpernaparom
MPOJOJDKEHUH  KJIMHMYECKOr0 HMCCIIeIOBAaHUSI C COKPbITUEM BbIOOpa METOJa JIEYEHHUs OT
OLIEHUBAIOLIETO pe3yJIbTaT ClEeLUAIUCTA.

Tsorcecmv obocmpenui

Kpome BiusiHMs Ha yacTtoTy OOOCTpEHMH, JOMOJHMUTENbHBIA aHaau3, NMPOBEACHHBIM B pamKax
uccaenoBanus 3 dassl (CAMMS323), nokasan, 4ro, MO CPaBHEHHUIO C  MCIOJIb30BAHUEM
unrepdepona Gera-la (M®H6Gera-1a), npumenenne npenapara Jlemrpaga® B n03e 12 Mr B cyTKH
MPUBOIMIIO K 3HAUMMOMY CHHWIKEHHIO YKMCJIa TMALUEHTOB C THKEIbIMH 000CTPEHUAMH (CHHIKEHHE Ha
61 %, p=0,0056), a TakxKe K 3HAYMMOMY CHWIKEHMIO YMCIa 000CTpeHUH, TpeOyIOIMX Ha3HAYEHHUSI
FIIIOKOKOPTHKOCTEpOou 0B (cHMkeHHne Ha 58 %, p<0,0001).

Tloomeepoicoennoe ymenvutenue uHeaNUOU3AyUU

CoxpaHeHue Ha NpOoTsHKeHUH 6 MecsilieB yMeHblIeHus 6annos no wkaine EDSS, no menbLieii mepe,
Ha | OGann npu ucxoaHoMm Oamie >2 pacUEHMBANOCh KaK TOATBEPIKIAEHHOE YMEHbIICHUE
uHBanuau3annu. [ToaTBepkaeHHOe yMeHbLICHUE MHBAIMAM3ALMK ABISAETCS MEPOH yCTOMYMBOrO
yJIyullleHUs ¢ TOYKM 3peHWs MHBaIuaM3aunu. B pamkax mccienoBanus 3 (asbl 5TOro nokasaresns
pocturin 29 % nauMeHToB, moiyyaBmuxX mnpenapat Jlemtpana®, u auwb 13 % nauMeHtos,
nonyuapunx MOHGera-1a noakoxHo. Paznuuue 6110 cTatucTuyeckn 3HaunMbiM (p=0,0002).
Hannvie 0on20cpounoo ucciedosanus no sgghexmuernocmu

B NPpOAOJIKEHHOM HMCCJIEAOBAHUU ObLIN MMOJIy4Y€Hbl JaHHBIC IO 3(1)(1)CKTI/1BHOCTI/I Cpe€au MaurueHTOB,
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HaOOIaBIIMXCA 10 6 JeT Mocie BKJuYeHus B uccienoanus 3 dasel. B npopomkeHHoe
uccinenosanue 4 powan 91,8 % nauweHToB, nonyyaBmux npenapat Jlemtpana® B nose 12 mMr B
ncenenopanusix CARE-MS [ u CARE-MS-IL

AGCONIOTHOE CHMIKEHHE CcpeaHeroaoBoi yactorsl oboctpenuit (CHO) y mauueHTOB, W3HAYaIbHO
nosyuapinx npenapar Jlemrpana®, octasanoch HU3KHUM Ha MPOTSKEHUH BCETO MCCEI0BAHHS, MPH
3TOM COXPAHSJICS BBICOKHI MPOLEHT MAlUEHTOB, Y KOTOPBIX HE ObLI0 000CTpeHUi B TEUCHHE BCEX
netr HabmopeHus. VY OOJBLIMHCTBA  MAlMEHTOB HE  HAOMOAAnoch  MOATBEPHKIACHHOTO
nporpeccupoBanusi  MHBaAMAM3auuu. Cpeanue nokasarend  CTENEHW  MHBAIMIM3ALMM  Ha
MPOTSKEHUH BCEro HaO/MoeHusT ObliM CTaOMIBHBIMM WIM  yjlydluuiuch. Yepes 6 ner mnocne
nepBoro neuenus npenaparom Jlemrpana® 32,7 % u 42,5 % nauuentos u3 uccnenopanuii CARE-
MS I u CARE-MS-II, cOOTBETCTBEHHO, JOCTUIIIHU MOATBEPIKAEHHOTO YMEHbIICHUS HHBATUAU3ALUH.
[TaluenThl Takke MNpOAOIKAIM JEMOHCTPUPOBATH HM3KME PUCKH 00pa3oBaHus HOBbIX T2 wiu
KOHTpAacTUpyeMbIX rajonuHueM ouvaroB Ha MPT. O6wvem ouaros T2 ocraBajcs MEHbIIMM B
TeueHWe BCero rmnepuojaa HaOMOJAEHUS, YeM 10  [EpBOHAYaJbHOro JI€YEHHUS TMpernapaTom
Jlemtpana® (cpeanee npoueHTHOE M3MeHeHHe Ha 6-if roa coctapsio -8,5 u -0,1 11s ucenenoBanus
1 ¥ 2, COOTBETCTBEHHO), TOJILKO € HEDONBIIMMHM KOJeOaHUAMM B pasHble Trojbl HaOJIIOJACHHS.
Menana €KeroJHOro MpOLEHTHOr0 W3MeHeHHUs (YMEHBIUEHUsS) MapeHXUMaTo3HOH (pakumuu
roJOBHOrO Mo3ra Oblla HW)KE B TEYeHHWE Mepuojaa MNpOJOIKEHHOrO WCCIe]0BaHKs, 4YeM B
npeabAyIMX uccnenoBanuax 3 ¢dasbl. IlpumepHo nonosuna (51,2 %) naumeHToB, KOTOpbIE
repBoHayanbHO mojiyunu npenapar Jlemtpana® B no3e 12 mr/cytku B nccaenopanmsix CARE-MS 1
1 CARE-MS-II, u xotopbie ObUIM BKIIOYEHBI B MPOAODKEHHOE MCClI€0BAaHKWE, MOTYUYMIH TOJIBKO
HauasbHbIe 2 Kypca JedeHns npernaparom JlemTpana® u HUKaKOro Apyroro jeueHus 3a00JeBaHus B
TeueHue 6 et HabMoAeHu .

DTH pe3ybTaThl JEMOHCTPUPYIOT CTAOMIbHYI0 2P HEKTUBHOCTH Npenapara Jlemtpana® B cHuKeHUM
puCKa pa3sBUTHs OOOCTPEHMsi pAcCesiHHOro CK/iepo3a, [0JaBjeHMM 00pasoBaHHsi O4aros
paccesHHOTO CKJIepO3a, 3aMe/ICHUH MOTepH 00beMa roJI0BHOrO Mo3ra (aTpoduu roJOBHOrO MO3ra)
¥ MPOrpeCCUPOBAHUS MHBATUAN3ALIMHK [IPH OTCYTCTBUU HEMPEPLIBHOTO JICUCHUS.

JlononnumenvHoe nevenue 6 ciyyae Heobxooumocmu

B OTKpBITOM MpPOJOIKEHUH KIMHUUYECKMX HMCCIIEI0OBAHUI npenapara Jlemtpana® HekoTopbie
MaLUeHTbl «B Cjlydyae HeoOXOAMMOCTHY» (MpPH JOKYMEHTAJIbHOM MOATBEPHKAEHUH BO30OHOBJICHHS
AKTMBHOCTM PACCESHHOTO CKIJIEp03a) Mojydyanud JOMOJHMUTENbHbIE [03bl npenapara. B pamkax

JOTOJHUTEBHBIX KypcoB npenapat Jlemtpana® B 103e 12 Mr B CyTKH BBOAMIIM Ha NMPOTSKEHHH 3
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JHel noapsa (cymmapHas 103a 36 Mr), Mo MeHbluei Mepe, yepes 12 Mecsaues nocjie npeblaymero
Kypca seuenus. [lonb3a W puckm >2 KypcoB JieYeHMs [0 KOHLA HE YCTaHOBIEHbI, OJHAKO
MOJIyYeHHBIE Pe3yJIbTaThl MO3BOJSAIOT MPEANON0KUTE, YTO JOMOJHUTEIbHbIE KypChl Teparuu He
MpUBEIM K M3MeHeHHo mnpoduis Oe3onacHOCTU. JIOMONHUTENbHBIE KypChl TEpanuu JI0JKHbI
MPOBOJMTHLCS HE paHee, YyeM uepe3 12 mecsieB nocie npeiblayliero Kypcea.

B pamkax mnpoposkeHHoro wuccinenoBanus 40 % nauMeHTOB, MEPBOHAYAILHO TMOJyYaBLIMX
npenapat Jlemtpana® B noze 12 mr/cyt B uccneposannu CARE-MS I unu CARE-MS-II, nonyuyanu
JIOTNOJTHUTENIbHBIE KYPChl B CBSI3U C MOATBEPKACHHBIMU JOKYMEHTAIBHO MOKA3aTENAMH aKTHBHOCTH
paccesiHHOro ckieposa (oboctpenue w/unn MPT- usmeHenus) npu pelieHWd Jieyallero Bpaya o
BO306HOBIeHUH  siedenns. JlonomuutenbHblii(bie) Kypce(bl) npenapata Jlemrpana® nazHauanu 1o
12 Mr/cyTku B TeueHue 3 mocieoBaTenbHbIX JHel (o0mas f103a 36 Mr), o MeHbLIEH Mepe, uepes
12 mMecsiLeB nocie npeablyLero Kypca je4eHus.

OTH JaHHbIE TMOKAa3bIBAIOT, YTO MAlMEHTbl € OOOCTPEHUEM pACCESHHOIO CKiiepo3a Iocje
Mpe/bIAyIIero Kypea jeuenus npenaparoM Jlemrpana® MOryT 10CTHYb KIMHAYECKOrO YIyUIIeHHUs
no kauHudeckum ¥ MPT-nokasarensiM (CHW)KEHHWE 4acTOThbl OOOCTpEHMIH B IepecueTe Ha roj,
YMEHBILIEHHE KOJMYECTBA W pa3MEpOB 0YaroB W crabuaM3auMs WM CHH)KEHWE CTEleHH
MHBAJIMM3ALIAN) TTOCITE JOTNOTHUTE bHBIX KYPCOB Jieuenus npenapatom Jlemrpana®
[IpeumyiiecTBa ¥ PHUCKH, CBsi3aHHbIe ¢ 5 WM Oosee KypcamMu JieueHHs, He ObUIM MOJHOCTBIO
YCTAHOBIIEHBI, HO Pe3yJIbTaThl CBUACTENLCTBYIOT O TOM, YTO NMpoduib 6€30NaCHOCTH HE MEHAETCS C
JIOTNOJIHUTEIbHBIMU KypcaMu. B ciyyae HeoOXOAMMOCTH TMPOBEAEHHUS JONOJHUTENILHBIX KypCOB
JIeYEeHHs1, UX HeoOXOJMMO MPOBOJUTH, M0 MEeHbLUEH mepe, yepe3 12 mecsleB nocjie npeabiayero
Kypca.

DapmMaKkoKuHemuKa

dapMaKOKMHETHKY alemMTy3ymada OLIeHHWBAJIW B HWCCIEJOBAaHMM C yuyacTHeM 216 nauueHtoB ¢
PEMUTTHPYIOIIMM PACCESHHBIM CKJIEPO30M, MOJy4aBLUINX BHYTPUBEHHblE MHQY3MM Npenapara B
n03ax 12 Mr unu 24 Mr B CyTKW B TeueHHe S5 JHEH Moapsj, a 3aTeM — B TE€UeHWe 3 JHeH Moapsa
uepes 12 MecsileB mocie HavyanbHOro Kypca tepanuu. KoHuentpauus anemrysymada B CbIBOPOTKE
KPOBM B MpejeNax OJHOro Kypca JieueHHsi BO3pacTajia Mocie BBEJCHMS KakI0H Mocieyrouiei
103bl, a MakcumanbHas KoHueHTpauus (Cmax) AOCTHranach rocsie nocieiHeil mHpysuum Kypca.
Bgenenue npenapara B 03¢ 12 MI B CyTKH MO3BOJISUIO 10CTHYb 3HaYeHUE Cmax, paBHoe 3014 Hr/mi,
Ha 5 CYTKM Ha4yaJbHOTO Kypca JjieueHus 1 2276 Hr/mi — Ha 3 CyTKHM BTOporo Kypca jeuenus. [lepuoa

MMOJTYBBIBECICHWUS COCTaBJIAJI ﬂpl/l6ﬂl/l3l/lTeJ'[bH0 2 JHS U €ro 3Ha4YeHHusA CyHmECTBEHHO HE pa3/invyaiucChb
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B XOJI€ HAUaJbHOTO M MOCJEAYIOIIEro KypcoB Teparnuu; KOHLEHTpPAllMKH B CbIBOPOTKE KPOBU B
teyenue mnpubaM3MTensHO 30 JHEH mociae KakA0ro Kypca JieueHds ObLIM  HU3KMMH MM
Heornpe/e/IIeMbIMHU.
Anemty3ymab - 0esoK, MpearnosaraeMeiM [MyTeM MeTabojM3Ma KOTOpOro sBisSeTcs pacnaj Ha
HeOOoIbIlINe MENTUABl M OT/JE/bHbIE aMUHOKUCIIOTHI MO ACHCTBMEM IIMPOKO PacnpoCTpaHEHHbIX
npoteonutHueckux  depmentos.  Kiaccuuecknme — uccienoBanus — GuoTpaHcdopmanuu - He
MPOBO/IUIIUCH.
dapMakoKMHETHKA Mpenapara He wu3ydajaach y MalMEHTOB B BO3pacte 55 JeT M cTaplie.
[MonynsumonHas papMakokuHeTHka npenapara Jlemtpaaa® sydine Bcero OnmchiBaeTcs JTMHEHHOM,
JBYXKaMepHO# Mojenblo. CHCTEMHBIH KIMPEHC CHMKAeTCs C  KOJMYECTBOM JIMM(OLUTOB
esecTBre notepn CD52 anTvrena Ha nepudepun, 0JHAKO €ro CHHKeHHe oT Kypea | 10 Kypca 2
6b110 MeHee 20 %. LlentpanbHblii 00beM pacnpejeneHus Obll MPOMNOPIMOHATIEH Macce Tena U
npubvKancs K 00bemMy BHEKIETOUHOH xkuakoctu (14,1 1), 4To noATBEpikKIaLT NPEUMYLIECTBEHHOE
pacrnipejenenie anemMTy3ymaba B KpOBH M MHTEPCTHLMANbHOM npoctpanctse. He nabironanoch
BJIMSAHMS BO3PACTA, PACOBOI MPMHA/IEKHOCTH WK M0J1a Ha papMaKOKMHETHKY aneMTy3ymada.
IMoxa3aHusi K NIPUMEHEHHI0
[penapar Jlemtpana® nokasaH B KauecTBe [penapara, W3MEHSIOLIEr0 TEYEHME PacCesIHHOro
CK/Iepo3a, /11 MOHOTEPANMH BBICOKOAKTHBHOIO PeMUTTUPYOLIEro paccesHHoro ckiueposa (PPC) y
CNEJIYIOLIMX TPYTI B3pOC/bIX MALUEHTOB:
® MAlMEHTHI, Y KOTOPBIX COXPAHSETCS BBICOKAS aKTMBHOCTh TEUEHHs 3a00JI€BaHMs, HECMOTPS
Ha MPOBEJIEHHUE MOJHOrO M aJEKBAaTHOIO Kypca JIieHeHUs KaK MUHUMYM OJIHMM Npernaparom,
M3MEHSIOLIMM TeUEHHE PACCESIHHOTO CKJIepO3a, Hilu
® [ALMEHTH ¢ OBICTPOMPOrpecCUPYIOUM (arpecCHBHBIM) PEMUTTHPYIOLIUM PacCesHHbIM
CKJIEpPO30M (T.e. nepeHeciuue 2 1 Gosee HHBATHANZUPYIOLLKMX 000CTPEHHUS B TEUCHHE roj1a
u umerote | unn 6osee KOHTPACTHPYEMbIX Fa0JIMHUEM O4aroB Mo JIaHHbIM MarHUTHO-
pesoHaHcHoi Tomorpapuu (MPT) ronoBHoro mosra b0 3HaUMTE/NbHOE yBEIMUYEHHE
o6bema nopakeHus B pexkume T2 1o CpaBHEHHIO C Pe3yabTaTaMu MOC/EAHEH POBEACHHOM
MPT).
I[IporuBonokaszanus
o [loBbllieHHAs YyBCTBUTENBLHOCTH K  anemMTy3ymaly MIM K  Kakomy-nubo — u3
BCIOMOTraTe/IbHbIX BELIECTB Mpernapara.

e BUY-undekuus.
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o TsuKenble akTUBHbIE MHPEKIIMOHHbIE 3a001€BaHMs 10 UX MOJHOIO pa3peLIeHusl.

e HekoHTponupyemas apTepuaibHas TMIEPTEH3HS.

o Jluccekuus (pacciaoeHue) uepBrkoledanbHbIX apTepuil B aHaMHE3e.

e UucynbT B aHamHese.

e CreHokapaus WM MH(GAPKT MUOKap/1a B aHaMHE3e.

e Koarynonarus  wid  CONYTCTBYIOLUEE  MPUMEHEHME  AHTUTPOMOOLMTAPHON WK

AQHTUKOATrYJISIHTHOW Tepanuiu.
e Jlpyrue conyTCTBYIOLIME ayTOMMMYHHbIE 3a00/1€BaHus (TOMMMO PacCesHHOrO CKIepo3a).
e Bospact 10 18 ner (6e3onacHocTh M 3(PPEKTUBHOCTH Mpenapara He yCTaHOBJIEHbI) (CM. B
pazzaene «Cnocod npuMeHeHus U 103bI» noapasaen «Jlern»).

OrpaHuyeHus Mo MPUMEHEHHUIO npenapara rnpu 6epeMeHHOCTH NpuBe/ieHbl B pasjene «lIpumenenue
npu OEpEeMEHHOCTH U B NEPUOJ TPYAHOTO BCKAPMIIMBAHHUAY.
C 0CTOPOKHOCTBHIO
[pumenenne npenapara Jlemtpana® He pekomeHayercs Juls MAUWEHTOB C HEAKTHBHBIM
3a00JIeBaHMEM WJIHM Y MALIMEHTOB CO CTaOMUJIbHBIM TeUueHHEM 3a00s1eBaHUs Ha (JOHE Teparnuu.
Ha doue neuenns npenaparom Jlemtpaaa® moryT oGpa3oBbIBATHCA ayTOAHTUTENA, YTO MOXKET
MPUBECTH K Pa3BUTHIO ayTOMMMYHHbIX 3a00/1eBaHUii, BK/ItOUas 3a001€BaHKs LLIMTOBHU/IHOM XKeJe3bl,
MMMYHHYIO TpoMOoumuTonennueckyto nypnypy (MTIT) uau, peako, Hedponatuio (Hanpumep, aHTH-
['BM Gosesnb [rnomepysionedpur, 00yCIOBICHHbBIH aHTUTENaMU K TJIOMepyJspHOi Oa3anbHOM
memOpane]) (cMm. pazaen «Ocolble ykazaHus»).
CrneyeT cofmoaaTh 0CTOPOKHOCTL NPH NpUMeHeHuu npenapara Jlemrpana® y HocuTesneii BUPYCoB
renaruta B (BI'-B) u/unu remarura C (BI'-C), mocko/ibKy €cTb PUCK peaKkTHBALMW BUpycCa M
pa3BUTHS HEOOPATUMOM NEeUEHOUHO HEI0CTaTOYHOCTH Y NALIMEHTOB 9TON FPYMIbL.
CrielyeT ¢ OCTOPOXKHOCTBIO HazHauaTh npenapat Jlemtpaaa® mauueHTam ¢ npeauecTBOBaBLIMMHU
W/MIT UMEIOLIIMMMUCS 3JI0Ka4eCTBEHHBIMH HOBOOOpa3oBaHusAMU (cM. pazjaen «Ocobble yKazaHus»).
IMpumeHenue npu 6epeMeHHOCTH H B IIEPHO/L IPYAHOI0 BCKAPMJIMBAHMS
JKenwyunvl ¢ 0emopoOHbIM NOMEHYUAIOM
[locne OKOHYAHMS KaXKJIOro W3 KypcoB Tepanmuu npenapatom JlemTpana®  KoHLeHTpauus
aneMTy3ymaba B ChIBOPOTKE KpPOBM Oblla HU3KOW WIIM HAaXOJMJIaCh HA HEONpPEE/sIEMOM YPOBHE
npubnusuresibHo B TedeHne 30 aHed. JKeHIIMHBI € JETOPOJAHBIM MOTEHLMAJIOM JIOJIKHbBI
HCTIONB30BATh HAAEKHBIE METO/bI KOHTPALENIMN BO BpeMs jeueHus npenapatom Jlemrpana® u B

TeueHue 4 MecsLeB Mocie Kaxa0ro Kypca JICUHCHUs.
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bepemennocmo

He npoBoansioch aieKBaTHBIX M XOPOLIO KOHTPOJIMPYEMbIX UCCIICI0BAHUI MPUMEHEHUs npernapara
Jlemtpana® y GepemeHHbIX KeHiuuH. JlaHHbIE O NPUMEHEHUH Mpenapara Jlemtpana® ans nevenus
GepeMeHHbIX JKEHIMH C PacCesiHHBIM CKJIepo3oM orpanuyensl. [lpenapar Jlemtpana® MoskHO
MPUMEHATH BO BpeMsi OEpeMEHHOCTH, TOJIbKO €CJIM MpejrnonaraemMas rosib3a [peBbllacT
MOTEHLMATBHBIM PUCK IS 11014,

M3BecTHO, YTO 4YeloBeuecKHit MMMyHOrioOyauH IgG mpoxoAauT uepe3 rulalleHTapHbli Gapbep;
anemMTy3yma® TaKKe MOXET TMpPOXOAMTb 4Yepe3 IJaleHTapHbli Oapbep, M, Cle0BaTelbHO,
MOTEHLMANBLHO MPEACTABASET PUCK s MiioAa. B ucciesoBaHMAX Ha KMBOTHBIX ObLIO BBISBICHO
TOKCHYECKOE JeHiCTBHE Ha penpoyKTHBHYIO (yHKuuio. HensBecTHo, crocobeH nu anemty3ymad
OKa3bIBaTh OTPULATENLHOE BO3JEHCTBUE HA TUIOJA NMPU €ro BBEJEHWM OEPEMEHHOM JKEHIIMHE WU
HEraTUBHO BJIMSThH HA PENPOAYKTUBHYIO (yHKIHIO.

3aboneBaHus UTOBU/HOM HKee3bl NPeACTaBIAIOT 0Co0bI pUCK Ui GepeMeHHbIX XeHIuH. [Ipu
OTCYTCTBMM JIEUEHMSI TUIOTHPEO3a BO BpeMsi OEPEeMEHHOCTH MMEETCs TMOBBILICHHBIH PHUCK
HEBBIHAIIMBAHUS OEPEMEHHOCTH M BO3JEICTBUSI HA TJIOJ, pe3yJbTaTaMM KOTOPOro MOryT ObITh
3a/iepiKka YMCTBEHHOTO Pa3BUTHS W KapiMKOBOCTb. Y OepeMEeHHbIX KEHUMH ¢ Au(dy3HbM
TOKCMYECKMM 3000M aHTHTela K peLenTopaMm TUPEOTPONMHOro rOpMOHA MOTYT MepeaaBaThCs
pa3BMBAIOLIEMYCs TUIOJY W BBI3BATH Pa3BUTHE TPAH3UTOPHOTO AMQQPY3HOro TOKCHYECKOro 300a y
HOBOPOKJEHHOT 0.

Ilepuoo epyono2o éckapmauéanus

AnemMTy3ymab (npu ero BBeaeHuH B 103¢ 10 MI/Kr B TeueHHe 5 NOC/eyoluX AHel nocjie poios)
Obl1 OOHAPYIKEH B MOJIOKE JIAKTUPYIOLLMX MbIILEH U Y UX IETEHBILICH.

HensBecTHO, NMPOHMKAET 1M anemMry3ymad B IpyJAHOE MOJIOKO y uesnoBeka. OIHAKO Heb3st
MCKJIIOUNTh HaJMyMe pucka Juisi peGeHKa, MoJjydaroliero rpyaHoe Monoko. Takum obGpasom,
rpyHOE BCKApMIIMBAHUE JO/KHO OBITh MPEKPAIIEHO Ha MPOTSHKEHUH KaXA0ro Kypca JeueHHs
npenaparom Jlemtpana®, a Takke B TeueHne 4 MeCsLEB MOC/e NPOBEEHUs Nocue el nHdysnun B
pamkax Jo6oro kypca sedenus. Ilpy sTomM mosb3a OT mepeiayd UMMYHMTETa 4epe3 rpyaHoe
MOJIOKO MOJKeT TMPEBOCXOAMTh PUCKHM OT BO3MOJKHOrO TMOMNajaHus anemTy3ymaba B OpraHusm
peOeHkKa.

Brusinue na ¢hepmunvrnocmo

JlocTOBEpHbIE JaHHbIE 10 KJIMHUYECKOH 0e30macHOCTH, Kacaroluecs BIMAHUS Tpenapara

Jlemtpaga® ma penpoaykTuBHYO (QYHKUMIO, OTCYTCTBYIOT. B pamkax 2-X [OTOJHHTENbHBIX
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MCCNe0BaHMiA ¢ yuacTeM 13 My)KYuH, MOJTyYaBLINX aneMTy3ymad (B 1o3ax 12 mr unu 24 mr), He
OBbLIO TIOJYy4YEHO HHMKAKUX TOATBEPIKACHUH pa3sBUTHUS aclepMMH, a300CMEPMUM, YCTOMYHUBOIO
CHMKEHHMs KOJMYECTBAa CMEPMATO30M/I0B, HApYLIEHWI MOABMKHOCTH WM YBEJIMYEHHUs uucia
MOP(OTOrHUECKUX U3MEHEHHUH CIIEPMATO30M/I0B.

MsBectHO, uto petentopbl CDS52 npucyTCTBYIOT B TKaHAX PENpPOAYKTUBHBIX OpPraHOB 4ejoBeKa U
rpeI3yHoB. JlaHHBIe, MONy4YeHHbIE B UCCIE0BaHUAX HA KMBOTHBIX, BBIIBUJIN HAJIWYUE BIMUSHUS Ha
PENpoOAyKTUBHYIO (YHKLMIO y TIyMaHW3MPOBAHHBIX MBbIIIEH, OJHAKO HMEIOLIMECs JaHHbIE He
MO3BOJSIOT CYJMTh O TOM, BIMSET /M MpuMeHeHMe mpenapata JlemTpaaa® Ha penposyKTHBHYIO
(YHKIMIO YeloBeKa.

Cnoco0 npuMeHeHHsI H 103bl

Jleuenue npenapatom JlemTtpaga® ciesyer HauMHaTh W MPOBOAMTH TONBKO IO KOHTPOJEM
HEBPOJIOra, UMEIOILIEr0 OMBIT JICUEHUS MALMEHTOB C PACCESHHBIM CKJIEPO30M, MPH JOCTYMHOCTH
CreLManucToB W 00OpYA0BaHMUS JJIsi CBOEBPEMEHHON [JMAarHOCTMKHM M JICYEHHUs HEXeIaTe/IbHbIX
peakiuii, O0COOEHHO MIIEMMM MHOKapjaa, MH(apkTa MHOKapaa, UepedpOBACKYJISAPHbIX
HeKeslaTe IbHBIX PeaKiMid, ayTOMMMYHHBIX peakuuid U MHPEeKLUM.

JleueHue JI0DKHO MPOBOAMTHCS B YCJIOBUSIX JIOCTYNa K CPeACTBAM /sl KYNHMPOBAHUS CHHApOMA
BbICBOOOMK/EHMS LIMTOKMHOB, pPeaKiMii TMIEepUyBCTBUTENLHOCTH W (MiIM) aHa(UIAKTHYECKUX
peakuui.

[TalMeHTsl 10/OKHBI ObITH MPOMH(POPMUPOBAHBI O PUCKAX, CBSA3AHHBIX € Tepanueil aaemMTy3ymadom,
a TaK)Ke 0 He0OXOAMMOCTH HAXOAUThLCA 101 HabJII0ICHHEM Bpaya B MEPUOJL JIeYeHUs U B TeueHue 48
MeCsILIEB MocJie nociae Heid HHPY3uu.

Peorcum 0osuposanius

PexomeH10BaHHas 103a anemMTy3ymada cocrasisieT 12 Mr B CyTKH B BUJIE BHYTPUBEHHOH MHY3HH.
[TpoBoasT JBa HAuyajbHBIX Kypca JICUEHHs, W, NMPU HEOOXOAMMOCTH, 10 JBYX JOMOJHUTEIbHbIX
KYPCOB.
Hauanvnoe nevenue cocmoum u3z 06yx Kypcos J1e4eHusl.
e nepBblii Kypc sieueHus: 12 Mr B CyTKH B TeueHue 5 aHeit noapaa (obwmas no3a — 60 mr);
e BTOpOIi Kypc sieuenus: 12 Mr B cyTKu B TedeHue 3 aHeil noapsaa (obwas no3a — 36 mr),
Ha3zHayaeTcs yepe3 12 mecsileB mocie nepBoro Kypea jeyeHus. bonee ainTenbHbIi nepepois

MeX 1y Kypcamu UH(DY3Uii He u3yuascs.
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Ipu neobxooumocmu Modicem HA3HA4amvcesi 00 06YX OONOIHUMENbHBLX KYPCOG 1eHeHUs.
e Tperuii 1 ueTBEpPTHIN Kypehl JiedeHus: mo 12 mr/cyT B Tedenue 3 aneii noapsaa (obuias no3a —
36 Mr), Ha3HAYalOTCs He paHee yeM uepe3 12 mecsaues nocie npe/biiyuero Kypea JeueHus.
[IponyieHHble 03Bl HE ClelyeT BBOJAUTbL B OJMH M TOT K€ JICHb C BBEJCHUEM 3arllaHMPOBAHHBIX
J103.

IIpemeouxayusi

[TauuenTam HeoOX0AMMO NMPOBOUTH MPEMEANKALIMIO KOPTUKOCTEPOUIAMH HEMOCPEICTBEHHO Nepe/
BBEJICHUEM TIpernapara Jlemtpana® B kaxable nepsbie 3 JAHS KaXA0ro Kypea jedeHus. B xone
KIMHUYECKUX MCC/Ie0BAHMI TMPEMEIMKALMIO MalMeHTaM MpoBoauan ¢ nomoupo 1000 mr
METHIINPEAHN30JI0HA, KOTOPBI BBOJUJIN B KaKAblH M3 NEPBBIX 3 JHEH KaXKI0ro Kypca JeueHus
npenaparom Jlemrpana®.

Kpome Toro, 10MoHUTENbHO, MOXKHO PacCMOTPETh BOMPOC O MpeMeAMKalMk aHTUTMCTaMUHHBIMU
W/WJIH 5KapOTIOHMIKAIOLLMMU CPEACTBAMHU Tepejl BBEIEHUEM Tpernapara Jlemrpana®

VY Bcex MalMEHTOB HEOOXOAMMO MPUMEHSThH TepopalibHble CPeACTBa Ul MPOGUIAKTUKH reprieca,
HauMHas MX NpPUMEHEHWE B MEepPBbIA J€Hb KaXJI0ro Kypca JIeueHMs M MpoJoJKas B TEUCHHE Kak
MHHMUMYM | Mecsila rnocie JieueHHus NpenapaTom Jlemtpana®. Ilpu npoBeneHHH KIMHUYECKHUX
MCCAeN0BaHUN MAaLMEHThl NpuHUManu auukioBup B jgoze 200 mr 2 pasa B CyTKM WJM €ro
JKBUBAJIEHT.

Ocobuvle 2pynnsvl NAYUEeHN o6

Tayuernmol nodcunoeo éoszpacma

B kiMHMYeCKMX WcclenoBaHuaX npenapata Jlemtpana® He yuacTBOBanM nauueHTsl crapuie 61
roga. He ycTaHOBIEHO Kakux-1uMGO pasiuuuii B peakuuu Ha JedeHHe MO CpaBHEHMIO ¢ Oosee
MOJIO/IBIMU MallUeHTaMM.

Iayuenmot ¢ noueyHo HeOOCMamMoOYHOCMbIO

[Ipumenenue npenapara JlemTpana® y nauueHToB ¢ HapylieHreM (yHKLUN NOYEK HE U3y4asnoch.
Ilayuenmol ¢ neyeHoYHOU HEOOCMAMOYHOCMbIO

[Ipumenenue npenapara Jlemtpana® y nauuenTos ¢ HapyleHneM (yHKLUHU NIEYEHN HE U3y4alioch.
Jlemu

be3zonacHocTh ¥ 3(PEKTUBHOCTH MPUMEHEHMs Mpernapara Jlemtpana® y naeteil ¢ paccesHHbIM
cknepo3om Miazuie 18 et He ycraHoBieHa. HeT naHHBIX O NpUMEHeHMH anemMTy3ymaba y aereit

maaziie 10 et aas JedeHus paccessHHOTO CKJIepo3a.
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Cnocob npumenenus

Cozepkumoe (hiakoHa repe]i BBEASHUEM CJEAYeT BHU3YalbHO MPOBEPUTH HA HAJMuYMe TBEPIbIX
yacTULL M M3MeHeHue 1Bera. He ucrmonb3oBaTh npenapar B clyyae Halu4yus B KOHLEHTpare
BM/IMMBIX YACTHIL UJIM U3MEHEHHUS LBETA.

He BcTpsixuBath ¢iakoH rnepej UCrnoib30BaHUEM.

JUisi BHYTPMBEHHOTO BBeZeHHs cieayeT HadpaTh 1,2 M KOHLEHTpaTa u3 (hlakoHa B CTEPUIbHbINA
LINpULL, coboaas npasuia acentuku. Beectn HabpanHblil koHueHTpar B 100 M1 pactBopa Hatpus
xnopuaa 9 mr/ma (0,9 %) mns uHdy3uii uan pactBopa rimokossl (5 %) ana undysui. Henbss
pa3sBOAMTH JAHHBIN JIEKAPCTBEHHbIH MNpenapar ApyruMHu pacTBopamu. OCTOPOXKHO MEpeBEPHYTH
€MKOCTb JUIs lIepeMeLlIMBaH|sl pacTBOpA.

Ipenapar Jlemtpana® He COJEPKMT aAHTUMUKPOOHBIX KOHCEPBAHTOB M, CJIEOBATENBHO,
HEe00X0IMMO cO0JII0IaTh MEPhI MPEJ0CTOPOIKHOCTH, YTOOBI COXPAHUTH MPUTOTOBIIEHHBIH pacTBOp B
CTEPUIILHOM COCTOsIHMHU. PexomeHnyercsi BBOAWTH pa3BeeHHbI npenapar HemeieHHo. Kax bl
(iakoH npeaHazHayeH TOJILKO JJ1si OJHOKPATHOIO MUCIOJb30BaHMS.

JI1060€e KOJMYECTBO HEHUCIOJIb30BAHHOTO JIEKAPCTBEHHOIO CPEACTBA MM OTXOJbl [0CJIE €ro
MCITOJIB30BaHKS JIOJDKHBI ObITh YTHJIM3UPOBAHbI B COOTBETCTBMM C MECTHBIMM HOPMaTHBHBIMH
TpeOOBaHUAMH.

JUIMTENBHOCTL BHYTPUBEHHOM HH(Y3uu cocraBisier npubausurensHo 4 yaca. Ecnu undysus
MJI0XO0 MEPEHOCUTCS MaMEHTOM, MOJKHO YMEHBIIUTh CKOPOCTh BBEECHHs Npenapara.

B ciyuae kpaiiHeii HEOOXOAMMOCTH JOMYyCKAeTCs XpaHEHWe roTOBOro /Ul PUMEHEHHs pacTBopa
B 3alIMILEHHOM OT cBeTa Mecte npu temrneparype 2 °— 8 °C He 6onee 8 uacos.

[ToGounoe aeiicTBue

Pe3ztome npouns bezonacnocmu

[1pu mpoBeeHNH COBOKYMHOTO aHanu3a GesonacHocT npenapara Jlemtpaaa® B BbIGOPKY ObLiM
BKoueHbl 1486 naupmentos ¢ PPC, nonyuasmmx npenapat Jlemtpana® (B no3ax 12 mMr uiu 24 mr) ¢
MeanaHoi Habmoaenus 6,1 ner (MakcumyM 12 j1eT), 4TO COOTBETCTBOBAIO 8635 mauMeHTO-rojam
HaOmoaeHUs 3a 0E30MacHOCTHI0 B paMKax KIMHHMYecKuX ucciaenoaHuil. Mcenenosanue 1w
uccaenoBaHue 2 TMpeACTaBisid coOOM IBYXJETHHE KOHTPOJIMPYEMbIE AKTHUBHBIM IpEnapaToM
CpaBHEHMsI WCCleIoBaHusi ¢ ydyacTheMm mauueHtoB ¢ PPC, KOTOpbIM NpOBOAMIM JIeueHHE

npenapatom Jlemtpana® B no3e 12 Mr/cyT B TedeHue 5 aHeil MoAps] B Hauajue MCCIENOBAHUA U B
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TeueHue 3 aHel noapsaa yepes 12 mecsies uccienoanus, 6o seoauan MOHGera-1a noakoxHo
(n/x) B n03e 44 MKr 3 pa3a B HEZEJIIO.

B uccnepopanuu 3 (CAMMS223) ouenuBanu Oe3onacHoCTb M 3(PQEeKTUBHOCTb Mpenapara
Jlemrpana® y naumentos ¢ PPC B Teuenue 3-x jer. B HEKOHTpPOJMpYeMOM (HE CPaBHHTENLHOM)
MPOJOJIKEHUH KIMHUYECKUX uccaenoBanuii (uccnenopanue 4) (CAMMS03409),  ouenuaics
JIMTENbHBIA meproa (4 pononHUTENbHBIX roja) OezonacHocTH W A(PPEKTMBHOCTH Mpenapara
Jlemtpana® y nauueHToB, yyacTByrolmMx B uccieaoBaHusx 1, 2 u 3. B cBasu ¢ yBenuueHuem
KOJIMUECTBA KypCOB JOCTYMHBI [aHHbIE, MOJyYEHHbIE Y MEHbLIEr0 YMC/a MalMEeHTOB, W MpH
KpaTKOCPOYHOM MEepHO/Ie MOCIEAYIOIEro Hab 0 1eHHs.

HaubGosnee BaKHbBIMU HeXKelaTelbHbIMU ObLIN: 3aboJieBaHMsl

peakKurusAMHU AYyTOMMMYHHBIC

(3aboneBaHMsi IIMTOBMIHOW OKene3bl, MMMYyHHas TpomOouuToneHuyeckas mnypnypa (MTII),
HedponaTH1 U LMTONEHNH ), MH(PY3UOHHBIE peakiui U HH(EKLIMOHHbIE 3a00/1eBaHKS.

Haubosee uacTeiMi HexenarelbHbIMM peakuusiMu (> 20 % nauueHToB) ObLIM Cblillb, I'OJOBHAs
00J1b, TIMXOpaJiKa U MHPEKLUH JbIXaTeIbHbIX MYTEH.

Tabauunoe pezrome HelceIameibHblX PeaKyull

HexenarenbHble peakluu, KOTOpbie BO3HUKAIU Yy > 0,5 % nauueHToB, pacrnpeieeHbl N0 CHCTEMHO-
opranneiM kiaccam (COK) cornacHo MeauuMHCKOMY CI0Bapro Jjis HOPMaTHBHO-IPABOBOK
nearensHoctH (MedDRA) v no tepmunam npeanouturenbHoro ynorpedaenus (TITY). Yacrora
OLIEHMBANACh COIJIACHO CIIEAYIOIMM YCIOBHBIM 0003Ha4eHUsiM: oueHb uacto (=1/10), wacto
(>1/100 u <1/10), neuacro (>1/1000 u < 1/100), peako (=1/10 000 u < 1/1000), yacrora Heu3BeCTHaA
(HEBO3MOXKHO OTpPEAEIUTh 10 MMEIOIIMMCS JIaHHBIM YacTOTY BCTPEYaEMOCTH HEXeNaTebHOM

peakiuu). BHyTpM Kaxa0#i rpynnbl 4acTOTbl BCTPEYAEMOCTH  HEXKENaTeJIbHbIC —PEeaKLUH

MpeACTaBJICHBI B MOPAAKE YMEHBUICHUS UX CEPLE3HOCTH.

Tabauua 1:
npenapat Jlemrpaga® B g03e 12 Mr B KJIMHHYECKHX HCC/Ie0OBAHUSX

HaO/oaBuIvecs Y MNAlHEHTOB, MOJY4YaBIIMX
1, 2, 3, 4 n

HexenareabHble peakuuu,

NOCTPErucTpaluHOHHbIX HaO0JII0IeHHSIX

Knacest n cucremnr | Ouenn wacto Yacro Heuacro Peaxo Yacrora HeH3BeCTHA
OpranoB
Undekunn u nusasun | Mndekunn sepxuux | Mubexuuu, BbI3BaHHblE | OHHXOMHKO3, Jlncrepuos/nuctepros
JIbIXaTENbHBIX Bupycom Herpes  zoster’, | THHTHBHT, MHKO3bI HbIH MEHHHIHUT,
nyTei, MHOeKUMH | HHpeKuuM HibKHK | KO¥H, TOHSWILINT, MH(EKINA, BbI3BAHHAS
. | OCTpbIii CHHYCHT, ) . .
MOUYEBBIBOIALLHX JIBIXATENIBHBIX nyTei, BUPYCOM  Druiteiina-
N LIEJUTIONIHT, .
nyTei, TACTPOIHTEPHT,  KAHIHIO3 | Lo Sapp
repnemqe]cxue T0JI0CTH PTa, | 1 Gepkynes,
HHpeKIHH BYJIbBOBArHHAIbHBI LUHTOMEraTOBHpY CHAS
KaHIMI03, TPHIM, YUIHBIE | o yg
HHpEKLHH, [MHEBMOHHUSI,
BaruHaJIbHbIE HHEKLHH,
uHdexHn 3y008
HosooOpa3zoBaHus [Tanunnoma koxH
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J100pOoKa’ECTBEHHBIE,
3/I0Ka4eCTBEHHbIE U
HeyTOYHEHHbIE

(BKJIIOYAsl  KHCTBI M
TOJTHIIBI)
Hapywenus co | Jlumdonenus, Jlumdanenonarus, [TaHuMTONEHHUS,
CTOpPOHbI ~ KPOBH M | JeiiKoneHus, HMMY HHast reMoJIMTHYecKas
auMaTHuecKon BKJTIOYAS! TpoMOoLIMTONEHHYecKast aHeMHsl,
CHCTEMBI HEHTPONEHHIO nyprypa, TPOMOOLIMTONEHHS, | MpHOOpeTeHHas
CHHIKEHHE remMaTokpuTa, | remoduiais A
00yC/OBJIEHHOE  aHEMHEid,
JIEHKOLIMTO3
Hapywenus co CHHAPOM BbICBOOOMKACHHS ['emoarouunt
CTOPOHBI HMMYHHO# LIHTOKHHOB¥, apHbIi
CHCTEMBI rHNepYyBCTBHTEILHOCT, AMMPOrHeTHO
BKJIIO4ast aHauIakcHio* —
Hapyuenus co | JAnddy3nbrii AyTOUMMYHHBIH THPEOHIUT,
CTOPOHBI TOKCHUeCKHiT 300, | BKJIIOYAsA MOAOCTPbIi
SHIOKPHHHO# TUNEPTHPEO3, THPEOHNT, 300,
.. — T0JIOXKHTENBHBIH TECT HA
AQHTUTHPEOHIHbIE AaHTHTEA
Meta6oau3m u CHuKEHHe anneTuTa
paccTpoiicTsa
NHTaHHUS
[cuxuyeckue Becconnuua*, tpesora,
paccTpoiicTsa Aenpeccus
Hapyieuus co I'onoBHas 6osb* ObocTpenHe paccesiHHOro Hapywenne Hucynbt
CTOPOHbI HEPBHOMH ckJeposa, 4yBCTBHUTEJBbHOCTH, (MuemnyeckHii "
CHCTEMBI rOJIOBOKpYKeHHE™, runepecTesms H)**
runecmfgx, napecTesus, ronosuaﬂ 6011; i s d
TpeMop, AHCreB3us ™, HanpsHKeHHs paccoenue
- (auccexuus)
LepBHKOLEhATbHBIX
aprepuii**
Hapywenus co KOHBIOHKTHBHT, Jlunnonus
CTOPOHBI opraHa IHIOKPHHHAsS
3peHHs oranbMOnaTHs, HEYETKOCTh
3peHus
Hapywenus co Bepturo YuiHas 6051
CTOPOHbI OpraHa
cllyXa M paBHOBECHs!
Hapywenus co Taxukapaus* Bpanukapaus*®, outyeHne OubpusLms Hiemust muokapaa**,
CTOpOHBI Cepaua cepaueOHenHs™ npezcepaui* HHpapKT MUOKapa**
Hapywenus co [Tpunusbr* ApTepHanbHas THIIOTEH3Hs *,
CTOPOHBI COCY/10B apTepHasibHas rUnepTeH3us™*
Hapyuenus co Opbitnka*, kauesnb, Hocooe | YyBCTBO CTECHEHHS B Jlerounoe
CTOPOHBI KPOBOTEUYEHHE, HKOTA, rioTke¥, paspakeHue AIbBEONIAPHOE
bIXaTe/bHOM opodapuHreanbHas 60b, TJI0TKH KpoBOTeueHHe**
CHCTEMBI,  OpraHoB SLIna
IPyZIHOH  KJIE€TKH H
CpeoCTeHHs
Hapywenus co TownoTta* bosb B kHMBOTE, pBOTA, 3arnop,
CTOPOHBI JKeJTy I04HO- Auapes, aMcrencus®, ractpodsodareanbHas
KHIIEYHOro TpaKTa CTOMATHT pedutokcHas 6one3Hb,
KPOBOTOYHBOCTH

JIECEH, CYXOCTb BO
pry, aucdarus,

ey 104HO-
KHLIEYHbIE
paccTpoiicTsa,
remMatoxe3us (KpoBb B
Kaje)

Hapyweuus co

[ToBbIlIeHHE aKTHBHOCTH

XO0NeUUCTHT, BKITIOYast

Ay TOMMMY HHBbIH

CTOPOHBI MEYEHH H acriaprataMHHOTpaHc(epassl | HEKaTbKyJe3HblH renaTuT, renaTuT.
JKEJTYEBBIBOIALIIMX (ACT), noBbilIeHHE XOJILMCTHT H OCTPbIH ACCOLMHPOBAHHBIH ¢
nyTei AKTUBHOCTH HEKalb! HBIH 7 2
Y Kydes BUpYycOM  DniuteiiHa-
alaHUHAMHHOTpaHC(epasbl XOJICLIUCTHT E
app
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(AJIT)
HapyeHus co Kpanusuuua*, Oputema*, KPOBOMOATEKH, Bonabipu, HO4Has
CTOPOHbI KOKH H chinb*, 3ya¥, aJIoNeLHs, TOBbILIEHHOE TNOT/JIHBOCTS,
MOJIKOYKHBIX TKaHeH reHepai30BaHHas MOTOOT/E/ICHHE, aKkHe, OTEYHOCTb JIHLIA,

chinp* MOpaKEHHE KOXKH, ICPMATHT | IK3ema

Hapywenus co Muasirus, MpliieyHas KocTHo-MbILLIeYHAst
CTOPOHBI CKEJIETHO- ciabocte, apTpairus, 601k B | CKOBaHHOCTB,
MBIILEYHOH U crivHe, 60J1b B KOHEYHOCTSX, | AHCKOM(OPT B
COEHHHUTENIBLHOM MBILLIEYHbIE Cra3Mbl, 60716 B KOHEUHOCTSIX
TKaHH 11ee, KOCTHO-MbIILIEYHbIE

6011
Hapywenus co ITpoTenHypHs, rematypus Hedponuntnas,
CTOPOHBI TOYEK U KEeTOHYpHSI,
MOUYEBBIBOASALLINX HedponaTHH, BKIIOYast
nyTe antu-I'bM Gosnesub
Hapywenus co Metopparusi, Heperysipusie | LlepBukanbhas
CTOPOHBI MOJIOBBIX MEHCTpYyaLHH JIMCIIIA3Us, aMeHopest
OpraHoB U MOJIOYHO#
XKese3bl
O6uue Hapyuwennsi 1 | Ilupekcus JluckomopT B rpyaHoi
HapyLIeHHs B MeCTe (noBbIlIEHHE kietke*, 6ob*,
BBEJICHHS TeMIepaTypbl nepuepHieckHii oTek,

Tena)*, ycranocts* |
03H00*

aCTEHHsl, FPUINONOI00H0e
COCTOsIHUE, 0OLIMI
nuckomdopT (4yBCTBO
obuiero Heaomoranus), 6071b
B MECTE BHY TPHBEHHOTO
BBE/ICHHS Mpenapara

JlaGopaTopHbie 1
MHCTPYMEHTAIbHbIE
JIaHHbIe

VYBenyeHne KOHLEHTpaLH1H
KpeaTHHWHA B KPOBH

CHMKEHHEe MacChl
Tesa, yBelHyeHHe
Macchl Tena,
CHHKEHHE KOJIMYeCcTBa
IPHUTPOLIMTOB,
MOJIOKUTENIbHBIH
OaxTepHanbHBIN TECT,
MOBBILIEHHE
KOHLIEHTPALIUH
JIIOKO3bI B KPOBH,
yBeJHueHHe 00bema
KJIETOK

TpaBMmbl, OTpaBaEHHS
H MPOLIETY PHbIE
OCJIOXKHEHHUS!

KoHTy3us, CBsI3aHHbIE C
uHQy3uel peakiuuu

' Tepmun «repnernueckue undexuumu» Brmouaer B ceds cieaytomme TITY: repnec nonoctu pra,

MPOCTOl reprec, reHUTalbHBIA reprec, reprec-BupycHas HMH(EKLHs, NPOCTOH TIeHUTalbHbINA

repriec, KOXHbIi repriec, odranbmorepriec, Bbi3BaHHbIi BUpycoM Herpes simplex, npocroii reprec ¢

IMOJIOKUTEJIbBHBIM CEPOJIOTHUECKUM UCCJIIEJOBAHUEM.

2 Tepmun «uHeKkunu, Bbi3BaHHbIe BUpycom Herpes zoster» Bkitouaer B cebs cieayromue TITY:

OMOSICHIBAIOIIMI  JIMIIAN, KOKHBIM JMCCEMUHMPOBAHHbBIN JIMILAK, OMOACHIBAIOLIMK reprec ¢

125835
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nopaxkeHuem riasa, odrambmorepriec, Bbi3BaHHbIH Bupycom Herpes zoster, HeBpojoruueckas
uHeKLus, BbI3BaHHas BUpycoMm Herpes zoster, MEHMHTHT, BbI3BaHHbIN BUpycom Herpes zoster.
*HexenarenbHble peakiiMu, KOTOpbIe BKIIOYAOT CBsi3aHHble ¢ MH(Y3ueil peakunn (CHUP).
**HesxenarenbHble peakiuu, HaOi0JaemMble B XOJA€ TMOCTPErMCTPALlMOHHOTO MPUMEHEHHUS
npenapara, KOTOpble pa3BUBAINCh B OONBIIMHCTBE ClydyaeB B TeueHue 1-3 nueil nocie uHdysnu
moGoit 10361 npenapata Jlemtpana® B X0/1€ JeueHus MpenapaTom.

Heumponenus

Coobanochk O ciydasx TsKeJIoW HeWTporeHuu (BKJIOUAs Ciyyau C JIETalbHBIM HCXOJ0M) B
TeueHne 2 MecsiLieB nocie nHdy3un npenapara Jlemrpana®.

Onucanue omoejibHblX HeAHCeNamelbHbLX PeaKyuil

Buspl HexenarenbHbix peakiuii (HP) (Bkiouas MX TSIKECTb M CEPbE3HOCTH), HAOJ/IOAABLINECS B
rpynnax jeuenus npenaparom JlemTpana® Bo Bpemsi BCEro JAOCTYMHOrO repuoja HabmoaeHHUid,
BKJIKOYAs MMALMEHTOB, KOTOPBIE MOJy4Yau JA0MOJHUTEIbHbIE KypPChl JIEUSHUs, ObLIN COMOCTABUMBIMU
C TaKOBBIMH, HAOIIOJAEMBIMM B HMCCIEI0BaHUAX, KOHTPOJMPYEMbIX IPUMEHEHUEM Tpernapara

CpaBHEHHUSI.

CeszanHble ¢ nHpy3uel peakiuu HabMIOAAIMCh Yallle BO BpEMs MEPBOro Kypca JIeYeHus:, YeM Mpu

NocJCAyroumx.

V nauMeHToB M3 KJIMHUYECKMX HCClIeJOBaHUM, KOHTPOJMPYEMbIX [PUMEHEHUEM Iipernapara
CpaBHEHMsl, HE TOJyYaBIIMX MOC]E MEPBbIX JABYX KYpCOB JIEYEHHMS] HMKAaKWX JIOMOJIHUTEIbHBIX
KYpCOB JIeUeHUsl NpenapaToM Jlemtpana®, 3a KOTOPBIMHM MPOAOIKAIOCH JallbHelinee Hab IO ACHNE,
yacTota (KOJIMYECTBO CydyaeB Ha yejoBeKa B roj) OONbLUIMHCTBA HEKEJIaTelbHbIX peakuuil Oblia
COMOCTaBMMa WJIM YMEHBILAJIACh B OT/AENIBLHO B3ATHIX 3-6 rojax HaOIOIeH s N0 cpaBHEHHIO ¢ | 1 2
rogamu HaOmoaeHus. Yactora noGOUYHBIX peakiiiii CO CTOPOHBI LIMTOBUIHOM JKele3bl Oblia camoi
BBICOKOM B T€UEHHE TPETHEro roja Habat0ACHUs U 3aTEM CHHIKAIACh.

Hyimynozennocmo

Kak u mobble Jpyrue JeKapCTBEHHbIE Mpenaparbl OeIKOBOro MPOUCXOXKIEHHMS, anemMTy3ymad
o0sagaerT TMOTEHLMANbHOW WMMYHOT€HHOCTbIO. [lonyueHHble JaHHBIE OTpaXkajld TMPOLEHT
NALMEHTOB C MOJIOKUTEILHBIMU Pe3y/IbTaTaMi HAa HaJW4Me aHTHTEN K ajeMTy3ymaldy (1Mo JaHHbIM
(depmeHT-cBA3aHHOr0 MMMyHOcopOeHTHOro uccieaoBanus (ELISA), noarsepkaeHHOro aHaan3om
KOHKYPEHTHOTO CBSI3bIBaHMs1). 3aTeM MOJNIOKUTEbHbIE 00pa3iibl M3y4yaluch Ha HaJlW4We NPU3HAKOB
MHIMOMPOBAHMS in Vilro METOOM TPOTOYHON LUTOMETPUH. B pamMKaX KIMHMUYECKMX MCCIEA0BAHUH

C ydyacTHEM MAalMEHTOB C paCCEAHHBbIM CKJIEPO30OM [JIsl BBISABJICHUA AHTUTE]T K aneMTy3yMa6y
15
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o0pasibl M1a3Mbl KpoBu cobupanu depes 1, 3 u 12 mecaues nocne Kaxaoro Kypca repanuu. Bo
BpeMsi MCClIe[IOBaHMI aHTuTena K anemrty3ymaby oOHapyxkuBamuch npubausurensHo y 85 %
MaLMeHToB, NoayyaBmux npenapat Jlemtpaga®, npu stom y Gonee yem 90 % M3 TUX MAlLMEHTOB
OBLITH T0JI0KUTENBHBIMK PE3YJIbTATH TECTUPOBAHUS TAKKE U HA HATMUWE AHTHUTE], MHTHOMPYIOIIMX
csi3biBanne npenapata Jlemrtpana® in vitro. Te nauueHTbl, y KOTOPbIX BbIPabOTANIMCh aHTUTENA K
aneMTy3ymaly, MpOJOJIKAIM JEMOHCTPUPOBATh MX HAIMYME Ha MNPOTsKEeHMH 15 mecsues c
MOMEHTa MEepBOro BBejAeHHs mnpenapata. Bo Bpems ABYX KypCOB JIeUCHHs B3aUMOCBSI3U  MEXIY
HAJIMYMEM AHTHUTEN K aleMTy3ymaly WM MHIHOMPYIOIIMX aHTUTEN K aleMTy3ymaly ¥ CHHIKEHHEM
5>p(PEKTUBHOCTH,  M3MeHeHHeM (apMaKoJMHAMUKH WM Pa3BUTMEM HEXKeJaTe/bHbIX PEaKlui,
BKJIIOYAs CBSI3aHHbIE C WH(QY3UIMH peakUuuu, He BbIABIEHO. BBICOKME THUTPbI aHTUTEN K
anemTy3ymaly, HaOl0JaeMbple y HEKOTOPbIX MalMEHTOB, ACCOLMUPOBAIMCH C  HEMOJIHBIM
MCTOIEHHEM JTUM(OLIMTOB MOCIe TPETHEro MM YETBEPTOro Kypca JieueHHs, HO SIBHOTO BIMSHUS
HAJTMYMs AHTUTEN K alleMTy3ymMaly Ha KIMHUYECKYH0 3()(GEeKTUBHOCTb WM Npoduib 6€30MacHOCTH
npenapata Jlemtpana® ne naGmoaanocs.

Yacrora BBISBICHWS AHTUTE] B 3HAUMUTEIbHOM CTENEHW 3aBUCUT OT YYBCTBUTEJIbHOCTH U
cretM(UUHOCTH  MCIOJb3yeMOoro Metojaa aHaiausza. Kpome Toro, yacrora BBISIBICHHs aHTHTE
(BKyHOuas MHrUOMpYIOIIME aHTUTeNa) MOXKET 3aBUCeThb OT Leloro psana (pakropoB, TakMX Kak
METO/IMKa aHanu3a, oopadboTka oOpasioB, Bpems 3abopa 0Opa3LoB, OHOBPEMEHHBIN MIPUEM JIPYTUX
rnpenapaTroB U COMyTCcTBytoLIne 3abosieBanus. [1o 5TuM npuynHaM CpaBHEHHUE YaCTOTbI BbISBICHHS
auTuten K npenapary Jlemtpana® ¢ 4acToToil BbIABIEHUsS aHTUTEN K APYTMM ITpernaparaMm MoXeT
ObITb OLUMOOYHBIM.

Onvim_nocmpe2ucmpayuoHH020 NPUMEHEHUs. a/le_wmy3y,wa6a 0J1sL_eyenusi_3a00neeanull, nOMuUMOo

pPACCestHHO20 CKlepo3da

Anemty3ymab Obiun 3apeructpupoBad B 2001 r. kak cpeacTBo i JeyeHus B-kineTouHoro
xpoHuyeckoro numdoumrapHoro seiikosa (B-XJIJI). HukeonncanHbie HexenaTeibHble peakiuu
GBI BBIABIEHBI NPH MOCTPErMCTPALIMOHHOM TPUMEHeHHN aneMTy3ymaba ans neuenus B-XJUI, a
TaKKe, 115 IeYeHus Apyrux 3aboieBanuii, 00bIYHO MpenapaT npuMeHscs ¢ 60blIed 4YacToTo! 1 B
Oosee BBICOKMX J03ax (Hanpumep, 30 Mr), 4eM pEKOMEHJyeMble Ul JIEYCHHUs pPACCESHHOrO
ckieposa (> 12 mr/cyT).
o  Aymoummynnvie 3a601e6aHus.
K ayTouMMyHHBIM 3a00JIeBaHUSIM, O KOTOPBIX COOOIIANOCH y MAalMEHTOB, MOJy4YaBLIUX JICUYEHHE

aneMTy3yma60M, OTHOCHJIUCH HCﬁTpOl’leHl/lﬂ, reMoJIMTUYECKass aHEMUs (BKII}O'-laﬂ cnyqaf/'l C

16
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JeTaNbHBIM MCX010M), npuoOpereHHas remoduans, autu-I'bBM Gonesub (rmomepynonedpur,
00YyCIOBIEHHBII  aHTMTENaMK K [JOMepysspHOii  GasanbHOi  memOpane) 1 3aboseBaHMs
LIMTOBU/IHOM Kene3bl. Y MalMeHTOB, KOTOphIE MoMydanu aneMTy3ymal s jJeueHus 3a00/1eBaHuii,
OT/IMYHBIX OT PACCEHHOrO CKiepo3a, HaO/I0JaNMCh TaKWe Cepbe3Hble M MHOrAa JieTalbHbIe
ayTOMMMYHHbIe 3a00JIeBaHUsl, KAaK ayTOMMMYHHas TIeMOJIMTHYECKas aHeMus, ayTOMMMYHHas
TPOMGOUMTONEHHUs, — aracThuyeckas —aHemus, cuHapoMm [uitena-bappe 1 xpoHuueckas
BOCMAIUTENbHAS JAEMUETMHU3UPYIOLIAs MOIUpPAAUKyIoHeliponaTus. [TonoxuTenbHbIe pe3ybTaThl
npo6bl KymGca Gblid OTMEUeHbI y MOJyyaBIIEro aneMTy3ymad OHKOIOrMYECKOro nauueHta. Y
JPYroro MoJly4aBIIero aieMTy3ymMad OHKOJIOFMYECKOro mnauueHTa Oblia 3aperucTpupoBaHa
CBsA3aHHAas C reMoTpaHcdy3ueil peakius «TPaHCIUIAHTAT MPOTUB XO3iMHA», KOTOpas 3aBeplunach
JIeTalIbHBIM UCXO/I0M.

o Cesszannvie ¢ ungysueil peakyuu
V nauueHToB, KOTOpbIE /s JICUCHHUsI COCTOSHUIM, OTJIMYHBIX OT PacCEsHHOrO CKJepo3a, nojyvaiu
anemTy3ymad ¢ OoJjbliueii yacToToii M B 00jiee BBICOKMX /103aX, Y€M [103bl, NPUMEHSAEMbIC I
JIEUEHUsSI PACCESHHOTO CKJepo3a, HaOJI0JaINCh CEpPbe3HbIE M WHOrIA JieTalbHble CBA3aHHBIC C
uHpy3uell peakuuu, Takue Kak OpOHXOCMa3sM, TMIOKCHs, CHHKOMAJIbHbIC COCTOSHUS, JIErOYHbIE
UH(UILTPATBl, OCTPBIA PECTIMPATOPHBIN JAMCTPECC-CHHAPOM, OCTAHOBKA JIbIXaHWs, WHQapKT
MMOKap/ia, apMTMHK, OCTpasi Cep/ieuHasi He0CTaTOUHOCTh M OcTaHOBKa cepaua. Takke coobdianoch
0 clyyasx TsoKeNnbIX aHaUIakcMii M NpPOYMX peaKuWil TrurnepyyBCTBUTEIbHOCTH, BKJIOYAs
aHaMIAKTMYECKHIi IOK W aHTMOHEBPOTHYECKHii oTek (oTek KBHHKE).

e Hugpexyuonnvie u napazumaprule 3a00.1€6aH UL
V nauueHToB, KOTOpbIE JUis JIYeHHUs COCTOSHUM, OTJIMYHBIX OT PAcCesiHHOTO CKJIepo3a, MoJyyalu
anemty3ymab ¢ GoJblieil yacToTol U B Gosiee BBICOKMX /033X, Y€M JI03bl, MCMOJIB3YIOILUECs NPH
paccessHHOM CKJIepo3€, HaboaliCh Cepbe3Hble M MHOT/IA JIETalbHbIE BUPYCHbIE, OaKTepuaibHbIe,
MPOTO30iHBIE ¥ TPUOKOBbIE WH(EKLMM, B TOM YHMCJIE BO3HMKAIOLIME BCJIEICTBME PEaKTHMBALMK
JIaTeHTHBIX HHDEKLUHA.
V naumentoB ¢ B-XJIJI, nosjyuaBiMx WM He TOJyYaBIIMX JIGYEHHE aNemMTy3ymMadoMm,
PEruCTpPUpPOBANUCEH Cllyuau mporpeccupytoieii My ibTHokanbHoi neiikosnuedanonariu ([IMJI).
YactoTa Bo3HUKHOBeHMs [IMJI y nonyuyasuinx anemMty3ymad nauuentos ¢ B-XJIJI ne npesbiinana

00IILyI0 YaCTOTy Pa3BUTHsl TAKUX SIBICHUH.
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o Hapywenus co cmoponsl KpoSU u IUMpamu4eckot cucmembl
Y NauMeHTOB C OTJIMYHBIMM OT PACCESIHHOTO CKJIep0o3a COCTOSAHMAMH OblLIM OTMEYCHBI Cly4yau
TSAKEIbIX KPOBOTEYEHHUH.

e Hapywenus co cmoponul cepoya
V nauueHToB, KOTOPbIE MOIyYain anemMTy3ymad st JiedeHHsi OTIMYHBIX OT PaCcCEAHHOro CKiiepo3a
COCTOSIHMI ¥ paHee JeUMIMCh TMOTEHUMAIbHO KapAMOTOKCHUYECKHMH Mpernaparamu, Obuin
3a)MKCUPOBAHbI Cllydan 3aCTOMHOM cepeuHON HEJA0CTaTOYHOCTH, Kap/IHOMHONATUH U CHHKCHHUS
cepaeuHoi (pakiuu BIOpoca.

o Jlumgponponugpepamusnvie 3abonesanus, ceasannvle ¢ 6upycom Inumenna-bapp
B nepuose MOCTPErMCTPALMOHHONO —NpUMeHeHHs —HaGmojanuch auMponponnpeparipHbie
3a001eBaHK s, aCCOLIMUPYIOLIMECS ¢ BUpYcoM DniTteiiHa-bapp.
IlepenosnpoBka
B x0/1€ KOHTPOJIMPYEMBIX KIMHUYECKUX MCCIEN0BaHMI [Ba MalMEHTa ¢ paCCESHHBIM CKJIEPO30M T10
omuOKe nmoayunin noutu no 60 mMr npenapara JlemTpana® (T.e. MoHyt0 103y HayaibHOrO Kypca
jiedeHns) B OJHON MHQY3MH, YTO MPUBEIO K PasBUTHIO THKENBIX HEKENATEbHBIX PeaKiui
(ronoBHasi 6oJib, ChIMb, THIOTEH3Ms WM CUHycoBas Taxukapaus). [lpumenenue mnpenapara
Jlemrpana® B 103aX, [NpPEBHILIAIOMKX HM3YUEHHbIE B KIMHUYECKUX HMCCICNOBAHUAX, MOXKET
YBEIMUUTh MHTEHCUBHOCTb W/WIM MPOJAOKUTENLHOCTE MH(Y3UOHHBIX PEAKLUUH WM yCHIIUTD
BO3/IEHCTBUE MpenapaTa Ha UMMYHHYIO CHCTEMY.
AHTHAOT NpH mnepeosnposke npenapara Jlemrpana® Heussecten. Jleuenne 3akiouaetcss B
nMpeKpalleHuy TPUMEHEHUs [pernapara W MpOBEJeHHH Tepanuu, MOANEPKUBAIOIICH OCHOBHBIE
(YHKUMK OpraHu3ma.
B3aumojeiicTBHE ¢ APYTUMH JIEKAPCTBEHHBIMH CPEACTBAMH
HUccnenoBanus ¢ y4acTHEM MAalMEHTOB C PAcCEsIHHBIM CKJIEPO30M, HanpaB/eHHbIC HA H3y4YEeHHUE
B3auMozeiicTBis mpenapara Jlemtpana®, npUMeHseMOro B PeKOMEHIOBAHHBIX 038X, C APYTHUMH
JIeKapCTBEHHBIMU CPEJICTBAMMU, HE TIPOBOMIMCH. B KOHTPOIMPYEMOM KIMHHYECKOM MCCIIE0BAHNH
y NAUMEHTOB C PaccesHHBIM CKJIEPO30M, KOTOPbIE HE3al0JIr0 JI0 3TOro nojydanu JjeyeHne Oera-
uHTep)epOHOM M TiaTMpaMepa aueraToMm, TpeGoBaioch NpeKpalleHne JedeHns 3a 28 aueid 10
Hauasia Tepanuy npenaparom Jlemrpana®.
[Ipy feueHWM NALMEHTOB C PAaCCESHHBIM CKJIEPO30M Mpenapar Jlemtpana® ue npumeHsiu
OJIHOBPEMEHHO C JIPyrMMH aHTHHEOMIACTUYECKMMHU WM WMMYHOCYNPECCHBHBIMM TpenapaTamu

uiau Bese 3a HUMHM. Taioke, Kak B cilydae ¢ ApyruMyd UMMYHOMO/YISTOPaMH, NPUHKAMAs pelieHne o

18

1258365



JITT-003714-210720

HasHaueHuu npenapara Jlemtpana®, cieyer yuuThIBaTh NOTEHLUMATBHBIE COUETAHHBIE BO3ACHCTBHS
JAHHBIX JIEKAPCTBEHHBIX CPEACTB Ha MMMYHHYIO cHcTemy mnauuenta. [IpumeHeHue npenapara
Jlemtpana® oaHOBpeMEHHO ¢ JOOBIM M3 MpPEnapaTtoB JaHHBIX TPYMI MOXKET YBEIMYHTb PUCK
MMMYHOCYTPECCHUHU.

BBuay OTCYyTCTBHsS MCCIEIOBAHMI [0 M3YYEHHIO COBMECTUMOCTH, HE Cle[lyeT CMELIMBaTh
anemMTy3ymab C JpYrMMM JieKapcTBeHHbIMH npenapatamu. He crnemyer nobasusite apyrue
JleKapCTBEHHBIE Tpenaparbl Wi OJAHOBPEMEHHO BBOAMTH MX [0 OJHOW M TOM iK€ JIMHWUM A
BHYTPUBEHHBIX HH]Y3HUI.

Jlna  pasBeJeHMsi JQHHOTO JIGKApPCTBEHHOrO Mpernapara He CleAyeT MHCIO/Ib30BaTh MHbIE
pacTBOPUTEINH, KpOME YKazaHHbIX B pazzene «Cnocod npuMeHeHHs U 103bD).

M3BecTHble Cyuyad HECOBMECTHMOCTH —ajiemTy3ymaba ¢ nojuBuHMaxnopuanbix — (I1BX)
uHdy3uonnbx naketos, [IBX nHdy3uoHHbIX cuctem ¢ BricTUIKOH M3 [IBX win nomustnieHa, a
TakxkKe QUIBTPOB C HU3KUM YPOBHEM CBSA3bIBaHMs OEIKOB OTCYTCTBYIOT.

Ocobbie yka3zaHusi

Heo6XxoaumMo npekpaTuTh npueM MHTepdepoHOoB Oeta M riatupamepa auerara 3a 28 nHeil n0
Havasa JedeHus npenaparom Jlemrpana®.

[pumenenne npenapata Jlemtpana® He pekoMeHIyeTcst s TALMEHTOB €  HEAKTHBHBIM
3a60J1eBaHMEM MM Y TIALMEHTOB CO CTA0MIILHBIM TeueHHeM 3a0oseBaHus Ha (POHE Teparnuu.

[lepen Hauanom JieyeHHs MALMEHTBI JO/KHBI ObITh 00ydeHbl M MPOMH(POPMUPOBAHBI O PUCKAX M
MpeMMyIIeCTBaX TEPANKH, a TaKXkKe 0 HeOOX0AMMOCTH HaOJIOICHUs C MOMEHTA Havala JIeYeHus 1 B
TeueHHWe Kak MUHMMYM 48 MecsiueB mnocie MnocieqHeld MHQY3MM BTOPOro Kypca JieueHus
npenaparom Jlemtpana®. [pu HazHaueHHH [ONOIHUTENBLHOTO Kypca, Mocienyioiee HadmoaeH e
JUISl OLIEHKHM 0e30MacHOCTH ClIelyeT NPOA0IKaTh He MeHee 48 MecsLeB rnocie nocieaHei uHpysuu.
CreyeT HarMOMHHTH NalMeHTy 0 He0OXOAMMOCTH BHUMATEIBHO HA0/II0/IaTh 38 CBOUM COCTOSHHEM
JU1S BBISIBJIGHHS CHUMITOMOB, KOTOpbIE MOTYT Y HEro pa3BMTbCS, MU O HEOOXOJAMMOCTH MpH
BO3HUKHOBEHMH KaKMX-1M00 nmpobJieM cpasy ke 00paTUThCs 3a MEAULIMHCKOM MOMOLLBIO.
Aymoumynnoie 3a001e6aHuUA

Jleuenne npenapatom Jlemtpana® MokeT npuBecTH K OOpa3OBaHMIO AyTOAHTUTEN, YTO MOXET
MOBBICUTh PUCK Pa3BUTHsI ayTOWMMYHHBIX 3a00/IeBaHMH, KOTOPbIE MOIYT ObITh CEPbE3HBIMU M
skuzHeyrpokatomumu.  Coobuianocs 0 pasBUTHM  ayTOMMMYHHbIX — 3a0osieBaHuil, BKiIOYas
3a000€BaHus IMTOBUAHON JKele3bl, MMMYyHHyIO TpombouuroneHunyeckyto mnypnypy (MTII),

Heponatuio (Harnpumep, anti-I'BM GosesHb [raomepyionedpuT, 00yCIOBICHHBIH aHTUTEIaMH K
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riaomepyJispHoii 6azaibHON MemOpane]), ayTOMMMYHHBII FenaTvT U NpUOOPETEHHYIO TeMOpUIINIO
A.
B nocrperucTpaliiOHHOM MepuoIe OTMEUATUCH Cilydan pa3BUTHS MHOIKECTBEHHbBIX ayTOMMMYHHBIX
HapyiueHuii Ha poue npumenenns npenapara Jlemtpaaa®. IIpu HasHauenun npenapara Jlemrpana®
nalueHTamMm ¢ ayToMMMYHHbBIMU 3a00/1€BaHUAMU CIIEAYET OUCHUTh BO3MOXHOCTH HAJIH4Ms APYTHX
ayTOMMMYHHBIX HapylueHHid. [lalueHTsl 1 Bpauu A0/KHbI ObITh MHGOPMHUPOBAHBI O BEPOSTHOCTH
MO3/IHErO Pa3BUTHSL ayTOMMMYHHBIX HApyLIEHWH MOC/Ie OKOHYAHWS MOHMTOpPHUHIa B TedeHue 48
MecsLeB.

e [Ipuobpemennas cemoghunus A
Cnyuaun npuodpereHHoit remopunun A (anturena npotus ¢akropa VIII) Obiiu 3apeructpupoBaHbl
KaK B KJIMHMYECKHX HMCCJIE0BAHMSX, TaK M B TMOCTPErUCTPALMOHHOM MNepHozae. Y MNalHueHTOB
00BbIYHO BO3HMKAIOT CIOHTAHHbIE TMOJAKOXKHbIE TEMaTOMbl M OOLIMPHBIE KPOBOMOJATEKH, XOTS
BO3MOIKHO pa3BUTHE FeMaTyphH, HOCOBOTO KpPOBOTEUEHMs, KeJy0UHO-KHUIIEYHOTO WU JIpYrHX
BUJIOB KpPOBOTeYeHHi. Y BCEX MALMEHTOB € TAKUMU CUMITOMaMHM J0JoKHA ObITh MpPOBEICHA
naboparopHasi AMarHoCTUKa KoaryJjonaruii, Bkmoudas oueHky AUYTB (akruBupoBaHHOe yacTHUHOE
TpomboruiactiHoBoe Bpems). [lanueHtoB cieayer MHGOPMUPOBATH O MPU3HAKAX W CHMITOMAX
npuodpeTeHHoi reMouIMM A M PEeKOMEH/I0BaTh HEMEIJIEHHO O0paTHTbCs K Bpady MpH
BO3HWKHOBEHUM KaKUX-THOO M3 3TUX CHMITOMOB.

o Humynnas mpomboyumonenuyeckas nypnypa (HTII)
Cepbesnbie ciydan WTIT nabmopanucs y 12 (1 %) nauueHToB ¢ paccesiHHBIM CKJIEPO30M,
NPUHAMABLINX YYacTHe B KOHTPOIMPYEMbIX KIMHUUECKUX MCC/IE0BaHUAX (COOTBETCTBYET YacTOTe
B nepecuere Ha roj 4,7 cooeituit/1000 nauuentos/ron). JlononHurenabHbie 12 cepbe3HbIX ClyvaeB
UTIl nabmopanuch Npu MeauaHe mnocieaytouero HabmoaeHus 6,1 ner (makcumym 12 ner)
(cyMMMpOBaHHBI  KyMyJIATHBHBIA rMokasarejab B mnepecyere Ha roa 2.8  coOwituii/1000
naumenTos/ron). Y |1 naunenta pazsunacek UTII, kotopas nporekana Hepacrno3HaHHO 10 BHEJAPEHUs
B MpPAKTUKy TpeOOBaHW O €KEeMEeCSYHOM MOHMTOPHMHIE aHajiu3a KpOBM, W MAIMEHT ymep OT
remopparuueckoro uHcyiabta. Hauano passurus WTIT oOGbiuno ormeuaerca mexay 14 w36
Mecsamu rocie nepsoii uudysun npenapara Jlemtpana®. B 79,5 % cayyaes UTIT obbiuHO
pasBuBaeTcs B TeyeHue 4 jer nocie nepBoil Hy3uu npenapara. Tem He MeHee, B HEKOTOPBIX
cnyuasx, UTIT passuBaercs Ha Heckosbko siet nozke. Cumnromel UTIT moryT BKatouats (HO He
OrpaHUYMBATHCS UMH) JIETKO BO3HHMKAIOLIME KOKHbIE KPOBOM3JIMAHMS, TOUCUHBIC KPOBOM3IUSHUSA

(neTexuu), CIIOHTAHHbIC KOXKHO-CJIM3UCTBIE KPOBOTECUCHHUS (Hanpnmep, HOCOBOE€ KPOBOTECUYECHHUE,
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KpoBOXapKaHbe), Oosiee OOWIbHbIE, uYeM OObIYHO, JHOO HEperylspHble MEHCTpyalbHbIC
kpoBoTeueHus. KpoBoxapkaHbe MOXKET Takxke ObIThb npossieHieM aHTu-I'bM Gonesnu, nosromy
crie/lyeT NpoBOAMThL COOTBETCTBYOLLYIO A depeHLanbHyto Anardoctuky. [auuent nomkeH ObIth
MHPOPMHUPOBAH O BO3MOJKHOCTH BO3HUKHOBEHMS STHX CHMITOMOB, M B Cllydae JIIOObIX COMHEHHH
HeMe/IJIEeHHO 00palarbes K Bpayy.
[ToaHbI KIMHUYECKUH aHajin3 KPOBH C MOJACYETOM (DOPMEHHBIX 3JIEMEHTOB M JIEMKOLIMTapHOM
(GopMyJibl ClieyeT BBITIOIHUTD 10 Havala JEeUeHHs, M 3aTeM €KEMECAYHO - B TEUCHUE KaK MUHUMYM
48 wmecsaueB nocie mnocieaHed wuHpys3uu. [locne okoHYaHMs JAHHOrO MEPUOJA aHAIIM3bl
BBIMOJIHAIOTCS HAa OCHOBAHMM KIMHMYECKMX JaHHBIX, no3Bojstomux npeanonoxuts UTIL Tpu
noaospernu Ha UTIT cieayer HeMeIeHHO BbINIOJHUTD MOJIHBINA KIMHUYECKU aHAJIn3 KPOBH.
I[1pu noarBepxaennu auardosa UTIT gomxubl ObITE HEMEUICHHO NPEANPUHSTBI COOTBETCTBYIOLLME
Mephl, BKJIKOYas CPOYHOE HArpaBieHue K creuuanucty. JlaHHple KIMHUYECKUX MCCIIEI0BAHUI 110
M3yUYEHMIO PACCESHHOTO CKJIepo3a MoKasaiu, 4To cobioaeHne TpeboBaHUi pesKrMMa MOHUTOPUHTA
aHanM3a KpoBH, a Takke oOyueHHe pacro3HaBaHuio npuszHakoB v cumnromoB MTII, mpuseno k
panHeil auarHoctuke u aedeHuto UTIT B GonbimHeTBE Ciiyyaes, pa3BUBLIMXCS MPU MPUMEHEHUH
nepBoro kKypca tepanuu. IloreHunanbubiii puck pasputus UTII, cBsa3anHbiii ¢ JOMONHUTEIBHBIMU
Kypcamu jieuenus npenapatom Jlemtpana® nauuentos ¢ passusiueiics UTII, HensBecTeH.

o Heghponamuu
Hedponaruu, Britouas antu-I'bM 6onesus, Habmoaanucs y 6 (0,4 %) nauneHToB ¢ pacCessHHbIM
CKJIEPO30M, MPUHUMABLIMX YYacTHe B KJIMHUYECKMX MCCIIEIOBAHUAX MPU MEHaHe MoCiey oIero
Habmoaenus 6,1 ner (makcumym 12 ner). Kak npaBuio, oHM oTMeuaiuch B TedeHue 39 mecsies
nocie nocineaueit nudysun npenapara Jlemtpana®. B KIMHHYECKHX MCCIISI0BAHUAX OTMEUEHO JBa
ciayuas autu-I'BM Gosesnu. O6a ciyyas ObUIM TAXKENBIMHM, OJHAKO Ojiarojaps KIMHHYECKOMY H
1a60paTOPHOMY MOHUTOPUHTY OBLITM CBOEBPEMEHHO BbISBICHBI, U X JIeYeHHE ObIIO YCIIELIHbIM.
Knunuueckue nposiBjieHus HeponaTiu MOTYT BKJIHOUATh MOBBIILIEHHE KOHLEHTPALMK KpeaTHHUHA
B CHIBOPOTKE KpPOBH, TeMaTypvi0 W/WIW MpOTeHHypuio. HecmoTpsi Ha OTCyTCTBHE Clly4acB
allbBEOJISIPHOTO KPOBOTEUEHMSI B XOJ€ KIMHMYECKMX WCCIIEI0BAHUM, 3TOT BUJ KPOBOTEUYCHMH,
NPOABAIOIIMICS KPOBOXapKaHbeM, MOXKET pa3BuBaThes Npu auTu-I'bM Gonesnu. KpoBoxapkaHbe
Takke MoxkeT ObiThb npusHakom MTIT u npuoOperenHoi remoduinn A (CM. BbIIE), MOITOMY
cre/lyeT NMpoBecTH Haulexalnyto auddepeHumranbHyo atarHoctuky. Antu-I'bBM Gonesnb moxer

MPUBECTU K Ppa3BUTHUIO MOYEYHON HEA0CTATOYHOCTH, Tpe6y}ou1e1‘& MpOBEACHHUSA AHaINU3a n/unm
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TpaHCIJIAHTALMK MPH HECBOEBPEMEHHO Hauaroi Tepanuu. [lpu OTCYTCTBUM JICUEHHSA MOXKET
BO3HUKHYTb Yrpo3a [Jisl JKU3HH.
[Maument JomkeH ObITh WHGOPMUPOBAH O HEOOXOAMMOCTH BHHUMATENIBHO OTHOCHTBCA K
BO3MOIKHOCTH MOSIBJICHUS STUX CUMITOMOB, a B Cjlydae MX Pa3BUTHs HEMEUIEHHO 00paTUThCs 3a
MEeIMLUHCKOW MOMOIIIBIO.
Heo6x011MMO OnpeennTh KOHIEHTPALMIO KpeaTHHMHA M TNPOBECTH KJIMHUYECKUIi aHAlN3 MOYHM €
MHUKPOCKOMHMEH ocajka [0 Hayaja Tepanuu MpenapaTom Jlemtpana®. Jlanuble obcnenoBaHus
HEO0OXO0IMMO NMPOBOJIUTH €XKEMECSUHO B TEUEHHUE Kypca JIeYeHHs, a TAK)Ke B Ja/IbHEHIIeM B TeUCHHE
He MeHee 48 MecsiieB nocie nocieaneit uudysun npenapara Jlemtpaa®. Boispienue KIMHUYECKH
3HAUYMUMBIX OTKJIOHEHHH OT MCXOJHOrO 3HAYE€HUS! KOHLEHTPALMU KpeaTHHHWHA B ChIBOPOTKE KPOBH,
HEOOBSCHUMOI remMaTrypuu W/WiM MPOTEMHYpUM MOKET noTpedoBaTh  JOMOJHUTEIBHOIO
06CIe10BaHUS /1 CPOUHOMN AMArHOCTUKK HedponaTu, BKIIOYas He3aMeIMTelbHOEe 00pallieHre K
COOTBETCTBYIOLIEMY CHELMATUCTY. PaHHsis IMarHOCTHKA M JieueHue HepponaTuu MOryT CHHU3HUTh
puck HebnaronpuaTHoro ucxoia. Ilocie okoHuanus mepuoja 48 MecsueB rocie MocienHel
uH(y3MM  aHaaM3bl MPOBOJATCA HA OCHOBAHWMM  KJIIMHMYECKMX  JAHHbBIX, [03BOJAIOLIMX
MPeANnoNoKUTs Hapyluenne GyHKuuu mouek. [loTeHuManbHbli pUCK pasBuThs  Heponaruy,
CBA3AHHBIM C JIOMOJIHUTEIbHBIMU KypcaMu JICYEHHUs TMpernapaToM Jlemtpana® nocie passurus y
namueHTa HeponaTuu , HEU3BECTEH.

e 3abonesanus wuUmMoBUOHOU Jicene3bl
Hapyuienns co CTOPOHbI OH/JOKPHHHOM CHCTEMbl, BKJIOYas ayTOMMMYHHbIE 3a00/eBaHMs
LIMTOBUIHOMN sKese3bl Habmoaanuch y 36,8 % nauumeHToB ¢ pacCesiHHbIM CKJIEPO30M, KOTOpBIE
nosyuanu npenapat Jlemtpana® B g03e 12 Mr npu MeanaHe rocieyiomero HabmoaeHus 6,1 ner
(MakcumyMm 12 net) mocie nepBoro BBEACHMs npenapara Jlemrpana®. Kak B rpyrne naiuueHTos,
nosyuaBiux npenapat Jlemrpana®, Tak v B rpyrnre nauMeHToB, NoayyaBumMx nHrepdepot dera-la
(MH®6era-1a), uactoTa BbIsBIeHUs 3a00IeBaHHil IIMTOBU/IHOM JKele3bl Oblia BbILIE Y MALUEHTOB C
Takoii matosorueil B anamHese. Y y4yaCcTHUKOB MCCJIE€J0BaHMM OTMEUAMCh KaK rMNepTUPE0s, TaK 1
FUMOTHpPeo3. B GoblIMHCTBE CilydyaeB 3T HapyleHHs OblIM JIETKOH WM yMEPEeHHOW CTeneHH
tokecti.  Tspkelble SHIOKpUHHBIE 3a0oneBanus Habmonanuck y 4,4 % nauuentos, Auddys3Hbiii
TOKCHYECKHil 300, TMMepTHPe03, IMIOTHPEO3, ayTOMMMYHHbIH THPEOMAMT W 300 (yBeanyeHHs
06beMa [IMTOBUHONM Jkene3bl) Habmogaiuch Oojee 4eM y OAHOro mnauuenta. Jlns neueHus
3a00/1eBaHUi LIMTOBUHON OKeNe3bl TMPUMEHsIach  CTaHAapTHas MEJUMKaMEHTO3Has Tepanus,

0/IHAKO HEKOTOpPBIM Nallu€HTaM HOTpCGOBaJ'IOCb XUPYpPruyecKoe BMEIIATCIIbCTBO. B knnHHUuYeCKuX
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MCCIIEIOBAHMAX TMalMeHTaM, y KOTOpbIX pa3BUBAJIUCh 3a00J€BaHUA LIMTOBHUIHOW IKEJIE3bI,
JIONYCKaloCh TpPOBEJEHUWE MOBTOPHOIO Kypca JIEUeHHs TpenapaTom Jlemtpana®. Hmerorcs
OrpaHMY€HHbIE [aHHble O TOM, YTO Yy MAaLMEHTOB, MOJYYaBIIMX MOBTOPHBIA Kypc, OOBIMHO He
HabJII01aJI0Ch YXY/IIEeHHs TeueHus: 3a00eBaHus IUTOBUAHON akenesbl. Bomnpoc o npomomkennu
neuenusi npenaparom Jlemtpaaa® cneyer paccmMaTpuBaTh WHAMBUYAIbHO, YUMTBIBAS MPU STOM
KJIMHUYECKOE COCTOSIHUE MaLlUeHTa.
UccnenoBanuss  QyHKIMHM  LIMTOBMIHON  Kejie3bl, TaKWMe€ KaK KOHTPOJIb  KOHUEHTpALUH
TMPEOTPOIHOTO TOPMOHA, ClIeAyeT MPOBOAUTL 0 Hayala JeYeHHs M 3aTeM Kax/able 3 mecsua B
tTeyenue 48 mecsiieB nocie nociaeaneid nHPy3uu. [1o OkKoHUaHKUK TOroO NEprUo/ia COOTBETCTBYHOLIKE
aHajiu3bl TPOBOJATCS HA OCHOBAHMM KJIMHMYECKMX JAHHBIX, [O3BOJISIOLIMX TPEATNON0KHUTH
HapyuieHue (QYHKUMH [IMTOBUAHOW OKenesbl, MAM B ciayuae OepemMeHHOCTH. 3aboneBaHue
LMTOBUHOM IKeNe3bl MpPEACTABISET OCOOCHHBI PUCK Yy OepeMEeHHBIX >KEHLIMH (CM. pasjen
«ITpumeHeHue npu GEpeMEHHOCTH U B IEPUOJ IPYIHOTO BCKapMIMBAHUS»).
B knuHuueckux wuccnenoBaHusx y 74 % ¢ HUCXOAHBIMHU TOJIOKUTEIBHBIMM TUTPAMH AHTHTEN K
tupeoniHoi nepokcuaaze (AT-TTIO) u 38 % naumeHToB ¢ UCXOAHBIMU OTPULIATENBHBIMU TUTPAMH
AT-TIIO B panbHeifiieM oTMeyanuch 3abosieBaHMs IIMTOBUAHOM kenesbl. [lojaBnsromee
00abIKMHCTBO  (Mpubau3uTensHo 80 %) MNauMeHTOB, Yy KOTOPLIX MOC/€ JICYEHUSI Pa3BUIMChH
He)KeaTesbHbIE SBJEHUS CO CTOPOHbI LIMTOBMHOW JKeNe3bl, UMEIU MCXOJHBIA OTpULIATE IbHbIN
tutp AT-TT1O. CrnenoBatenbHO, HeXeNnaTelbHbIe SIBAEHUS CO CTOPOHBI LIMTOBUIHOM XKEJIe3bl MOTYT
pasBUTLCS y TalMEHTa BHE 3aBUCUMOCTH OT ucxoiHoro pesynbrata AT-TIIO, w nauuent
MEePUOMYECKH JOJKEH MPOXOAUTh Bee 00C/IeI0BaHM, KaK OMMCAHO BhILIE.

o [[umonenuu
B KIMHMUYECKHMX MCCIAEIOBAHUAX Yy TMAllMEHTOB C PACCESIHHBIM CKJIEPO30M ayTOMMMYHHbBIE
LIMTONEHUH, TaKhe KaK HEWUTPOINeHWs, reMOJMTUYECKas aHeMUs W MaHLMTOINEHMs, OTMEYalluCh
Heyacro. Jis CBOEBPEMEHHOTO BBISBJICHMS LIMTONMEHUH (BKIOYasAs HEHTPONEHHUIO) CleayeT
€KEMECAUHO BBINOJHATL MOJHBIA KIMHUYECKWI aHanu3 KpoBu (cM. mnoapaszaen «MmmynHas
TpombouuTOneHuyeckas nyprypa»). [lpu noarBepxkaeHun 11000k LMTONEHUU  ClIEeLyeT
HEMEUIEHHO TpPEANPHUHATL COOTBETCTBYIOLIME MeEpbl, BKJIKOYas HalpapjeHWe TalueHTa K
CMELUATUCTY.

o Aymoummynnwiit cenamum (AHUI’) u nopadxcenus nevenu
Ciyyan ayTOMMMYHHOIO renartuta (B TOM 4MCle C JeTalbHbIM HUCXOJOM M Cjlyuau, Tpedyroume

TpaHCIlJIaHTaluuH nequM), BBI3bIBAIOIIUE KIIMHUYECKH 3HAYUMOE MOPaXCHUE MECUCHH, BKIIHOYAs

23

125835



JI[1-003714-210720

OCTPYIO MEYEHOUHYIO He0CTaTOUHOCTh, TPEOYIOILY O TPAHCILIAHTALIMH, ObLITH 3aperMCTPUPOBAHDI Y
NalMeHToB, MoydaBmux mpenapar Jlemtpaga® B noctperucTpauMoHHoM rnepuoje. Ecmu y
MalMeHTa pa3sBMBAIOTCS TaKWe KIMHAYECKME TPU3HAKK, KakK HEOOBSICHMMOE MMOBBILICHHE
AKTUBHOCTH «MEYEHOUHBIX» (DEPMEHTOB MJIM CHMIITOMBI, YKa3bIBAIOLIKE HA AMCHYHKLMIO MEYEHH
(Hanpumep, HeOObCHUMAs TOLIHOTA, PBOTA, 00Jb B )KMBOTE, YCTAIOCTh, AHOPEKCHA MITH JKEITyXa
W/WIM TeMHas MouYa), He3aMeUTMTEIbHO JODKHBI ObITh  MpOBEIEHbl J1a00OPaTOPHBIE TECThl IS
onpe/eneHns KOHLEHTPALMK ChIBOPOTOUHBIX TpaHcaMuHa3 M ofuwero OunupyOuna. Jleuenne
npenapatom Jlemtpaga® 0/mKHO ObITh MPEPBAHO WM MPEKPALIEHO, B 3aBUCMMOCTH  OT
KJIMHUYECKON CUTYaLUH.

Heo6Xx011MM0 KOHTPOJIMPOBATh MoKa3aTeln (yHKLUMH MEYEHH JI0 Havasa JICUCHUs U KEMECAUHO, B
Teuenue He MeHee 48 mecsaueB nocse nocaennel nHdysuu. [launeHTos cienyer HHGOPMUPOBATL O
PHCKE PasBUTHs ayTOMMMYHHOTO rernaruta, HHOEKUMOHHbBIX MOPaXKeHUH NEYeHH | CBA3AHHBIX C
HUMU CUMITOMAX.

I'emodghazoyumapnoiit 1umgpocucmuoyunos

Bo Bpems MOCTPErMCTPALMOHHOTO MPUMEHEHUs COOOIIANOCh O Pa3BUTHM reMO(parouuTapHoOro
aumdoructrouurosa (I'JII) (Bkiouas ciyuau ¢ JeTalbHbIM MCX0/0M) Y MALMEHTOB, MOJyYaBLIMX
npenapar Jlemtpana®. IJII npeacrasisier coGoii *KU3HEYPOKAIOLIMK CHHAPOM MaTOJOrHYECKOM
aKTHBALIMKM UMMYHHOM CUCTEMbI, XapaKTepU3YIOILUIiCsa KIMHUYECKUMH MPU3HAKAMU U CUMIITOMAMU
KpaiiHe Tsbkenoro cucremHoro BocnaneHus. Cumnromamu  [JIIT sBasiocs  nxopajka,
renatomeranus v uuroneHus. [Ipy oTCyTCTBUM paHHEN JAMArHOCTUKW M CBOEBPEMEHHOTO JIeUeHUs
['JII cBa3aH ¢ BHICOKMMH nokaszareasiMu cMepTHocTH. CumnTtombl ['JII' nosBistores B TeueHUe OT
HECKOJIbKUX MECSILIEB /IO YEThIpeX JIET MOC/e Hayaja JeueHus rnpenapaTom Jlemtpana®. IMauuents!
N0MKHBl ObITh MH(pOpMUpoBaHbl O cumnTomax [JII' M 0 BO3MOKHOM OTCTPOYEHHOM  Hauaie
pasBuTusi 3aboneBanus. Heo0XoauMo He3aMeUTUTENBHO MPOBECTH OLECHKY COCTOSAHMSA MalMEHTOB,
Y KOTOPbIX Pa3BUIIMCh PaHHUE MPU3HAKH MATOJOMMUECKON aKTMBALMK MMMYHHOMH CHCTEMBI, B TAKMX
cayyasx HeOOXO0JAMMO YYUTBIBATH BO3MOJKHOCTb pasputus ['JII.

Ceazannvte ¢ ungyszueit peakyuu (CHP)

B KJIMHMYECKMX WCCIEIOBAHUAX CBA3AHHBIMM C WH(pY3Hel peakuusiMh CUMTAIMCh JIHOObIE
HesKenaTe/bHbIE SBJEHUS, OTMeUaBLInecs Bo BpeMs MHdY3uu npenapara Jlemrpaga® win B Teuenue
24 wyacoB mocie OKOHYaHMs MHQy3uu. Bonblias dYacTh M3 HUX MOXeT ObiTh BbI3BaHa
BBICBOOOX/ICHUEM LIMTOKMHOB BO BpeMsi MH(PY3uK. B KIMHUYECKHX MCCIE0BAHUAX Y OOIbIIMHCTBA

MalMEeHTOB C PaCCESIHHBIM CKJIEpPO30M, KOTOpbIC MOJy4alln npenapar JIeMTpaﬂa®, pa3BUBaIMCh
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UH(DY3MOHHbBIE PEaKLMK JIETKOH MM yMEPEHHOH CTeNeHH TAKECTH BO BPeMs M/Wiu B TeueHne 24
yacos nocsie BeexeHusi npenapata Jlemtpaga® B poze 12 mr. Yacrora CHUP Gbina Bbiue npu
MpOBEJEHUM TMEPBOTO Kypca JiedeHHs, 4eM B mocieayrolmux Kypcax. Cpean BeeX HOCTYIMHBIX
HaOJIOeHU, B TOM 4Yucje HaOIIOJEeHUs 3a MalMeHTaMM, KOTOpbIE MOoJiydaid JOMOJHUTE/IbHbIC
Kypchbl Jeuenusi, Haubosee yactbivi CUP Obuin ronoBHas 60Jib, Chillb, MUPEKCHs (MOBbILICHHE
TeMnepaTypbl Tena), TOLIHOTA, KPanMBHULA, KOXKHBIH 3yJ, OECCOHHMUA, 03HOO, «IPHIMBbLIY,
yCTANOCTh, OJbILIKA, AWCreB3Ms, AMCKOM(OPT B rpyAHON KIETKE, IeHepaln30BaHHas Chlllb,
TaxuKapaus, OpaanKapausi, AUCTIENCHs, TOIOBOKpYKeHHue U 60Jb. Cepbe3Hble peakiii BO3HUKAIN
y 3 % mnauueHToB M BKJIIOYAIM CJydyau rOJOBHOW 0O0JM, NMUPEKCHH, KparnvBHHULBI, TaXWKapauH,
ubpunaauuu npeacepauii, TOWHOTHL, AMCKOMQOpPTa B TPYAHOH KIETKE W apTepuanbHOM
runoteH3nu. KiuHuueckue nposiieHus aHaQUIAKCUU MOTYT ObIThb CXOJHBIMH C KJIHHUYECKUMU
NposBAEHUAMKM MH(Y3HOHHBIX peaKiuii, HO OHM, KaK NpaBWJIO, SBISIOTCS Oojiee TSKEIbIMH U
KM3HEYrpokKaoIMMU. B oTanune oT MHQY3MOHHBIX peakuui, aHaduIaKTHYECKHE peaKLnu
BCTpEYAlOTCs PeKO.
Jlpyeue cepvesnbie peakyuu, uMeloujue 6peMeniylo céa3v ¢ ungysuei npenapama lemmpaoa®
[Ipy nocTperucTpallMoOHHOM TPUMEHEHMH Npernapara Jlemtpana® Gbliu  3aperHcTpPUpOBAHbI
cepbe3Hble, MHOIJA JieTalbHble M HEMpe/ACKa3syeMble HEXKenaTelbHble PEaKUnu CO CTOPOHbI
pa3auuHbIX cuctem opraHoB. Coollanoch 0 pasBUTHH JIEFOUHOrO AllbBEOJISIPHOTO KPOBOTEUEHMUS,
MIIEMUHM MMOKAp/Aa, MH(papKTa MHOKap/a, UHCYJIbTa (MILIEMUYECKH U reMOpparM4eckuii MHCYJIbT),
JIMCCEKLIMU LiepBUKOLIE(AIbHBIX apTepHii (HanpuMep. MO3BOHOYHOM, COHHOM) M TPOMOOLMTONEHHUH.
HeskenarenbHble peakiii MOTYT pa3BUTHCS MOC/Ie BBEICHHs JIFOO0H 103bl BO BpeMs Kypca JieUeHHUsl.
B GonblIMHCTBE CllydaeB Mpoa0/IKUTEIbHOCT NEpHo/ia 10 Havaia pasBUTHS PeaklMu cocTaBisiia
1-3 ans mocae uHdy3uu npenapata Jlemtpana®. Peakunn pasBuBanuch nocjie BBeAEHHs JH00OM
J03bl, @ TAK/Ke 10C/]e BTOPOro Kypca jeueHus. [TauneHTbl A0MKHBI ObITh NPOUH(POPMUPOBAHbBI O
NMPOSBAEHUAX M CUMIITOMAX, a TAK)Ke O BPEMEHM Pa3BUTHS HexenaresbHbX sinenuit. [laumnenTos
creayer npouHMOPMHUPOBAaTH O HEOOXOAMMOCTH HEMEUIEHHO 00paTuThCsi K Bpauy TMpH
BO3HUKHOBEHHUHM KAaKOro-1u00 M3 JTHX CHMIMTOMOB, a TaKK€ O BO3MOXHOM 3a/epikKe Hauaia
pa3BUTUs HEXKEIATEIbHBIX SBJICHHI.

o [emoppazuveckuil uncyiom
Y NauMeHToB ¢ A0CTYMHON J0KYyMeHTalMel OblJ0 OTMEUEHO MOBbILIEHHE apTepHaIbHOrO AaBICHHUA
OTHOCHTEJILHO UCXOHOTO YPOBHS MEpe/l pa3BUTHEM KPOBOM3IUAHMS. BOJIBIIMHCTBO NaMEHTOB HE

MMeJH SIBHBIX (DAKTOPOB PUCKA PA3BUTHS MHCYJILTA.
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o Jwemus muoxkapoa u ungapkm muoxapoa
BbiI0 OTMEUEHO, UTO Y HEKOTOPbIX MALMEHTOB BO Bpems MH(Y3UM apTepHabHOE JaBjeHHe W/Hiu
yacToTa CepJEYHBIX COKpalleHHi OblIM  BPEMEHHO HE COOTBETCTBYIOIIMMH HOPMAlIbHbIM
3HAUEHUSM. BOJIBLIMHCTBO MALMEHTOB HE MUMEH SIBHBIX (JAKTOPOB pPHUCKA pa3sBUTHUA MIUEMHH WIIH
uH(papkTa MUOKapaa.

o Jluccexyus (paccioenue) yepsurkoyepaivnovlx apmepuil
O cayuasx paccioeHusi uepBukouedanbHbIX apTepuid, BK/IOYas MHOXKECTBEHHBIC pacClOeHMs,
co06LWANoch KaK B nepBbie AHM nocie nHysun npenapara Jlemrpana®, Tak u nosaHee, B TeueHmne
MepBOro Mecsua rnocie MHPy3uu.

o Jlecouroe anveeoisipHoe Kpogomeyenue
OTmeueHHblE BpeMEHHBbIE ciyyan He ObuiM cBsizaHbl ¢ aHTU-I'BM  Gonesnbio  (cuHapOM
['yanacuepa).

e Tpomboyumonenus
TpomGouuTtonenus pasBuBaiach B nepeble aHu nocie MHQysuu (B ortaumuue ot HTII).
TpomGouuToneHus yacTo Oblla CAMOJMMUTHPYIOLLEH U OTHOCUTEIBHO YMEPEHHOM, XOTs TSKECTh U
MCXO0/1 OblTM HEM3BECTHBI BO MHOTMX CllyyasX.

HpeJueOuKauuﬂ U KOHmMpoJlb COCMOAHUA nayuenma

Jlns yMeHblIeHHUsT TsHKEeCTH MH(Y3MOHHBIX peakuuil peKOMEHYEeTCs NMpPOBEJCHUE MpeMeIMKaliu
NalLMEeHTOB KOPTMKOCTEPOM/IaMK HEMOCPEACTBEHHO Tepe] HauyaaoM WHQpY3uu anemtysymada B
nepBbie 3 JHS KaKAOro Kypca JeueHus. B KIMHHUECKMX  HMCCIENOBaHMSIX  MalUCHTbI
npeasaputeabHo nosyyand 1000 Mr MeTuinpeHn3010Ha B NEPBbIE 3 JHA KaX/10r0 Kypca jieueHus
npenaparom Jlemtpana®. Takke MOKeT GbITh paccMOTpeHa MpeMeauKalus aHTUIUCTAMMHHBIMU W

(M11) FKapOTIOHIIKAIOLMMH CPECTBAMM Nlepesl BBe/eHuem npenapara Jlemrpaaa®.

B KOHTPOJIMpYEMBIX KIMHUYECKMX MCCEIOBaHUAX Oosbllas 4YacTh [MALMEHTOB MOJyYasa
AHTUTMCTAMMHHBIE TpEnaparThl W/WIK JKapONOHMIKAIOIIME CPEe/CTBA, 10 MEHbLIEH Mepe, nepej
nepBoii uHy3ueii npenapara Jlemrpana®. [lpoBeneHne npeMeanKalin He MCKIIOYAET Pa3BHTHE
uH(Y3HOHHBIX peakiuil. Pekomenpyercs TLIaTenbHO HaOMOAaTh 3a COCTOSHMEM MAlMeHTa BO
BpeMs nHDy3uu npenapara Jlemtpaga® u, Kak MHHUMYM, B Te4EHHE 2-X UACOB MOC/E OKOHYaHHS
Kax10it nH(y3uu npenaparta Jlemrpana®. Bpau n0mKkeH HHGOPMUPOBATH NALMEHTOB O BO3MOKHOM
pasBUTHM CBs3aHHBIX ¢ MHQY3Meil peakuusax B TedeHue 48 yacoB rocie BBEACHUs Mpernapara

HeMTpana®. HCO6X0)1[/IMO [MPpOBOJAUTH MOHUTOPUHI" OCHOBHBIX rokasarejiei KU3HEAEATEIbHOCTHU 10
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uHdy3nn ¥ neproauuecku Bo Bpemst uHdysnn. Kak npasuiio, JIMTEIbHOCTb HHDY3MK coCTaBsieT 4
yaca. Ilpy HEOOXOAMMOCTH CleAyeT pacCMOTPeTh yBEIMYEHHE Mepuojaa  HabIoICHHs
(rocniuranusauyu). [Ipy BO3HUKHOBEHMH TSIKENbIX MH(Y3MOHHBIX PEAKIMH HYKHO HEMEIICHHO
npekpatuTh WHQy3uio npenapara. Bo Bpems npoBeieHHs MHQY3MM JIOJKHBI ObITh JOCTYMHbI
cpe/icTBa JIst JieueHust aHaUIaKTHUECKMX MM MHBIX CEPhE3HBIX PEaKinid.

Hucmpykuuu no nposedenuto un@ysuii, HanpasieHHvle HA YMEHbUICHUE CEPLE3HLIX peaKyu,
UMeIoUUX 8PEeMEHHYIO C653b ¢ uH(y3ueil npenapama Jlemmpaoa®

e /1o BbINO/IHeHHs1 HHPY3HH

o Ha ucxoanom yposte Boinossstor DKI-uceienoBanue u npoBoAsT OUEHKY OCHOBHbBIX
nokasaresen *Ku3HeAesaTeIbHOCTH, BKII0Yas U3MEPEHUE YaCTOThl CEPACUHBIX
cokpatueruii (UCC) n aprepuanbHOro JaBaeHUs.

o Beinonusor nadoparopHbie uccie0BaHus (00K KIMHUYECKMH aHaIu3 KPOBH €
neiKounTapHoi GhaopMyJoit, ypoBeHb aKTHBHOCTH TPAHCAMHUHA3 B CbIBOPOTKE KPOBH,
KpeaTHHUH CbIBOPOTKH KPOBH, OLIEHKA (DYHKLMH LWTOBHAHOM JKeJIE3bl U KIMHUYECKUH
aHaJii3 MOYM C MUKPOCKOIHUEN ocajika).

¢ Bo Bpemsi BoinoiHeHust nHPy3un

o Ilposoasr wuenpepbiBHbIi/YacThlii (He pexxe | pasa B uwac) mouutopunr YCC,
apTepHasIbHOrO JaBJIeHUs U 00LIEro KIMHUYECKOrO COCTOSHUS NallMeHTa:

" B CJlyyae pa3BUTHs CEPLE3HOrO HEKENATEIbHOIO SBACHHUS:

—  npepbIBaloT H(y3uIo;

— 10 TMpPUHATHS pelIeHUs O BO30OHOBJIIEHMW TEpalvH, BBIMOJHAIOT
MEMIIMHCKYIO OLEHKY COCTOSIHUS MalMeHTa, PyKOBOJACTBYACk Npoduiem
HesKeaTe bHBIX peakiunii npenapara Jlemrpana®;

—  npu HEOOXOAUMOCTH MPOBOAST COOTBETCTBYIOLLEE JICUCHHE.

* B cayuae pa3BuTHs y nalMeHTa KIMHUYECKUX CHMIITOMOB, CBU/ICTENILCTBYOLLIMX
O pa3sBUTHM CEPbE3HBIX HEXKENATeNbHBIX PEaKLUMH, CBA3AHHBIX ¢ WH]Y3HeH
npenapara (MIIEMHs MHOKapjaa, IeMOppariyecKui MHCYIbT, AMCCEKLMs
uepBuKoLe(aTbHbIX apTepuil MM JIETOYHOE aJIbBEOJIIPHOE  KPOBOTEUEHHE),
clle/lyeT paccMOTpPeTh BO3MOXKHOCTb OKOHYATENLHOrO MpeKpalleHus HHpy3uu
npenapara Jlemrpana®.

e [Tocie BbinoHEHH HHPY3HUH
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o Pekomenayercs HaG0eHHE 3a Pa3sBUTHEM HH(Y3MOHHBIX pEakUMii B TEUCHHE KaK
MUHEMYM 2 YacoB rnocne BeejaeHus npenapara Jlemtpana®. Creayer obecneuuTh
TIIATE/IbHBIA MOHMTOPHUHI COCTOSIHUSI TMALMEHTOB C KJIMHUYECKUMHM CUMIITOMaMHU,
CBU/IETE/ILCTBYIOLIMMU O PA3BUTHU CEPbE3HbIX HEXKENATE/IbHbIX ABICHUSX, CBA3AHHBIX €
undysueil npenapara (MIWLIEMUH MHOKApAa, reMopparM4eckoro MHCYJbTa, paccioeHus
eperKoLedaIbHbIX apTepUil WK AlIbBEOIPHOTO KPOBOM3IIMSHHUS B JIETKKX), BIUIOTh 110
MOJIHOTO pa3peLieHusi CUMITTOMOB.

o Bpems HabmoieHus J10JKHO ObITh YBEIMUEHO COOTBETCTBYIOWMM oOpasom. [launenTos
crieyeT npouHpOPMUPOBATH O BO3MOKHOM I OTCPOUYEHHOM Pa3BUTHH UH(]Y3UOHHBIX
peakuuii W MPOMHCTPYKTUPOBATh O HEOOXOAMMOCTH €OOOIIATh O CHMIITOMAax Bpauy,
yTOOBI MOJYUHUTH COOTBETCTBYIOLILY KO MEAULIMHCKY IO MOMOLLb.

o Heob6xoaumo npoBecTH aHanu3 Jisi ONpeaesieHus uucia TPOMOOLMTOB cpasy rocie
undy3uu B 1HM 3 1 5 nepBoro Kypcea uHdysuii, a Takoke cpasy nocie MHPy3uu B A€Hb 3
moboro nocneayioiero kypca. Heodbxoaumo Habmoaarh 3a TEYEHHUEM KIMHUYECKH
3HAYMMON TPOMOOLIMTONIEHUHN BIJIOTH J10 €€ paspelieHus. PekoMeH1yeTcs KoHCy bTalus
remMaroJiora.

Hugexyuonnvie 3aboneeanun

B KOHTpOJMpPYeMbIX KIMHUYECKUX MCCIIE0BAHUAX NPOAODKATEILHOCTBIO 10 IBYX JIET € y4acTHEM
MALNEHTOB C PacCesHHbIM CKJIEPO30M MH(EKLMOHHBIE 3a001eBaHus BO3HUKaIK y 71 % nauueHTos,
nosyuaimux npenapar Jlemtpaga® B g03e 12 Mr, Toraa Kak B rpynne NalMeHTOB, MOJy4YaBLINX
untepdepon 6era-la (MDHGera-1a) (44 MKr 3 pa3a B HE/IeNi0), OHM BO3HUKANM y 53 % MALMCHTOB;
GOJBIIMHCTBO THX MHPEKLMOHHBIX 3a00/1eBaHUil ObLTH JIETKOH MM yMEPEHHOM CTENEHN THKECTH.
Undekupronnsie 3a0oeBaHus, BO3ZHUKABIIKME 00jiee 4acTo y MalMeHTOB, MOJyYaBIIMX Tpenapar
Jlemtpana®, no cpasuennio ¢ rpynnoii U®OHGera-1a, Bimouanu HazopapuHrut, MH EKLUH
MOYEBBIBOJALINX TyTell, MH(EKUMM BEPXHMX JBIXaTENbHBIX MyTeH, CMHYCHMT, reprec pOTOBOM
M0JOCTH, IPUNN U OPOHXUT. B KOHTPONMPYEMBIX KIMHHYECKMX HCCICOBAHUAX C y4aCTHUEM
MALKEHTOB C PACCESHHBIM CKIEpPO30M Tskesble MHPEKLMOHHbIe 3a00neBanms passuBanuch y 2,7 %
nalMeHTOoB, MOJyYyaBIIUX Ipernapar Jlemtpana®, u y 1 % naumentos, nomydasmmx M®HGera-1a.
Tsxensle MHPEKIMOHHBIE 3a00IeBaHUs B IPYIINE MALMEHTOB, MOJyyYaBIIUX Mpenapar Jlemrpana®,
BKJIFOUAJIM alMeHUIUT, FraCTPOIHTEPUT, MHEBMOHHIO, OMOSICHIBAIOIINI Nulal 1 HHpeKunn 3y00B.
Kak npaBuiio, NpoJ0KMTENBHOCTE 3aboneBaHnii Obila OOBIYHOM, W OHM paspelajuch nocie

NPUMEHEHUs CTAaHAAPTHOTO MEIMKaAMEHTO3HOI'O JICHCHUA.
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KymynstupHas uactora undekuuii B nepcuere Ha roji Habmoaenus cocrasuna 0,99 npu meauane
nHabmonenus 6,1 ner (MakcumyMm 12 jer) mocie MnepBOro BBEACHHUS Mpenapata Jlemtpana®, no
cpaBHeHHUIO ¢ 1,27 B KOHTPOJIMPYEMbIX KIMHUYECKHX UCCIIC0BAHUSAX.

e [Ipozpeccupyiowas myrsmugorkanvras netikosnyeparonamust (IIMJI)
[Tporpeccupytotuas MyjbTHdoKanbHas neiikosHuedanonarus (ITMJI) — sro onnopryHucTHYecKas
BUpYyCHas MH(DEKLMs TOJOBHOTO MO3ra, oOycioBieHHas akTupauued Bupyca JC (nommomaBupyc
yenoBeka 2). Kak npaBuio, oHa BO3HHMKAET Kak MPaBWIO Y MALMEHTOB ¢ MMMYHOAE(PULMTOM W
OObIYHO TPUBOAMT K CMEPTH WM TSKENOH MHBAIMAHOCTH. Tunuunble cumnrombl [IMJI
pa3HOOOpA3Hbl, MPOTPECCHPYIOT B TeYeHHE HECKOJbKUX JHEH WM Helelb, BKIIOYAIOT B Ceds
NPOrpecCHpPYIOLLYIO ¢Iab0CTh ¢ O/IHOM CTOPOHBI Tea MM HEJOBKOCTh B IBUKEHUSIX KOHEYHOCTEIH,
HapyIIEHWE 3pEHHS, M3MEHEHUS MBIILIICHUSA, MAMATH U OPUEHTALIMK B MPOCTPAHCTBE, YTO NMPUBOAUT
K CMYyTAHHOCTH CO3HAHUS M U3MEHEHHIO JINYHOCTH.
B pamkax KJIMHHYECKMX MCClIe0BaHUi anemTy3ymaba y MalueHTOB ¢ pacCesHHbIM CKJIEPO30M He
ObI10 3apervcTpupoBaHo Hu oaHoro cayuas [IMJL. Cnyuan pasutus [IMJ1 wabmopanucs B
MOCTPErMCTPALIMOHHOM TIepUOJIEe Y MALMeHTOB C JAPYruMH (aKTopamu pHUCKa, OCOOEHHO 'y
MalMeHTOB, paHee MOJyyYaBUIMX Teparuio Mpenaparamu s JIEYEHWs PacCesiHHOro CKieposa,
MpUMEHEHKHEe KOTOPBIX CBsi3aHHO ¢ pazputrem [IMJI.
Pesyabratel MPT MoryT siBHO yKasbiBaTh Ha HajuMude 3a0osieBaHus e€lle /10 MOsBJICHMUS
KJIMHUYECKUX MPHU3HAKOB MK cumnTomoB. Cayuau passutus [IMJI, koTopble auarHoctupoBanu Ha
ocHosanuu pesynbraroB MPT u Bobisnenus JIHK Bupyca JC B CIMHHOMO3rOBO#M XKHIKOCTH TpH
OTCYTCTBMM  KJIMHMYECKHX MPU3HAKOB WM CHMITOMOB, XapakTephblx s [IMJI,  Obiin
3aperucTPUpOBaHbl Y MALMEHTOB, MOJyUYaBLIMX JApPYrude Mnpenaparbl s JICUeHUs pPacCesHHOro
ckieposa, cBasaHHbie ¢ pazutdeM [IMJL. YV MHOMMX M3 O5THX MNalMEHTOB B JiajibHeiiiiem
nposiBunch cumntombl [IMJL. TToatomy MoxkeT ObiTh pekomenaoBan MPT-KOHTPO/Ib CUMITOMOB,
KOTOpbIE MOTYT ObITh BeposTHO cBsizaHbl ¢ [IMJI, B TOM uncne 10 Havana jedyeHus rnpenaparom
Jlemtpana®. u npu m00bIX M0A03PEHUAX ClCAYET MPOBOANTH JajbHellee 00cae10BaHHE C LUENbIO
panueit auarnoctuku [IMJI B ciyyae Hannuus TakoBoii. [locie npekpatiueHus npuMeHeH!s Apyroro
npenapara JUis JieYeHHs PacCesHHOro CKieposa, cBsizaHHOro c¢ pasputuem [IMJI, coobuanock o
CHWKEHMM YPOBHS cMepTHOCTH M 3aboneBaemoctu Beaeactsue [IMJIy  nauueHtroB ¢
JIMArHOCTUPOBAHHBIM OECCMMNTOMHBIM 3a00JIEBAHUEM 110 CPABHEHHIO C MAaLMEHTAMHU, Y KOTOPBIX

Mpy JHUArHOCTUKE MPUCYTCTBOBAIU XapaKTEPHbIC KIIMHWUYCCKUEC MpHU3HAKU W CHUMIITOMBI [TMJI.
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HeusBecTHO, CBSI3aHbl M OTH pa3idyus C pPAHHUM BBIABJICHUEM W MPEKPALICHUEM JICUCHHUs
pacCessHHOrO CKJIEpO3a WM ¢ Pa3IMuMaMHU B XapaKTEPUCTUKAX 3a00JICBaHHUs y STHX MALUCHTOB.

o Uuperyus, evizeannas eupycom Varicella zoster
B KJIMHUYECKHMX MCCIIEN0BAHHMSAX Cepbe3Hble MH(QEKLMH, BbI3BAHHBIE BMPYCOM BETPSHOW OCIbI
(Varicella zoster), BKMOYas NepBMYHOC WHPULUMPOBAHME M PEAKTHBALMIO MHPEKIMM, dYalue
OTMEYaJiMCh Yy MalMEeHTOB, MOJyYaBIIMX Mpenapar Jlemtpana® B noze 12 mr (0,4 %), yem y
nauuentos, nonydasiux MOHGera-1a (0 %).

o upexyus, evizeannas 6Upycom NANULIOMbL Ye108eKd
V naiuenTtos, noiayuaBmux npenapat Jlemtpaga® B go03e 12 Mr, oTMevanuch ciydan MHEKumii,
BbI3bIBAEMBIX BUpYCOM nanuuiombl yesnoseka (BITY) (2 %), Bkirouas LepBUKAIbHYIO AUCIIA3UIO U
aHoreHuTajbHble 00poaaBku. PekoMeHyeTcs MpOBOAUTH €XKEroAHbIH OCMOTP BCEX MALMEHTOB s
BoisiBneHus BITY.

o [Jumomezanosupycnas unghexyus
YV NauMeHToB, MOydaloLMX JjeueHue mnpenapatrom Jlemrpana® (Takke NpH OJHOBPEMEHHOM
NPUMEHEHHH TIpenapara ¢ TIIOKOKOPTHKOCTEpOrIamMu), Habaoaanuch WHQEKLUMH, BbI3BAHHBIE
uurtomeranosupycom (LIMB), Bkitouasi ciydaun nosropHoro 3apaxenus LIMB. bosbmmnHcTBO
CllyyaeB OTMEualoCh B TeyeHHe 2 MecsLeB [ocjie NPUMEHEHHs rpernapara Jlemtpana®. Y
MalMEeHTOB C CUMNTOMaMKW HMH(EKUMOHHOrO 3a0o0/ieBaHUs AOJKHA NPOBOAMTHLCH KIMHUYECKas
OLIEHKA ISl UCKJIFOYEHHUSI LIMTOMEraJloOBUPYCHON MH(EKLMU BO BPEMS U B TEYEHUE KAK MUHUMYM
JIBYX MECSLEB MOCie KaX/10ro Kypea jedenus npenapatom Jlemrpana®.

o Iupexyus, svizeannvie eupycom Inmumetna-bapp
Coobuanoch 0 pa3BUTHH MH(EKIMHU, BbI3BAHHOI BUpycoM DmuuteliHa-bapp, BKioyas TsKeabie U
MHOIJA JIeTa/lbHble Clyuad renaruTa, acCOLMHPOBAHHOrO ¢ BUpycoMm Dmuwreiina-bapp, 'y
NaLUeHTOB, MoJyyYaBIINX JeueHue npenapartom Jlemrpaaa®.

o Tybepkynes
B KOHTpONMPYEMBIX KJIMHHUYECKMX HCCIEJ0BAHMSX TaKkKe OBbUIM BbIABIEHBI Cllyuyaun TyOepKyJesa,
KaKk B rpyIre MalMeHToB, MonyuaBmux npenapat Jlemrpaa®, Tak W B rpynne MalHeHTOB,
nonyuasmnx UOHGera-1a. AKTHBHBIN W aTeHTHBIH TyOepkysies Obia BbisBieH y 0,3 % nauueHTos,
nonyuapmux npenapat Jlemrpana®. Yaiuie Bcero sTH ciydad PerucTPUPOBANNCH B SHAEMHYHbBIX
30Hax. JIo Hauana neuenns npenaparom Jlemtpana® HeoOX0AMMO MPOBECTH CKPUHUHT HA HAMYHE
aKTUBHOTO MJIM JIATEHTHOrO TyOepKyJie3a B COOTBETCTBHH C JIOKAIbHBIMU TPEOOBAHUSIMM.

o Jlucmepuos//lucmepuosnviit Menuneum
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V nauMeHTos, nojyyaBliMX JeueHue npenapatoM Jlemrpasa®, oTMeuannch Cllyyad pazBUTHS
JINCTEPUO3a/TUCTEPUO3HOTO MEHHUHTUTA. [TpoaomKUTENBHOCTD MOBBILIEHHOTO pucka
BO3HUKHOBEHHS JIMCTEPUO3HOTO MEHMHTMTA HEsICHA, XOTA OObIYHO TaKue Clyvyau BO3HUKAIM B
TeueHue ONHOrO Mecsua nocie uHysun npenapara Jlemtpana®. Bes Hanekaiiero JeueHus
JIMCTEPUO3HON MHQPEKIMM OHA MOJXKET TMPUBECTH K THKEIbIM OCIOKHEHHAM WM JIETalbHOMY
uexony. Ilanmentam cieayer wusGerath  ymoTpeGieHHs —TNHILM, KOTOpas MOXKET —ObiTh
MOTEHLMATIBLHBIM UCTOUHUKOM Listeria monocytogenes, Win MOJABEPraTh TaKylo MUILLY 10CTaTOYHOM
TepMuueckoii o0paboTke. J[si CHUIKEHMS JaHHOTO pHMCKa, MAlMEHTbl, MOJyYalolue rpenapar
Jlemtpana®, nomkHbl u3berarh ynoTpeGJeHHs B IHILY CHIPOrO0 M HEA0CTATOYHO TEPMHUYECKH
06paboTaHHOro Msica, CHIPOB MSTKHX COPTOB M HENAacTEPU30BAHHON MOJOYHOM MPOLYKLMM KaK
MHUHMMYM 3a 2 HEJeJu JI0, BO BpeMs M B TEUEHUE OJHOr0 Mecsla rocje JICYeHUs MnpernapaTrom
Jlemtpana®.

o Muro3zwi
B KOHTpONMpyeMbIX KIMHMYECKUX MCCJIEJOBAHMAX € YYyacTHeM [MalMeHTOB C pacCesHHBIM
CKJIEPO30M MOBEPXHOCTHBIE MUKO3bl, 0COOCHHO KaHIM/103 NOJOCTH PTa ¥ BarMHAIbHBIA KaHIM03,
yalle BO3HUKA/M Yy MalMEHTOB, MOJy4yaBLIMX Ipernapar Jlemrpana® (12 %), 4em y NalUMeHTOB,
nonyuasiuux MdHGera-1a (3 %).

o [Iuesmonum
Coobuanoch O pa3BUTHM MHEBMOHWTA Yy MALMEHTOB, TMOJy4YaBUIMX JICUYCHHUE MpernapaToM
Jlemtpana®. BobLIMHCTBO CiydyaeB OTMeYaloCh B TEUEHHE MEPBOro Mecslla Mocjie JeUeHHs
npenaparom Jlemtpana®. IlauuenTsl 100KHBI GbITH MHPOPMUPOBAHBI 0 HEOOXOAMMOCTH COOOLIATH
JeyalemMy Bpady O CMMITOMAax MHEBMOHUTA (yuyallleHWEe JbIXaHWs, Kallelib, CBUCTALIEE /bIXaHHE,
00J1b WM YyBCTBO CIaBJICHHOCTH B IPYM U KPOBOXapKaHbE).

o Jlononnumenvrast ungopmayus
Ecnu y naumenta Habmogaercs TsDKeJIoe aKTUBHOE MH(EKLMOHHOe 3abosieBaHue, Bpay JO0JKEH
OTJIOKUTH Hauyano Jedenus npernapatom Jlemtpaaa® 10 JOCTHIKEHHs [MOJIHOrO KOHTPONS Haj
Teuenmem  3aGoneBamus. [laudentam, npuHuMaiomuM  npenapat  Jlemtpama®,  cieayer
PEKOMEH/10BaTh CO00MIATh 0 CUMNTOMAaX MH(EKLIMOHHBIX 3a00/I€BaHUI Bpayy.
[TpodmnakTika ¢ TOMOIIBIO MEPOpalbHBIX MPOTUBOrEPHNETHYECKUX TMpenaparoB  J0JDKHA
HAYMHATBLCS C MEPBOrO JHs JedeHus mpenapatom Jlemtpana® M Mpojo/mKaThCs B TEYEHHE, Kak

MUHUMYM, €LIC 1 MecsiLia rociie Kaxjaoro KypcCa Teparuu.
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Ipenapar Jlemtpaaa® ms nedeHust pacCesHHOrO CKJIEpO3a HE MPUMEHSJICH OJHOBPEMEHHO WM
cpasy rocje KypcoB MpOTHBOOMYXOJEBOH MM MMMYHOCYNPECCUBHOM Tepanuu. OJHOBpPEMEHHOE
npumenenne npenapara Jlemtpana® ¢ mOGBIMH JpYrMMH M3 9THX MPENapaTtoB MOXKET IMOBBICHTH
PUCK UMMYHOCYIIPECCHH.

Her nauHbIX 0 BiusiHUM npenapata JlemTpana® Ha peakTuBauuio BupycoB renatuta B (BI'-B) um
renatuta C (BI'-C), nockojibKy mNalUMEHTOB C TMpPU3HAKAMU AKTUBHBIX MM XPOHUYECKUX
MH(EKUMOHHBIX 3a00€BaHUI UCKIIIOYAIN U3 yyacTUsl B KIIMHUYECKUX HccieaoBaHusX. Jlo Havyana
neuenus npenapatom Jlemtpana® cneayer npoBOJAMTH CKPUHMHI HA HOCHTENLCTBO Bupycos BI'-B
wman BI-C. Cnemyer nposiBIATh OCTOPOJKHOCTb TMpM Ha3HaueHuu npenapara Jlemtpana®
Hocurensam BupycoB BI'-B w/unu BI'-C, nockosibKy ecTh pUCK peakTHBALMM BUpPYCa U Pa3BUTHs
HeoOpaTUMOit MeYeHOYHON He0CTaTOYHOCTH Y MALIUEHTOB 3TOH IPyIIbI.

Hucynom u paccnoenue (Ouccekuus) cmeHoK yepeuKkouedanbHolx apmepuil

[Ipy MOCTperucTpallMOHHOM TNPUMEHEHUM aneMTy3ymaba cooOlanoch O CEpbe3HbIX MU
KU3HEYTPOXKAKOUIMX MHCYbTaX (MILEMMYECKMH M TreMOpparMuyeckuil) M pacclOeHHM CTEHOK
LepBUKoLedanbHbIX apTepuii (Harmpumep, MO3BOHOYHON, COHHOM), MPUYEM HEKOTOpPbIE CllyYau
ObIIM 3aperuCTPUPOBAHbI B TeueHHe 3 Helt nociie BBeaeHus npenapara Jlemrpana®.

[TaumeHTel A0KHBI OBbITb MHGOPMUPOBAHBI O CHUMNTOMAX MHCYJIbTa M PACCIOCHUS CTEHOK
LepBuKoLedanbHbIX apTepuil (accuMeTpusi Julla, BHe3arnHas CUiIbHas rojloBHas 00Jib, €1adocTh ¢
OJIHOM CTOPOHBI TeJla, TPYAHOCTH € peubto, 00JIb B 11€e) U HE0OXOIMMOCTH HEMEUIEHHO 00paTUThCs
3a ME/IMLIMHCKOM MOMOLIBIO B Cilyyae pa3BUTUS MOJ0OHBIX CUMITTOMOB.

Ocmpolit HeKanbKy1e3Hbl I X0NeYyucmum

Ipumenenue npenapara Jlemrpana® MoxkeT yBeJIMUMTh PUCK Pa3BUTHs OCTPOTO HEKAJILKYIJIE3HOrO
XOJIeLMCTUTA. B KOHTpOIUpYEeMBbIX KIMHHYECKUX HccnenoBanusax y 0,2 % nauueHToB, nosydyaBLimux
npenapat Jlemtpana®, pasBuics OCTpbIi HeKalbKyJe3HbIH XONEUMCTHT Mo cpaBHeHutio ¢ 0%
naueHToB, noayyasinx M®HGera-1a. [Ipu nocrperncrpaliiOHHOM NMPUMEHEHUM ajnemMTy3ymada
OTMEUaIUCh Clyyau OCTPOro HEKalbKyJEe3HOr0 XOJELMCTUTA Y MALMEHTOB, MOJyYaBIIUX JEYEHHUE
npenaparom Jlemtpana®. Bpems Hauana CMMITOMOB BapbUpOBAO OT MeHee 24 4acoB 10 2 MeCsLEB
nocne uHdysuu npenapara Jlemtpana®. BoNbUIMHCTBO NALMEHTOB MOJYYano KOHCEPBATHBHOE
JeyeHue aHTMOMOTUKAMHU, BbI3JOPOBIEHHE HACTynano 0e3 XMpypruyeckoro BMEIIATENbCTBA, B TO
BpeMs KaK B JIpyrMX cilyyasx noTpedoBasoch NPOBEACHHUE XOIELIUCTIKTOMHUH.

CHMMITOMBI OCTPOrO HEKaJbKyJI€3HOr0 XOJELMCTUTA BKJIIOYAIOT 00/Ib B KMUBOTE, 0O0JE3HEHHOCTh

’KUBOTA, JIMXOPAJIKY, TOLIHOTY W pBOTY. [lanueHT nomkeH ObITh MHPOPMUPOBAH O HEOOXOIUMOCTH

125835

32



JIT1-003714-210720

00paTUThCs K JieyaliemMy Bpady MpH MOSBIEHUH MOA00HBIX cUMNTOMOB. OCTpbI HEKAJIbKYIE3HbIN
XOJIELIUCTUT sABJIETCS 3a00/IeBaHUEM, KOTOPOE MPU OTCYTCTBUM PAHHEH AMArHOCTUKHU W JICUEHHs
MOKeT OBbITh CBA3aHO C TSDKEJIBIMU OCJIOKHEHUSMHU U BBICOKON cMepTHOCTHIO. [Ipn nopospennn Ha
OCTpbIi HEKAIbKYJIE3HbIH X0IELUCTUT HE0OX0AMMa He3aMeIIMTE IbHAs JIMarHOCTHKA U JICUCHHE.
3nokauecmeennvie Ho6o0Opazoeanun

Tak e, KaKk U B cllydyae ¢ ApyrdMU UMMYHOMOJYJIATOPAMH, CJIEAYET C OCTOPOKHOCTBIO Ha3HAYaTh
npenapat Jlemtpana® nauueHTam ¢ npeaecTBOBABIIMMH W/UIH UMEIOLIMMHCS 310KaueCTBEHHBIMHU
HOBOOOpa3oBaHMsMKM. B HACTOSIIMI MOMEHT HEM3BECTHO, TOBBIIACT JM anemMTy3ymad pHCK
pasBUTHs 3JI0KQUECTBEHHOM OMyXOJM  IUMTOBUIHON JKENe3bl, MOCKOJbKY —ayTOMMMYHHOE
3a00JIeBaHKE IIIMTOBHIHOM JKesie3bl MOJKET caMo 1o cebe ObITh (aKTOPOM pUCKa MATUTHU3ALIMK.
Konmpauyenyusn

TpaHcnnaueHTapHoe —TMocTyrjieHHe — anemMry3ymaba B KpPOBb  IUIOJOB M BO3MOXHOCTh
dapmakonornyeckoro eiicteus Ha Hux npenapata Jlemtpana® HaGmonanuch y Mblllel Kak BO
BpeMsi recTaliiu, TaK U Mociie poKAeHUs NoToMCTBA. JKEHLMHBI JE€TOPOIHOIO MOTEHLMAIA 10JKHBI
HCTIONBb30BATh HAAEKHBIE METO/bI KOHTpALENIMK BO BpeMs NeueHus npenapatom Jlemrpana® u B
Teuenue 4 MecsiLeB nocie nocaeaHeit nudysun npenapara Jlemrpana®.

Baxkyunauus

[TaieHTamM peKOMEH/yeTcsl 3aBepllMTh BaKLMHALMIO COMIACHO JIOKAJAbHBIM TpeOOBaHUAMM, Kak
MUHUMYM, 3a 6 Helenb 10 Hauana jneuenus npenapatom Jlemtpana®. CriocoGHOCTH OpraHu3ma
(opMHPOBATH MMMYHHbIH OTBET Ha KaKyio-TM6O0 BaKIMHY nocie jedenus npenaparom Jlemrpana®
HE U3yyeHa.

B KOHTpoJMpyeMbIX KIMHUYECKUX MCCIIEA0BAaHUAX C YYaCTHMEM [alMEHTOB C pacCesHHbIM
CKJIEp030M 0€30MacHOCTh MMMYHHU3ALMK KUBBIMU BUPYCHBIMU BAKLIMHAMM MOCIIE Kypca JICUEHHUS
npenapatoM Jlemtpana® He wusyuanach. [lanmenTtam, HEAaBHO NpPOLIEAIIMM Kype JI€YCHMUS
npenapatoM Jlemtpana®, He pekOMeHIyeTCs MNPOBOAMTH MMMYHH3ALMIO JKUBBIMU BUPYCHBIMH
BaKLIMHAMMU.

Tecmuposanue na Hanuuue anmumen K eupycy eempanoit ocnol (Varicella zoster)/sakyunayus
npomue unghexkuyuu, evizeannoii gupycom Varicella zoster

Kax u B ciiyuae ¢ JitoObIM APYTHM UMMYHOMO/IYJIMPYIOLIMM NPEnapaToMm, 10 Havajia Kypca jieueHus
npenapatom Jlemtpana® nauuentam ¢ OTCyTCTBHEM B aHamMHe3e BETPSHOM OCIMbI M BaKLMHALMH
npoTHB WMHQEKIMH, BbI3BAHHOW BUpycom Varicella zoster, cnenyer NpOWTH TECTMpPOBaHHWE Ha
aHTutena K Bupycy Varicella zoster. BakiiMHalMIO NALIMEHTOB ¢ OTPULATENILHBIM TECTOM aHTUTEIN K

Bupycy Varicella zoster cneiyer npoBOoauTh 0 Hauana jedenus npenapatom Jlemrpana®. Jlis
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TOro, 4ro0bl 3G dHeKT BaKLMHALMYK NPOABUIICS MOJHOCTHIO, JICYEHUE NMpenapaTom Jlemtpana® HysxHO
Ha3HauaTh He paHee, YeM yepe3 6 Heslellb M0C/Ie BaKIMHALMH.
Pexomendyemoie 1a60pamopHsie Ucc1e0068anus 011 HAOI00eHUA 3a hayueHmamu
Knunuueckoe obcneoBanue W J1abopaToOpHble TECThl ClELYeT MPOBOANTH € OINpPEAeNeHHOM
MepHOAMYHOCTBIO BO BPEMsI BCEr0 Kypca JIeUeHHMs, a TaKKE B TeUeHHe Kak MUHMUMYyM 48 mecsles
noce nocieaHeit uudy3un npenapara Jlemtpana®, 4To MO3BOJIMT CBOCBPEMEHHO JIMArHOCTHPOBATH
ayTOMMMYHHbIE 3a00J1€BaHu:
e NMONHbIA KIMHMYECKMH aHaiu3 KpPOBM C JieWKoUMTapHOH Qopmyoi, onpeaeneHue
CHIBOPOTOUYHBIX TpaHCaAMWHA3 M ONpEJe/IeHHE KOHUEHTpALMK KpeaTHHWHA B CbIBOPOTKE
KPOBH (/10 Hauasa JeueHUs U 3aTEM €KEMECAUHO);
e 00LMil aHATM3 MOYM M MUKPOCKOITHS OCa/iKa (/10 Havasa JEUeHHs U 3aTeM €XKEMECAUHO);
e yccriesioBaHie (YHKUMM IIMTOBUIHON JKele3bl, HanpUMep, OMNpe/esieHHe KOHLEHTpaluu
tupeorpornHoro ropmona (TTI) (10 Hauana neyeHuns U 3aTeM Kaxable 3 Mecsua).
Jononnumenvnas unghopmanyus
HeussecTHo, BiMseT Jin anemMTy3ymab Ha pe3y/ibTaThl PyTHHHbIX JJa00PATOPHBIX HCC/IEA0BAHMIA.
He Ob110 HUKAKKUX COOOLIEHHH O 3710y NOTPeOICHUU MU 3aBUCMMOCTH B OTHOLIEHHH Mpenapara
Jlemtpazna®.
Biusinue Ha crocOOHOCTDH YNPABJASTH TPAHCIOPTHBIMH CPEACTBAMH H MeXaHH3MaMHU
WcenenoBannii no oieHke Biausius npenapara  Jlemtpana® Ha  crocoGHOCTb — yNpaBIsiTh
TPAHCMIOPTHBIMKM ~ CPEACTBAMM M 3aHUMATbCA JPYFMMHM  MOTEHLMAIbHO OMacCHbIMM  BUJAMH
JICSITEIbHOCTH HE MPOBO/IUIIOCH.
Y MHOIMX MalMeHTOB BO BpeMs BBeleHMs npenapata Jlemtpana® wiu B TeueHne 24 yacos nocie
nposeaeHus WMHQY3MM pasBuBanKch MH(Y3MOHHbIE peakuuu. HexoTopele 3 9THX peakiuii
(HanpuMep, TONOBOKPYIKEHHE) MOrYyT OKa3aTh BPEMEHHOE BIIMAHME Ha CIOCOOHOCTH MalMeHTa
YIpaBJIsTh TPAHCIIOPTHBIMH CPEICTBAMU M 3aHUMAThCS IPYTMMH MMOTEHIMAIBHO OMACHbIMU BUAAMHU
pesitenbHoctH. C yuyeroM  BO3MOXHBIX —1M00OUYHBIX  3(deKToB, HEOOXOAUMO  COOMI0AATH
OCTOPOXKHOCTD MPHU YIPABICHUU TPAHCTIOPTOM U paboTe ¢ MEXaHU3MaMHU.
®opma BbINyCcKa
KouuenTpar s npurotoBieHusi pactBopa s uHdysuii, 10 mr/mi.
[To 1,2 mu npenapata Bo (J1akOHbl U3 MPO3PayHOro OECLBETHOrO CTEK/a rMAPOJMTHYECKOro THNa

HOMMHAJILHOH BMECTUMOCTBIO 2 MJI, KOTOpbIC YKYNOpUBarOT CEpbIMH 6yTldﬂKay'-lyKOBblMl/l
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MpoOKaMH M 3aKaTbIBAIOT = AIIOMMHHEBBIMM  KOJMAyKamH, —CHA0KEHHBIMM  OTPbIBHBIMHU
MJACTUKOBBIMU IUCKAMH.

[To | ¢nakoHy B MJIACTHKOBOH SAUYEHKOBOH yNaKOBKE BMECTE C MHCTPYKLHEH MO MPUMEHEHHIO
MOMEIIAI0T B KAPTOHHYIO MauKy.

B cnyuae ynakosku Ha 3A0 «Canodu-Asentuc Boctok» uim OO0 «Hanosnew», Poceus:

[To 1 ¢nakoHy B MIAacTUKOBOM SYEHKOBOH yMaKoBKE BMECTE C WHCTPYKLHMEH M0 NPUMEHEHHIO
MOMELIAIOT B KAPTOHHYIO MayKy.

VYeioBusi XpaHeHUs!

XpaHuTh B 3aLIMILIEHHOM OT CBeTa MecTe Nnpu Temneparype 2 °- 8 °C.

XpaHUTb B HEJIOCTYITHOM /ISl JIETEH MECTE.

Cpok rogHocTH

3 roaa.

He npuMeHsTh 0 UCTEUEHHUH CPOKA MOJAHOCTH.

YcaoBusi oTIycKa

OTrycKaroT Mo peuenty.

Baajenen perucTpanHoOHHOI0 YA0CTOBEPEHHU S

Jlxen3zaiim EBpona b.B., Hunepaanap.

IIpousBoauTE b rOTOBOII JIeKAPCTBEHHOH (OPMBI

bepunrep Murenbxaiim @apma 'm6X u Ko. KI', I'epmanusi.

Boehringer Ingelheim Pharma GmbH & Co. KG, Germany.

Birkendorfer Str. 65, 88397 Biberach a.d.R., Germany.

dupMa-nPoU3BOAUTEb (BIMYCKAIOIHI KOHTPOIb KA4ecTBA)
Jhxensaiim JlTa., BenvkoOpuranus.

Genzyme Ltd., United Kingdom.

37 Hollands Road, Haverhill, Suffolk CB9 8PU, United Kingdom.
W

Jhxensaiim Mpnanaus Jlumuren, Upnanaus.

Genzyme Ireland Limited, Ireland.

IDA Industrial Park, Old Kilmeaden Road, Waterford, Ireland.
W

3A0 «Canodu-Asentuc Boctok», Poccus.

302516, Opnosckas o6aactb, OpioBekuii paifoH, ¢/n bosbiekyankosekoe, yi. Jinpenckas, a.1.
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U

000 «Hanonek», Poccusi.

KupoBckas o6nacts, OpH4YeBCKMii MyHMUMNAIbHBIA paiioH, JIEBUHCKOE rOpOJCKOE MOCENEHHE,
Buomeanumuckuii kommiaeke HAHOJIEK teppuropus.

Opranusanusi, IPHHAMAKOMAsH PETEH3HH OT noTpeduTe.eii:

IpeacrapurensctBo AO «Canodu-aBeHTHC rpym», Poccust.
125009, r. Mocksa, yi. TBepckas, a. 22.

Tenedon: (495) 721-14-00.

dakc: (495) 721-14-11.

A)yKOBO}Il/ITeﬂb Perynstoproro Llentpa Dxcneprussl

EBpa3zuiickoro permoHa <7/ | M.H. Manukosa
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